KOJIEMs EBPA3MACKON 3KOHOMUWYECKOW KOMUCCUU

PEKOMEHAALUUA
ot 1 mapTta 2021 r.N 6

O PYKOBOACTBE
no ACENTUYECKWMM NPOLUECCAM B PAPMALEEBTUHECKOM NMPON3BOACTBE

Konnerusst EBpa3uiickoi 5KOHOMWYECKOM KOMMCCUM B COOTBETCTBMU CO cTaTtheit 30 loroBopa o
EBpasuiickoM sKoHOMHUUecKOM coro3e oT 29 masi 2014 roza, myHkrom 3 cratbu 3 CoryaunieHus o
eVHbIX TPUHIUIAX W T[paBW/lIax oOpalljeHHsl JeKapCTBEHHBIX CpPeACTB B paMKax EBpasuiickoro
9KOHOMHYECKOro coro3a oT 23 nekabps 2014 rofa,

B Lle/ISIX YCTAHOBJ/IEHUS] e[MHBbIX TOJXOJ0B K acenNTUYecKUM IMpolieccam B (papMalieBTHYeCKOM
MPOU3BOACTBE U TIOJATBEP)KAEHUIO COOTBETCTBUSI TaKOrO TPOM3BOACTBA TpeOoBaHWsM IIpaBui
HaJijieXkallleld TpOM3BOJCTBEHHOM IPAKTUKM EBpa3sMICKOr0 3KOHOMMUECKOIO COH03a, YTBEp)KJEHHBIX
Pemiennem CoBeta EBpa3uiickoii 3KOHOMUUeCKOM Komuccuu ot 3 Hostops 2016 r. N 77,

PEKOMeH/IyeT roCcyJapCTBaM - WjeHam EBpa3uiickoro 3KOHOMHUYECKOTO COr03a I10 MCTeUeHWH 6
MecsIleB C JaThl OMyOJMKOBaHMSI HacTosiiel PekomeHzaluy Ha oduiMasbHOM caiite EBpasuiickoro
KOHOMMYECKOTO COK03a TIPW OpraHW3allid  acelTHYeCKWX TIPOIeCcCOB B  (hapMaljeBTUUeCKOM
TPOM3BO/ICTBE TIPUMEHSITh PyKOBOJCTBO COT/IaCHO TIPUJIO’KEHMUIO.

IIpenceparens Kosiernu
EBpa3uiickoii 5KOHOMUUeCKOW KOMUCCUU
M.MACHUKOBUY

ITpunoxxenue

K Pekomengarmu Konneruu
EBpasuiickoi 5KOHOMUUeCKON KOMUCCUU
ot 1 mapra 2021 r. N 6

PYKOBOACTBO
Mo ACENTUYECKUM MPOLIECCAM B ®APMALIEBTUYECKOM MPON3BOCTBE

l. O6Wwme NoNoXeHns

1. Hacrosijee PyKoBOACTBO COZEpP)KUT yKa3aHHUsl 10 OpraHu3al[iy acelnThueCKUX MpOLeCCOB B
(apmatieBTHUECKOM TIpoM3BOACTBe. Hacrtosimiee PykoBOACTBO MpeAHa3HaueHO [Jisi TPUMEHeHUs B
(dapMalieBTUUeCKOM TIPOM3BO/ICTBE B 1ie/isIX OOecrieyeHHs] COOTBETCTBHS IMPOM3BOACTBA I[IpaBuiam
HaJijieXkailleld MPOM3BO/CTBEHHON MpaKTUKU EBpa3sniicKOro SKOHOMHUYECKOrO COH03a, YTBeP)KJeHHbIM
Pemiennem CoBeTa EBpa3uiickoii 3KOHOMHYeCKOW Komuccud oT 3 Hosops 2016 r. N 77 (manee -
[IpaBua HafiexXale Npor3BOICTBEHHOW MPaKTUKK).

2. B HacrosijeM PykoBojcTBe B jomosiHeHWe K [IpaBuiam Hajjiekalljell NPOW3BO/|CTBEHHOMU



TIPAKTUKU [I7Isi TIPOU3BO/ICTBA CTEPU/IBHBIX JIeKapCTBEHHBIX CPe/ICTB Oosiee 1MopoOHO pacCMaTPUBAKOTCS
BBITIOJTHSIEMbIE B aCEMTUUECKUX YCIOBUSIX TaKHe TeXHOJIOTHYeCcKre U BCIIoMoraTe/ibHbIe MPOLIeCChl Kak:

¢bunbTpauys;

PO3JIvB;

modumu3anys;

KCI10/Ib30BaHKe U30JISITOPOB;

rporiecc "BblyBaHUe - HalloJIHeHue - repMeTusanus’;
OUKMCTKA Ha MeCTe U CTepu/n3aLys Ha MeCTe;

BOIIPOCHI Ba/TMAallMH aCerTUYeCKHUX IIPpOLeCCOB B IIPOM3BOACTBE J/IeKADCTBEHHLIX IIpeIriapaToB
nmyTemM MCIOJ/Ib30BaHHUA METOJd MOJe/IMPOBaHHA dCEIITUUeCKOro IiponecCa Hd BaHHApreMOﬁ
HpOHE}BO,E[CTBEHHOﬁ JIMHHUMU.

3. [Ipu acentryeckoM MpoLiecce B IPOM3BO/CTBE JIeKapCTBEHHOE CPe/ICTBO U MePBUYHAs yI1aKOBKa
(KOHTeliHep ¥ KOMIIOHEHTbl YKYIOPKW) TMOABEpPratoTCsl CTepUIM3alyy IO OTAeNbHOCTH, a 3aTeM
cobuparotcs BMecTe. [T0CKOMBKY TIPOIYKT B rePMETHU3UPOBAHHOM MEPBUYHON YTIaKOBKE BIOC/IECTBUU
He CTepWIN3yeTcs, KPUTUUECKHM Ba)XKHbIM YC/IOBUEM SIB/ISETCS acelTUYecKoe HaroJHeHue W
repMeTu3alsi KOHTeHHEpDOB B YCJOBMSIX OKpY’Kalolllell TPOW3BOJCTBEHHOW CpeZbl Kijacca
WCK/THOUHTE/IbHO BEICOKOUM UMCTOTHI.

4. Ha acenTvyeckue TpOLIeCCHI B TPOM3BO/ICTBE JIeKapCTBEHHBIX IIperiapaToB BiMseT Oosblile
repeMeHHbIX (DAaKTOpOB, UYeM IpU HCIO/Ib30BAaHUM B INPOM3BOZCTBE JIeKapCTBEHHBIX CPeJCTB CTaJuU
¢uHMIIHOY CcTepuiv3ald TpoAyKTa. Ilepen cragueill acenmThyeckoi cOOpKM Bce HeoOXoJWMble
KOMIIOHEHTbl pac¢acoBaHHOTO TMPOAYKTa C/ieflyeT CTepPUIM30BaTh IOCPEJCTBOM IPUMEHEeHUS
Pa3/MUHBIX TPOLIECCOB (HampuUMep, CTEK/ISTHHbIE eMKOCTH - 00pabOTKON CyXWM >KapOM, pe3WHOBBIE
NpoOKu - 06paboTKOI TTapoM, paCcTBOPKI - IyTeM CTepUIN3Yoleil hUIbTpaIiym).

5. Kaxkzast U3 ctaziuii IPOU3BO/ICTBA B aCeNITUUECKUX YCIOBUSX TpeOyeT NpoBe/ieH s Ba/IUAALIUU U
TIIATeJIbHOTO KOHTPOJsi. B acenTuueckyx mpoiieccax B TPOM3BO/CTBE JIeKAPCTBEHHBIX MpernapaTroB
BBICOKA BEPOSITHOCTh BO3HUKHOBEHUSI OIIMOOK, KOTOPbIe B KOHEUHOM UTOTe MOTYT MPUBECTU K BBIMTYCKY
B oOpalljeHHe HeKaueCTBEHHOro mMpoAykTa. JIrobas pyuyHas WIM MeXaHW3UPOBaHHAas Oreparys C
Mpe/IBapUTE/IbHO CTePUIM30BaHHBIM TIPOJYKTOM WK TEPBUYHLIMM YIAaKOBOUHBIMU MaTepuagaMH 0
WM BO BpeMs acernTHyeckKol COOPKM COTPOBOXK/IAeTCS PUCKOM BO3HUKHOBEHHWS KOHTaMHHALIUU, U
M03TOMY JI0/DKHA M0/IBepraTbCs TLIAaTeTbHOMY aHa/lri3y U KOHTPOJIIO.

6. AcenThyeckuidd TIpOIleCC B TPOM3BOACTBE JIeKApPCTBEHHBIX TipernapatoB TpebyeT o0co0oi
AaKKypaTHOCTHM ¥ OTBETCTBEHHOCTU. [Insi obecrieueHWs] CTEPWILHOCTH TOTOBOTO TIPOZIYKTa B
MIPOM3BO/ICTBE JOJDKHBI HCIOAb30BAThCS TPOLIe/lIe TpoLefypy KBalvW(UKaluM TeXHOJOrMuecKue
cucteMbl U 000pyZIOBaHMe, TIOMHOCTBIO JOKYMEHTHDOBAHHBIE U BaJIMJUPOBAaHHBIE TEXHOJIOTHUECKHE
MPOLIeCChl, COOTBETCTBYIOLIUM 00pa3oM TOATOTOB/IEHHBIH U KBaIU(PULIMPOBaHHBIN T1€pPCOHAJ,
KOHTpPO/IMpyeMasi OKpYysKarolljasi IpOM3BO/ICTBEHHas Cpejia.

7. B oTivuve OT MPOU3BOACTBA C (DMHHWIIHOW CTepUIM3aliuel, Tie UCIONb3YIHTCS MPOLeCChl C
TO/ITBEPK/I€HHON (P(PEKTUBHOCThIO YHHUUTOXKEHHUSI MUKPOOPTaHU3MOB, CTEPWIBHOCTh B aCEelTHUYeCKOM



riporiecce MOXKeT OBbITh oOecrieueHa 3a cueT cobOmoeHus TpeOOBaHUM K TIOMeIlleHUsIM, 000PY0BaHUIo,
KOMIIOHEHTaM W TIepPCOHa/y, CBSI3aHHBIX C aCeNTUYeCKUM TiporieccoM. [ist Toro 4tobbl COXpaHUThH
CTePWIbHOCTb B KOHTeliHepe U (W/IM) 3aKpbITOM CUCTEME B COOTBETCTBUM C aCeNTUYeCKUMU
TIPUHIUIIAMHY, C/IelyeT TakKKe YUWThIBAaTh JaHHble 00 HCXOAHOM OMOIOrMUecKOl 3arpsi3HEHHOCTH
rpoaykTa (6roHarpyske).

Il. OnpegeneHusn

8. [Ons ueneit Hactosilero PyKoBOACTBa MCHOJIb3YHOTCSl TIOHSITUSI WU OMNpeJesieHusi, KOTOpbie
03HAYaroT Crefyolee:

"acenTuueckast cOopka" (aseptic assembly) - TIpPOM3BOACTBO KOHEUHOTrO TIPOAYKTA IyTeM
coefiiHeHUs (TIPU TIOMOIIM BLICOKOTEMITEPAaTyPHON CBapKW WM WHBIX TPOLIECCOB) €ro OT/AeIbHbIX
CTepU/IbHBIX YacTell (HamprMep, KOHTelHep, JieKapCTBeHHbIN IIperapaT, YKYIOPOUHOe CpeJCTBO),
BBITTO/THSIEMOTO B aCENITUUECKUX YC/IOBUSX);

"acenitnyeckoe HarosnHeHue" (aseptic filling) - uvacTh acenrTuyeckoro mporecca, Mpyu KOTOPOM
CTepU/IbHBbIE KOHTeHHEePbI HAIOJTHSIOTCSI CTePU/IBHBIM MPOAYKTOM U YKYTIOPHUBAIOTCS;

"acerntiueckuil mpolecc” (aseptic processing) - TeXHOJOTMYECKWW TMPOLecc, MPOBOAUMbBIA B
acernTUYeCKWX YC/IOBUSX, B TOM YKC/Ie aceNTHYeCKOe HarojHeHWe TPOJyKTa B KOHTeliHephl B
KOHTPOJTUPYEMBIX YCJIOBHSIX OKPY>Karolljel TIPOU3BOICTBEHHOU Cpe/ibl, B KOTOPO# T0Ka3aTen Bo3/yXa,
WCTIOIb3yeMbIX MaTepHasioB, 000PyZOBaHHUS W TPeOOBaHWS K TE€PCOHANY PEeTryJIUPYIOTCS Tak, UTOOBI
3arpsi3HeHre MUKPOOpraHW3MaMu U a’p030JIbHBIMM YaCTHI[aMUd He BBLIXOAWIO 3a yCTaHOBJIEHHbIE
ripeJiesibl;

"6uonornueckuii nHauKarop" (biological indicator) - roToBbIM K TPUMeHEHUI0 UHOKY/TMPOBaHHBIM
MHKPOOpraHM3MaM{d HOCHUTelb B TIepBUUHOM  YIMakoBKe, o0b0ecreumBaloLUil  OIpeJe/ieHHY0
Pe3UCTEeHTHOCTH (YCTOMYMBOCTh) MUKPOOPTaHU3MOB K KOHKPETHOMY PeXXHMY CTepU/IN3aliiy;

"6uroHarpy3ka" (bioburden) - ypoBeHb ¥ BUJ MUKPOOPTaHU3MOB (HaripyuMep, HelpueMsieMble U/TH
JIOTyCTHMble MUKPOOPTaHM3Mbl), KOTOpble MOT'YT MPUCYTCTBOBaTh B UCXOZAHOM ChIpbe, UCXOZAHOM ChIpbe
JUIsl TIDOM3BO/ICTBA aKTUBHOW (papMalleBTUYECKOW CyOCTaHLIMH, TPOMEXYTOUHOW TMPOAYKLUA WU B
aKTUBHOM (apMalieBTHUUeCcKol cybcraHiuu. broHarpy3Ky He ciefyeT CUMTaTb KOHTaMUHALUel, ecii ee
YPOBHU He TIPeBbILIAIOT yCTAaHOB/IEHHble T[pefie/ibHble  3HAueHHsi WIM He  OOHapy’KeHbI
MHKDPOOPTaHU3MBbI, OTIpe/iesisieMble KaK HeJJoMyCTUMBIE;

"BMeriaTesibcTBO"  (intervention) - Jiro0asi  acenTHuUeckas MaHWIYJISALUS WA JeUCTBUe,
OCYLL[eCTBJ/IsieMble IePCOHA/IOM B KpUTHYECKOU MPOM3BOICTBEHHOW 30HE;

"meKOHTaMMHAIUs OT Ouosioruueckux 3arpsisHeHud” (bio-decontamination) - mporjecc yaaneHus
MHUKPOOHO/IOTMUYECKOT'0 3arpsi3HEHMsI C TIOBEPXHOCTEH UM €r0 CHI)KEHHS /10 IPUEMJIEMOT'0 YPOBHS;

"nenvporenu3anus” (depyrogenation) - mpoLiecc, UCIo/Ib3yeMbli [/ YHUUTOXXeHUST WK yaareHUs
MTUPOTeHOB (HarpuMep, SH/I0TOKCHHOB);

"kosoHreobpa3sytoirjas equnnia, (KOE)" - o6pa3oBaHue eIMHUYHOW MaKpOCKOITMUECKOW KOJIOHUH
ToC/ie BHECEHHsI OTHOTO WM 0ojilee MUKPOOPTaHM3MOB B MUKPOOHOIOTUYECKYIO MUTATE/ILHYIO Cpely.
OpHa KonoHreobpasytoiiiast equHUIa 0603HauaeTcs B Buje "1 KOE";



"KOppeKTHpyolllee BMellaTenbCTBO" (intervention corrective) - BMellaTe/lbCTBO, MPOBOJUMOE C
LleJIbF0 KODPEKTUPOBKM aCerTUYeCcKOro Mpolecca BO BpeMsi ero BBINOJHEHHs1 (HarmpyuMep, OUMCTKa
JIMVHAU OT 3aCTPSBLIMX KOMIIOHEHTOB, LIeHTPUPOBaHWE W/IW 3aMeHa WIJl HallOJIHeHUs, PeryJMpoBKa
JIaTUHKOB, 3aMeHa KOMITIOHEHTOB 000py/J0BaHMs);

"KpuTHueckasi oBepxHOCTh" (criticalsurfaces) - moBepXHOCTb B KPUTHUECKOW TIPOU3BO/ICTBEHHOM
30He, HaXOJSIasCs B HerocpeJCTBeHHOM OIM30CTH K acenTUYeCKHMM OrepaljysM U TpefCTaBlstoLiast
PUCK /11 KOHTaMUHALUY NIPOJyKTa;

"KpUTHUecKasi TMpPOU3BOJACTBeHHass 30HA" (criticalprocessingzone) - JioKanbHasi 30Ha B
acenTUYeCKOM TIIPOU3BOJCTBe, B KOTOPOW IPOAYKT U KpUTHMYeCKHe T1I0BePXHOCTU I10/IBEpraroTCs
BO3/IeMICTBUIO OKPY Kalolllel CpeJibl;

"miHus acenTuueckoro HarosiHeHUs ' (aseptic filling line) - TexHosnornueckoe obopyjoBaHre UK
yCTQHOBKA, WCIIOJb3yeMble Ji/I1 HallOJIHeHWsT KOHTeHMHepoB B  aceNTUYeCKUX YCIOBUSX W
pacrnosno)keHHble, KakK MpaBU/I0, TaKUM 00pa3oM, 4ToObl MPOLeCC HaroJHeHUs KOHTeHHepoB U (WIIN)
MeULMHCKUX W3/1e/THI ITPOXO/H/T B/I0JIb JIMHUHM YCTaHOBKH 000pY/10BaHMUS;

"miopunmsanusa” (lyophylization) - ¢usMko-xuMuUueckuit Tmpolecc, TpeAHa3HAUeHHbIA [Jis
ylalieHus1 paCTBOPUTEIel U3 BOJHBIX Y HEBOZHBIX CUCTEM MyTeM CyOmMMaliuu 1 ecopormy;

"MUKpodiopa OKpysKarolljelt cpefbl (M3078Thl)" - MHKDOOPTaHWM3MbI, OOHapy)KMBaembie B
TIPOU3BO/ICTBEHHOM OKpYKatolllel cpefie;

"MoOZileTMpOBaHMe acCerTUUecKoro rpoijecca”, "uUMUTalus Tporecca”, "meTton (acoBaHUs
nuTaTenbHOM cpepl” (asepticprocesssimulation, mediafills) - croco6 mogTBepXKAE€HUS TIPUTOJHOCTH
acenTUUeCKOTO Tipoliecca B TIPOU3BOJCTBE JIeKAPDCTBEHHBIX IIperiapaToB, TIPU KOTOPOM Ha
TPOM3BO/ICTBEHHON JIMHUY TPOBO/ISTCS TeXHOJOTHUeCKUe orepalju C KCIO0J/Ib30BaHUEeM MUTaTeTbHOM
Cpe[ibl Ajist pOCTa MUKPOOPraHW3MOB B3aMeH TIPOAYKTa, AJisl BBIMTyCKa KOTOPOTO MpeiHa3HaueHa JIMHUS;

"HeoThem/ieMOe BMelllaTe/ibcTBO"  (interventioninalienable) - BMmellaTe/nbCTBO, —SBJSOLIEECS
HeOThbeM/IEMOM YaCTbI0 aCeNTHYecKoro IMpoliecca B TPOM3BO/CTBE JIeKAPCTBEHHBIX IIperapaToB U
TpebyeMoe /711 PyTHHHOTO TIPOL[ecca WM HaCTPOWKH U (W) MOHUTOPHUHTA (HampuMep, acenTuyeckast
cbopka, norno/iHeHHe OyHKepa, 3aMeHa GUIbTPOB, 0TOOp Mpob);

"OKpy)Katolljasi TPOU3BO/ICTBeHHasi cpefa” (surrounding environment) - TIPOCTPAHCTBO U
3/7IeMeHTbl, SIBJISIOIIMECS] BHEIIHMMU 110 OTHOLIEeHWH) K TPOM3BO/ICTBEHHOMY TIpOliecCy, HO
OKasbIBalOLUe Ha HETO BIUSHUE;

"ourcTtka Ha MecTe" (clean inplace) - MeTos OYMCTKM BHYTPEHHHX IIOBEPXHOCTeN uacTeil
obopyJoBaHUS WM BCel TPOM3BO/ICTBEHHON CHCTeMbl Ha MeCTe WX pacroyiokeHus (cOopku) 6e3
HE0OXOIMMOCTH JleMOHTaka (pa300pKH) WM C MHUHUMAJIbHBIM JIeMOHTaXeM (pa300pKoi) uacTeid
o0opyJi0BaHUSI WM BCell MPOW3BOJCTBEHHOW CHCTEMbI, BK/IHOUYAOLUIMM B cebs yJaneHue OCTaTKOB
MOMOIL[UX CPeJCTB [0 [OIMyCTUMOrO YPOBHS, KOTOPBIM yCTaHaBIMBAeTCS MCXO/sl W3 CBOMCTB
BBIITYCKaeMoro MpoAyKTa U J0MyCTUMBIX NIpe/iesioB U3MeHeHHUs TPOX3B0/[CTBEHHOTO MPOLIecca;

"MOBEPXHOCTH, KOHTakKTHpymoliue c mnpoaykrom" (productcontactsurfaces) - TMOBEpXHOCTH,
KOTOpbIe BCTYTAIOT B KOHTAKT CO CTEPUILHBIM MPOYKTOM WK CUCTEMOM yrakoBKa (YKyTiopka)";



"crepunusanus’ (sterilization) - Ba/MAUPOBAaHHBIA TIPOIECC TTPOM3BO/ICTBA, 00eCITeUMBAFOIIHIMA
OTCYTCTBHE >KUBBIX MHUKDOOPTaHW3MOB B TIPOJyKTe WM B JPYrUx o0ObekTax (Ha Jpyrux oOBeKTax)
TPOM3BO/ICTBEHHOUW CHCTEMBI, JJi1 KOTOPOTO pe3y/bTaT BaJuAAliMd CTePUIM3al[ii BhIpaXkaeTcs B BUje
yKrc/ia MUKPOOPTaHM3MOB, BBDKMBIIMX C OTpeZie/IeHHOM CTereHbl0 BEePOSITHOCTH TI0Cjie Tipoliecca
CTepyunu3al[ii. BeposTHOCTb BBDKHMBAHUS MHUKDOOPTaHM3MOB /i1  BalMAWPOBAHHOIO TIpoliecca
TIPOM3BO/ICTBA MOXKET OBbITH CHI)KEHA /IO OUeHb Majioro 3HaueHusi, HO HUKOT/]a He MOyKeT ObITh /JoBe/ieHa
[10 HYJIsI;

"cTepun3aiius Ha Mecte" (sterilizationinplace) - MeTo/, cTepuiu3alum yacteid 060py10BaHUS WU
BCEl TIPOM3BO/JCTBEHHOW CHCTEMbI HAa MeCTe HMX pacrosiokeHus (cOopku) 0Oe3 HeOOXOJUMOCTH
JeMOHTaKa (pa300pKu) 000PYZ0BaHUs C IPUMEHEHUEM COOTBETCTBYIOIIMX CTEPUIU3YIOLIUX areHTOB.

lll. 3paHna n Nnpon3BoACTBEHHbIE YHACTKU

9. Cornacno IlpaBunam Hajjekaileld NPOU3BOJACTBEHHOU NPAaKTUKU MPOLIECCHl NPOW3BO/CTBA
CTepPWIbHBIX JIEKaPCTBEHHBIX CpEJACTB, B TOM UHC/Ie W acelTHUecKue TpOLecchl, HeobX0oAumMo
MIPOBO/IUTH B UMCTBIX 30HaX, TPeOOBaHMUsI K UMCTOTe BO3/yXa B KOTOPBIX 3aBUCST OT BU/Ia BBIMO/IHSEMBIX
orepaLuyi.

10. 3oHa acerTHUecKOro mpotiecca /I0JKHa Mpe/ICTaB/IsAThL CO00M KOHTPOJIUPYyeMOe TIPOCTPAHCTBO,
B KOTOPOM YPOBEeHb 3arpsi3HeHHsI MMKPOOpPraHM3MaMH U a3p030JIbHBIMM YaCTULIAMU HaXOAUTCS B
yCTaHOBJIeHHbIX Tipefienax. CrefiyeT TpeAyCcMOTPeTh HeoOXOAWMbBIA O/IHOHAIIPAB/IEHHBINM TIOTOK
BO3Zlyxa W (WIM) TIeperafi [aBjieHWs, uTOObl He [OMyCTUTh TIONAaZlaHUsl 3arps3HeHUd B 30HY
acerTUUeCKOro MPOM3BO/ICTBA U3 COCEJHUX 30H.

11. TIpou3BoguTento crefyeT yCTaHOBUTh U O(GOPMHUTH B IHCBMEHHOM BUjle TpeOOBaHHUS K
YPOBHIO JIOMYCTUMOIO COJepKaHusi MUKPOOPraHU3MOB M a3p030JIbHBIX YaCTHL] B MPOU3BO/CTBEHHBIX
30HaX acenTUUecKoro mpoiecca.

12. 30HBI acenTHYecKOro mpoliecca pasfie/isiloTCsl Ha KPUTHUeCKHe TMPOU3BO/CTBEHHbIE 30HBI U
BCIIOMOTraTe/IbHbIe POU3BO/|CTBEHHbBIE 30HBI.

Kpmmqecme npon3BoACTBEHHbIE 30HbI

13. K KpUTHYeCKUM NPOM3BO/ICTBEHHBIM 30HAM OTHOCSITCS IIPOM3BO/ICTBEHHbIE 30HBI, B KOTOPBIX
CTepPWIbHbIA MNPOAYKT, KOMIIOHEHTHI MMEePBUUHOM YIAaKOBKH (KOHTEMHEPbl U KOMITOHEHThI YKYIIOPKH)
TNIO/|BEPratoTCs BO3JeUCTBUIO OKPY Karolllel IIPOU3BOCTBEHHOU CpeJbl.

14. [nsi coxpaHeHWsi CTepUIbHOCTHA TIPOAYKTa Ba)KHO, YTOObI TapameTpbl OKpY’Karollein
TIPOM3BO/ICTBEHHOM CpeZibl, B KOTOPOM OCYIIeCTBJISIETCs aceNTUUecKuil mpotecc (Hampumep, cOopka U
HacTpoiika obopyoBaHusi, (hacoBaHue), KOHTPOJIUPOBAIUCH U TIOA1€P)KUBA/IMCh Ha COOTBETCTBYIOLIEM
ypoBHe uncToThl. Cofiep>kaHWe a’p030/bHBIX YaCTUI] pa3MepaMH, pPaBHBIMH WM  OOJBLIUMU
cooTBeTCTBeHHO 0,5 MKM U 5 MKM, B KDUTUUYECKOU MPOU3BO/ICTBEHHOU 30He /10/’KHO COOTBETCTBOBATh
knaccy A (B cootBerctBuUM C mnpuiaokeHrneM N 1 k [IpaBuiam Hajjexailed TPOU3BOACTBEHHOM
MPaKTHKK).

15. Bo3ayx i KPUTUUYECKHUX TIPOM3BOJCTBEHHBIX 30H JO/DKeH (HILTPOBAThHCS —depe3
BbiCOKO3(hdekTuBHbIe GuabTpel (HEPA dunbtpel v (unu) ULPA ¢uabTpbl) M TmojaBaThCsi CO
CKOPOCTBIO, JOCTaTOYHOM /ISl y/ia/eHrsl a3P0O30JIbHBIX YaCTHI] U3 TIPOU3BO/JCTBEHHOM 30HBI, B KOTOPOU



npoxoguT ¢acoBaHue (yKyropyBaHWe) BO BpeMsi Tpoljecca. [lapaMeTpbl CKOPOCTH MOJaud BO3[yXa,
yCTaQHOBJIEHHbIe [I/I1 Ka)K[JOW TIPOM3BO/ICTBEHHON JIMHUM, [O/DKHbI OBbITb OOOCHOBAaHHBIMH H
JIOCTaTOUHBIMU [IJI1 TIOJJe€P>KaHUsl OJHOHANpPaB/JIeHHOrO0 XapakTepa IMOTOKAa M KayecTBa BO3JyXa B
rpefiesiax KpUTUUeCKOUW TTPOU3BOACTBEHHOM 30HBI B 9KCILJTyaTUPyeMOM COCTOSTHMM. [171s1 30HbI Kjacca A
3HaueHWsi CKOPOCTU O/IHOHATIpaB/€HHOTO TI0TOKa BO3/yXa YCTaHOB/JeHbl TpwiokeHueM N 1 k
[TpaBuam Hajyiekallel TIpOU3BOCTBEHHOM NMPAKTUKU U HaxoAsTcs B quara3ode 0,36 - 0,54 m/c. Bonee
BBICOKME CKODOCTM TMOZaud BO3AyXa MOTYT TPUMEHSITbCSI BO BpeMs TPOLIeCCOB, TMPOTEKAILUX C
obpa3oBaHWeM OO/BIIOTO KOMWYECTBA a3pPO30JIbHBIX YaCTHIl. B 3aKpBITBIX HW30/STOpPAX C y3/aMu
"pyKaBa - repyaTKu'" [OMYyCKaeTCsl UCMO/b30BaTh OJHOHAIPAB/EHHBIM MOTOK BO3[yXa C MEHbLIUMU
CKOPOCTSIMH.

16. [na KpUTHYECKMX ITIPOM3BOJCTBEHHBIX 30H TpebOBaHUS K JOMyCTUMOMY 3arpsi3HeHHIO
a’p030/IbHBIMU  YaCTUL[AaMM M MUKPOOPraHM3MaM{ [JOJ/DKHBI OBITh orpezenieHbl U 0GhOpMIIeHBI
JIOKYMeHTasbHO.

17. [Ons TOATBEP)KAEHUs UWCTOThI BO3JyXa B KPUTHMUECKUX TIPOM3BO/[CTBEHHBIX 30HAaX
PEKOMEH/IyeTCsl TIPOBOJUTb W3MEPEHUs] B MeCTaX C HauOO/BbIIMM TOTEHI[UATbHBIM DUCKOM i He
YKYTIOPEHHOT' O (He repMeTHM30BaHHOI'0) CTEPUIBLHOIO MPOJYKTa U KOMIIOHEHTOB MEPBUUHON YNAKOBKHU.
[Tpobel BO3Ayxa HeobXoAWMO OTOMpPaTh B KPUTHUYECKMX TOUYKAaXx BO BpeMsl BBITIOJHEHUS
TEXHOJIOTUUeCKUX Orepalyii, OpUeHTUPYs YCTPOWCTBO Ajsi oTbopa mpobO B HarpaBjieHWH TOTOKa
BO3ayxa. [/1s1 KOHTPO/sSI coflep>KaHUsI B BO3JyXe a3pP030/bHbIX UaCTUL] PEKOMEH/yeTCsl MCI0/Ib30BaTh
JlaTUMKU C yJaJeHHOM CHUCTeMOW TojcueTa YaCTHI], a He TIepPeHOCHble CuUeTUMKM yactull. I[lpu
HEKOTOPBIX Orfeparysx MOKeT 00pa30BbIBAaThCS OOMbIIOe KOMWYEeCTBO YACTHL], BBIJE/NSIEMbIX W3
MpoAyKTa (Harpumep, MOPOLLIKA), KOTOPbIe, TI0 CBOel NPUpO/ie, He CO3/1al0T PUCK 3arpsisHeHus1. B Takux
c/lydasgx peKOMeHJyeTcs Orpe/ie/uTh (JOHOBBIM YPOBEHb 3arps3HEHUs] TOMeLeHUs (30Hbl) YacTULaMu
MPOAYKTa, TIPOBOAS 3aMepbl B Ppa3/IMUHBIX YC/IOBUSIX SKCIUTyaTHUPYeMOIO COCTOSIHUS YMCTOTO
roMertrieHust: ¢ (pacoBaHueM MpoyKTa u 6e3 Hero.

18. Kputuueckue Npor3BOZACTBEHHbIe 30HbI IOJJIeXaT TeKyllleMy KOHTPOJIF0O Ha Cojiep)KaHue
MUKPOOPIaHM3MOB U a3p030J/IbHbIX YaCTHL] B OKPY»Karollieil TPOM3BOICTBEHHOM cpejie.

BcnomoraresnibHble NPOM3BOACTBEHHbIE 30HbI (BHYTPU
acenTUyeckoro npouecca)

19. TIpou3BoACTBeHHblE 30HBI, B KOTODPBIX OCYILEeCTBJISIeTCS TIOATOTOBKA, BbI/l€P)KUBaHKE
(xpaHeHMe) WM Tiepefiadya HeCTepU/IbHBIX KOMIIOHEHTOB, TPUTOTOB/IEHHOTO Hepac$acoBaHHOTO
Npo/iyKTa, 00pabaThiBaeMbIX MaTepHasoB, 00OPY/IOBAHUS U YITAaKOBOUYHBIX MaTe€PUAiOB, MOTYT MMETh
pa3/IMyHbIM  KJacC UUCTOTHI B 3aBUCUMOCTM OT WX Ha3HaueHWsi. OTH 30HbI JIOJDKHBI ObITh
CTIPOEKTUPOBaHbl TaKUM 00pa3oM, YTOObI MUHUMH3UPOBATh YPOBEHb 3arpsi3HeHHsI B TOTOBOM MPOJYKTe
1 00ecreunTb KOHTPOJIb MUKPOOUOIOTHYEeCKON UHCTOThI (OMOHArpy3Ky) MaTepraaoB U KOMIIOHEHTOB,
KOTOpbIe 3aTeM Oy/yT MO/IBePraThCsl CTePUIA3ALINH.

20. Yucrota BO3AyXa B BCIOMOraTe/JbHOW TPOU3BOACTBEHHOM 30HE, HENOCpPeCTBEHHO
OKpY’Karolllel KpPUTHUYEeCKyl0 TPOM3BOACTBEHHYHO 30HY, [O/DKHA COOTBETCTBOBAaTb, KaK MHUHUMYM,
knaccy B (B skcrmyatupyeMoMm cocTossHWM). JlomycKaeTcsi COOTBETCTBHE —BCIIOMOraTebHOW
MPOM3BO/JCTBEHHOW 30HBI Kiaaccy C [ MeHee BaXKHbIX oOrepaluil (Hampumep, JJii OUMCTKH
obopyoBaHus).

21. Jo/oKHBI OBITH TIPeNPUHSATEI HeOOX0AWMBIE MEpBI 10 CBeJIeHHI0 K MUHIMYMY BO3MOXKHOCTH
3arpsi3HeHMs CTepWIM3yeMbIX IPeMeTOB, MaTeprasioB WX OKpY’Karolljel IPOU3BO/ICTBEHHOM CpeJbl.



22. BcriomoraresbHble NPOU3BOJCTBEHHbIe 30HbI BHYTPU 30HBI aCeNTHYeCKOr0 IPOM3BOJCTBA
NoJjjieXkaT TeKylleMy KOHTPOJIO Ha:

TIPUCYTCTBHE MUKPOOPTaHW3MOB B OKPY’Kalolllel IPOM3BO/[CTBEHHOM CpeJe;

cofiep)KaHre a’3p030/IbHBIX YaCTHII.
PaspeneHne YNCTbIX NPOU3BOACTBEHHbIX 30H

23. [lna nopjep)KaHus YMCTOTHI aCeNTUYECKOro Ipolecca ciefyeT MpeAyCMOTPeTh aZleKBaTHOe
pasfie/ieHue IPOM3BO/JCTBeHHbIX 30H. [loMelljeHuss C cambIM BBICOKMM KJ/IaCCOM YMUCTOTBHI BO3ZyXa
JIOJDKHBl MMeTb CYI[eCTBEHHBbIA TI0JIOJKUTE/bHBIM T[epernas, /[aB/eHUsl OTHOCUTENbHO CMEXXHBIX
romMerrieHrii 0Oosiee HU3KOTO Kjacca YHMCTOTbI. 3HaueHWsl Tieperiajila /laBleHUs YCTaHOBJIEHO
npunoxxenreM N 1 k IlpaBunam Hajeskanieil IpoM3BOJCTBEHHOM MPAaKTUKU M HaXOJUTCS B AMara3oHe
10 - 15 TTa (HOpMaTHBHOe 3HaueHHEe) MeX/y CMEXHBIMU TMOMEIIeHUsIMU Pa3/InyHOro Kjacca YUCTOThI
(TIpy 3aKpBITHIX BEPSX).

24. Eci Ha TNIpOU3BOJCTBEHHOM y4dacTKe MMEOTCS CMeXHble C IOMelljeHUeM acenTH4ecKoro
rporiecca HeKIacCU(UIIMPOBAaHHbIe TIO0 UYUCTOTe TIOMeLleHUs, AJis TMpeJoTBpalljeHUss KOHTaMUHAL[UU
cefyeT TIOCTOSIHHO TO/Jlep)KMBaTh Hajjlexxalljee 3HaueHre Tepernaja /jaB/leHus: MeXy MOMeLeHUsIMU
acerntuyeckoro rnpouecca. Eciv nepenag, faBieHus: OIyCKaeTCsl HU)Ke YCTaHOB/IEHHOIO MUHHMAJIbHOTO
3HaueHus, B&)KHO BOCCTAaHOBUThH Iepernajf [aB/eHUM U MOATBEepPAWUTh UMCTOTY BO3/yXa B IMOMeLeHUH
acenTUYeCKOro rporecca. TexHUYecKue xapakTepUCTUKM CUCTeMbl MOHWUTOPHMHIA Iepernazia JaB/eHus
JO/DKHBI  obecrieurBaTh ObICTpOe OOHapy)kKeHHe CHIDKeHUsl Tieperajia [JaBjieHust (O AOCTYDKEeHHS
ripe/iesioB, TpeOyIoLMX NpUHATHS Mep (YPOBHS 1efCTBUS)).

25. PekomeHayeTcs, UTOOBbI Tieperajbl [aBAeHUS MEXIy UHUCTBIMHA  TIOMEL[eHUSIMHU
KOHTPOJIMPOBA/IMCh U PETMCTPUPOBA/IMCH TOCTOSIHHO BO BpeMsl KaK/oW cMeHbl. Bce crrHasnel TpeBOru
ceflyeT perMCTpUpOBaTh, 8 OTK/IOHEHUSI OT YCTaHOBJ/IEHHBIX MPe/iesioB C/ieyeT PacC/ael0BaHbI.

26. Pacxozpl BO37yXa AJIST YMCTBIX 30H ACENTHYECKOrO TPOM3BOJCTBA /IO/DKHBI 00ecreurBaTh
HeoOXOJMMYI0 KpaTHOCTb Bo3zlyxooOMeHa. /[l BcriomorartenbHbIX 30H Kiacca C, Kak IIpaBUIIO,
TIpHUeMJIEMOM SIBJISIETCSI KPaTHOCTh BO31yxooOmeHa He meHee 20 oOwemoB/u. [Iyisi 30H Kjacca B, kak
npaBusIo, HeobXo/lMa KpaTHOCTh BO3lyxooOMeHa He MeHee 40 06beMOB/4.

OCOGEHHOCTU NPOEKTUPOBAHUA NMOMELLEHUIA

27. AcenTHYeCKWi TIpOLIeCC TIPOEKTHPYeTCs TakuM 00pa3oM, uToObI CBeCTH K MUHUMYMY
MOTeHLIMaIbHYI0 OMAacHOCTh BO3ZEMCTBUS 3arpsi3HEHUN Ha CTepWIbHble NpeJMeThl M MaTepuanbl Npy
BBITIOJTHEHUU NTPOU3BO/ICTBEHHBIX OIepaLivii.

28. MarepuanbHble TOTOKM W [BWKEHHWe IIepCOHaia cjefyeT ONTUMMU3UPOBaTb B LIEJsX
yCTpaHeHUs HEeHY)KHbIX Orepaljuii, yBeIUUMBAIOIIMX TMOTeHL[MalbHYyl0 BO3MOKHOCTb BHECEHHSsI
3arpsi3HeHUM B OTKPBITHIM TPOJYKT, MEePBUYHYIO YIAKOBKY WM OKDPY)KalOIIyI TPOW3BO/[CTBEHHYIO
CpeJly acenTH4ecKoro Iporecca.

29. KoHcTpykuusi o00pyZoBaHMs, MCIO/Mb3yeMOro B acenmTUUeckoM Tpoliecce, AO/KHA
CrocoOCTBOBaTh ~ OrPaHWUEHWIO0  KOMWYecTBAa W CJAOXKHOCTA — BMellaTelbCTB — [€pPCOHa/la B
TIPOU3BO/CTBEHHBIN TTPOLiecC.



30. Mexxly BXOJOM B 30HYy aCelTUYeCKOro TpoLecca 1 MpuierariiviMyu He KIacCUu(pULMpyeMbIMU
TIOMEIIIeHHSIMU CJIe[lyeT YCTaHOBWUTb BO3/YIIHBbIE IUTIO3bI C OJOKUPOBKOUW nBepeid. [TomerrieHust mjist
riepeofieBaHUs WM Tiepefiauyd MaTephasioB B TIPOM3BO/ICTBEHHBbIE 30HBI TakXkKe CreAyeT o00pyJoBaTh
BO3/IyLLIHBIMU IITF03aMHU.

31. Ilpy mpoeKTHMpOBaHWM MPOU3BOJACTBEHHBIX YYaCTKOB C 30HaMH AacelNTHYecKoro IpoLecca
ciefyeT NpelyCMOTPeTh C/e/lytolIue MJIaHUPOBOUHbIE U KOHCTPYKTUBHbBIE pPelleHusI:

TIOBEPXHOCTH CT€H, I10JIa ¥ MOTOJIKA JJO/DKHBI OBITh CITOCOOHBI BBIZIEP>KUBATh OUUCTKY 1 06paboTKy
Je3UHMUIMPYIOIIUMHU CPe/ICTBAMM;

TOBEePXHOCTHU U CTBIKH CTEH, I10JIa ¥ MOTOJIKA J0/DKHbI OBITh repMeTru3rnpOBaHbI;
B IIOMeEILIeHUAX C/ieyeT MUHUMU3HUPOBATh

YCTYTbl U PyTUe TOPHU30HTa/IbHbIE TIOBEPXHOCTH, Ha KOTOPLIX MOTYT CKallJIMBaThCsl a3P030/IbHbIe
YaCTULIbI U KOTOPbIe MOTYT HapyllaTh OTOKY BO3/YXa;

MOHT&X TPYOOIPOBOZIOB, BO34YXOBOJOB W MPOUMX KOMMYHMKAL[UM Cje/[yeT BBINOJHATh TakK,
yT00BI M30ekaTh 00pa30BaHMs TPYAHOJOCTYITHBIX MECT WX JPYTHX MTOBEPXHOCTEH, TPYAHOAOCTYITHBIX
J1s1 OUUCTKY;

A0CTAaTOUHBIE T/IOMaAn AJid Pa3MelleHns 30H repeoeBaHNusl, XpAdHEHUA YHCTOU U BBFPHBHEHHOﬁ
O4eXXbl U MBIThS DYK;

30Hbl IepeofieBaHMsl M IMOJrOTOBKM CrefyeT OTAeIUTb OT 30HbI acenTUYecKoro Iporiecca
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX IperapaToB BO3ZAYIIHBIMU LUIO3aMU /I NepCcoHana U BO3AYLIHBIMU
II7TF03aMU (TTepeAaTOYHbIMYA KaMepaMu) ZJisi KOMIIOHEHTOB, MaTepHasioB M 000py0BaHMS;

YUueCTb XapaKTep IIOTOKOB BO31yXd, KOTOpbI€ MOTYT IIOB/IMATH Ha IPOAYKT W KpPUTHUYECKHe
IMOBEPXHOCTH;

YCTaHaB/IMBATb OKHA U ApyTryUe CpeACcTBd Ha6J'IIO,£LEHI/I$I cileaqyeT TOJIBKO TaM, I'Zie 3TO H€06XOAI/IMO;

MO/ lep)KUBaTh yCTAHOBJIEHHBIN Tieperna/, AaB/ieHusl BO3[yXa MeXAy TOMeLeHUsIMU Pa3IUYHbIX
KJ/IaCCOB UMCTOTHI;

0bopy/10BaHMe BO3AYIIHBIX IIITF030B CUCTeMaMH OJIOKMPOBKH, MCK/TFOUAIOIIMMH OZHOBPEMeHHOe
HaxoyK/leHre 00erx ZiBepeil B OTKPbITOM COCTOSTHUY;

nogaep>KaHve TemMriepaTrypsl U, eC/iv HEO6XO,£[I/IMO, OTHOCHUTEILHOM BJIYKHOCTHU B YCTaHOBJ/IEHHBIX
rnpeaejiax v 1o BO3MO>XHOCTH, obecrieueHue ux HernpepbIBHOTI'O KOHTPOJIA;

TIpUMeHeHre HajieXXal[iM 00pa3oM CITPOeKTHUPOBaHHOTO 00opyzoBaHus (A obJierueHus
CTEPU/IU3AL[UM U aCeNTUUeCKOoN COOPKH);

pa3meliieHre 000py/JOBaHUSI B 30He aCeNTUUYeCKOTo Tpoiiecca TakuM 06pa3oM, uToObl 001erunuTh
JOCTYIl K HeMy oriepaTopa ¥ OOCTy>KHBAOILL[er0 TepCoHasa W CBeCTH K MHHHUMYMY BO3MOXKHOCTB
KOHTaKTa KOMITOHEHTOB ITePBUYHOM YTIaKOBKH U MPOAYKTA C OKPY>KaroIleil MPOM3BOACTBEHHOU CPeIoif;



pa3MellieHre  00opy/[0oBaHHUsl, TpeOyrOIero 4YacToro BMeIlaTelbCTBA  OIepaTtopa WU
00C/Ty>KHBaIOIIero epcoHarna, B yaJleH|uH OT KpUTUUeCKUX MPOU3BO/CTBEHHBIX 30H;

IpHY TIJIAaHKUPOBKe C/ieAyeT yueCTh II0TeHI[Ha/IbHbIe KCTOUYHUKH HEpE‘KpECTHOI‘/JI KOHTaMMWHaIl1H.

32. Ocoboe BHUMaHUe CJ/ieflyeT y/AenuTb BbIOOPY MecTa pacIiojioyKeHHsI 30Hbl acelnTH4yecKOro
rporiecca OTHOCUTE/bHO APYTuX 30H B MPOU3BO/CTBeHHOM 37aHuu. OBocHOBaHMe BbIOOpA 3TOr0 MecTa
cienyeT 0ohOPMUTL B TMCbMEHHOM BUJIE.

33. B 35aHMSIX MHOIOLIe/IeBOr0 Ha3HaueHus 30HYy acerThYecKoro Iporecca cjiefyeT pacrosararb
B/Ia/IA OT 30H C UHTEHCUBHBIMU ITOTOKaMH (MaTepuasioB, 000py/[0BaHHs U TTePCOHAsIA) WU OTAE/SATh ee
busnueckumu Oapnepamu. Eciv B 30He acerTHYeCKOro Mporiecca UCTOMb3YIOTCS CeHCUOMIU3UPYIOIIHe
BellleCTBa, LIUTOTOKCUUEeCKHe WM [pyrve OracHble MaTepuasbl, TO TPY NPOEKTHPOBAaHUM TOMeLleHUs
3TU 0COOEHHOCTH TIPOM3BO/ICTBA JIEKAPCTBEHHBIX MPerapaToB [O/KHBI ObITh YUTEHBI.

Cucrtembl Harpesa, BEHTUNALUUN U KOHOULUVNOHUPOBaHUA BO3ayxa

34. CucreMbl HarpeBa, BEHTWISILIUM W KOHAuWUMOHWpoBaHusi Bo3ayxa (HVAC) npu wux
MPOEKTUPOBAHMKM W B TIpoLjecce SKCIUlyaTalud C LeJbl0 KOHTPO/S BO3JyXa acernThYecKux
TPOM3BO/ICTBEHHBIX 30H, J0/DKHBI 00ecrieurBaTh He0OX0UMbIe IMapamMeTphbl BO3AYIITHON Cpeibl, B TOM
yuce:

OTHOCHUTE/IbHYIO BIaXKHOCTH;
TeMITepaTypy BO3ZyXa;

CKOPOCTb II0TOKA BO3/1yXa;

BbICOK03()(eKTHBHYIO (PUIbTPALIUIO BO3/YXa;

OpraHu3alvio0 OIHOHATIPaB/IeHHbBIX TTIOTOKOB BO3/YXa;

3a/laHHbIN Teperaj, JaB/ieHusl MeXX/ly COCeIHUMU TIOMeLeHUsIMU.

35. 3HaueHUs TemMIiepaTypbl U, TIPU HeOOXO[UMOCTH, OTHOCUTETbHOM B/Ia)KHOCTH BO3/lyXa C/IefyeT
oTIpe/ieNiATh, KOHTPOJIMPOBATh W PEry/IMpOBaTh TaKUM 00pa3oM, uTOOBI BBIMO/IHSIMCH TPeOOBaHUS K
COXpaHeHUI0 KauecTBa MPOM3BOJUMOTr0 TIPOIyKTa U obecrieueHrto KoMmdopTa nepcoHana. Iloagep)kaHue
rnapaMeTpoB MMUKDOK/JIMMAaTa OKa3blBaeT TpsIMOe B/MsSHME Ha acelThuYecKue TIpoLiecChl |
MOTeHI[Ma/IbHbIM YPOBeHb 3arpsi3HeHui. OnTUMaIbHBIMU /1JIs1 YCJIOBUM acenTUUeCcKOoro mpoliecca, eciu
He 000CHOBAaHO MHOE, CUMTAIOTCS C/IeYIOIIMe Arara3oHbl rokKa3aTesieii: Temmepatypa ot 19 °C mo 21
°C, OTHOCHUTe/IbHAs BAAKHOCTb Bo3ayxa oT 40% 1o 50%.

36. Bo Bce KpuTMYeCcKre TPOWU3BOACTBEHHbIE 30HbI JO/DKEH MOJaBaThbCs BO3AYX, MPOIIeALINN
¢unbTpauuio yepe3 BbiCOKO3(h¢dekTuBHble ¢GunbTpel (HEPA (ULPA) - ¢unbtpsl). B kputHueckux
TIPOM3BO/ICTBEHHBIX 30HAX, KaK TMPAaBU/IO, YCTAaHAB/IMBAIOTCS (PUILTPHI KnaccoB He Hibke H14 wim U15
MexrocypapctBeHHoro craHgapra ['OCT EN 1822-1. B u4MCTBIX IIOMeLeHUsIX acelTU4ecKoro
Trporiecca, HernoCpeACTBEHHO OKPY)KaroL[MX KPUTHYeCKHe IPOU3BO/CTBEHHbIE 30HbI, OKOHYaTe/bHas
¢bunbTpalus Bo3Ayxa [J0/KHA OCYILeCTBSIThCS uepe3 QUIbTPhI, He HibKe Kinacca H13.



Bo3gylHble (hunbTpbI

37. nsg obecrieueHus aceNTUUYeCKUX YCAOBUH  C/IeAyeT TIOJ/IeP>KUBaTh I1eJIOCTHOCTh
ycTaHoB/ieHHbIX — BbICOKO3GdekTuBHbIx HEPA (ULPA) dunbtpoB. [IpousBoauTento cienyeT
OpraHM30BaTh I[IpOBe/leHHe TIePBOHAYa/JbHOTO M TepuoJrUYeckoro KOHTpossi LenoctHoctd HEPA
(ULPA) ¢bunbTpoB COOTBETCTBYIOIIMM METO/IOM C HCIIO/Ib30BaHWEM a3p030J/IbHOM Harpy3Ku (Haripumep,
XUMHUYECKOT0 a3po30/is, apadhHOBOT0 Mac/ja).

38. McmbiTaHWe Ha 1€JIOCTHOCTh U Te€PMETUYHOCTh YCTaHOBKU (DM/IBTPOB CjieflyeT MPOBOJUTh
Cpa3y Tocjie YCTaHOBKM (WIBTPOB [jii OOHAPY)KeHUs yTeueK BOKDYT YIUVIOTHHUTE/ILHOW MPOKJIAIKH,
yepe3 paMy BeHTU/ISIUOHHOTO OKHA WK Yepe3 pa3/IMuHble MOBPeXXeHus Win JedeKThl PUIbTPYIOLero
MaTepuasa. ETUHUYHBIN pe3y/ibTaT yTeukd, SKBUBaieHTHBIN 0,01% u 6osiee 0T a3p030JIbHOM Harpy3KH,
CO3/IaHHOM 10 (GWIbTPa, CBUJETEILCTBYET O 3HAUMTETHLHOW yTeuke W TpeOyeT 3aMeHbl (WIbTPA WU
1pyu HeoOXOAMMOCTH €ro perapaliy Ha orpaHUuUeHHON Tuiomaau. [Tocse penapaiuu cielyeT MpoOBeCTH
MOATBEP>K/arolllee UCIbITaHue.

39. B panbHeiiiiem ucrbiTadnus Ha menoctHocTh HEPA (ULPA) ¢bunbTpoB ciiefiyeT MpPOBOJUTH
yepe3 YCTaHOBJIEHHbIe WHTEPBajbl BpeMeHU. PUIbTPBLI ClefyeT TPOBepsATh COIJIACHO MpoLeaype,
0(OpMJIEHHOM B TMCbMEHHOM BU/I€.

40. Tlocme BO3HUKHOBeHUs /HOO0OM CHUTyal[uM, KOTOpas MOJKET TIOBJ/IUSITh Ha I]eJIOCTHOCTh
(GbuUbTPOB, UK ec/id pe3y/bTaTbl KOHTPOJSI OKPY’Karolljell MPOU3BOACTBEHHON CpeJbl yKa3bIBalOT Ha
BO3MOXXHOCTb ~ HAapyllleHUsi  LeJIOCTHOCTH  (DUIbTPOB, C/ieyeT TIPOBeCTH  [JIOTIOJIHUTETbHbIe
(BHeI/1IaHOBBIE) UCIIBITAHUSI.

Bo3ayLWHbIV NOTOK B KPUTUYECKO acenTUYecKon 30He

41. Bo3/yLIHbIN MOTOK B KPUTHUECKOM acenTUUecKoW 30He JJo/KeH ObITb 0JJHOHAIIpaB/eHHbIM U
OJJHOPOJHBIM 110 ckopocTU. CriefjyeT yCTaHOBUTb U O(POPMUTH B IIMCbMEHHOM BH/le TlapamMeTphbl IOTOKOB
Bo3/yXa (CKOpPOCTb, OJHOPOJHOCTh U HarpaBjieHWe), 4YToObl TIOATBEPAWTH WX COOTBETCTBHUE
TexXHoJlIoruueckoMmy mpoteccy. CrefyeT TpOBeCTH HCC/Ief0BaHUS BAUSHUA TypOy/JIeHTHOCTU Ha
3 PeKTUBHOCTb OUMCTKU KPUTUUECKOW 30HBI TIOTOKOM BO3/yXa.

42. CKOpOoCTb M OJHOPOJHOCTb OJHOHANPAaB/JIEHHOI0 MOTOKA BO3JyXa C/ie[lyeT IPOBEPUTH MoCjie
yctaHoBKU 151 Kaxkaoro HEPA (ULPA) ¢unbTpa ¥ KOHTPOIMPOBaTh Uepe3 yCTaHOBIeHHbIe UHTepPBaJbl
BPEMEHU B COOTBETCTBUM C MPOrpPaMMOM MOHUTOPUHra. V3MepeHre CKOPOCTH BO3ZYLIHOTO MOTOKA M
orpefie/ieHe OJHOPOJHOCTU CKOPOCTH BBITIONHSIOT KaK I10 CEUeHHI0 KaKA0ro (QUIbTpa, Tak U MeXAy
PACIIO/IOKEHHBIMHM PSIJIOM OT/e/IbHBIMM (H/IbTpaMu. V30bITOUHAss BaprabebHOCTh CKOPOCTH MOJKET
MPUBECTU K BO3HUKHOBEHWIO TYpPOY/IEHTHOCTH U YBeJMUEHHUIO0 PUCKa KOHTAMUHALIMKA B KPUTHUECKOM
TIPOU3BO/ICTBEHHOH 30He.

43. CKOpOCTh TMOTOKa BO3JyXa CjleflyeT U3MepsiTh Ha paccTossHud 15 - 30 cM OT NOBepXHOCTH
GbuIbTpa, a Tak)Ke Ha YPOBHE BBIMO/IHEHUS pabourX orepariuii B KpUTUUYeCKOH TPOU3BO/ICTBEHHOM 30He,
eC/I 3TOMY He MeIllaeT YCTaHOBJeHHOe obopyzoBaHue. OTK/IOHEHUsI B CKOPOCTH TOTOKA BO3ZyXa OT
CpeJiHero 3HauyeHus He [OJDKHBI rpeBbiliaTh 20%. 3HauMTe/IbHOe CHU)KeHUe CKOPOCTH MOTOKa BO3JyXxa
MOJKeT TPUBECTH K YBEJIMUYEHWIO PUCKA 3arpsisHeHus. PUIbTPbl C TPEBbILIAIIIUMU JOMyCTUMBbIe
3HaueHUs1 OTKJIOHEHUSIMA CKOPOCTH MOTOKA BO3/yXa MO/Jiexar 3aMeHe.

44. MOHUTOPUHT CKOpDOCTA TIOTOKA BO3/yXa Uepe3 YCTaHOB/IEHHbIM WHTEpBal BpeMeHU
(HanpuMep, pa3 B HEZeJII0 WU Yallle) MOXKeT MCI0J/Ib30BaThCs [/ CBOEBPEMEHHOU OLIeHKU YXY/LLeHHUs



roKasaresieil OKpy»Karolieil Mpou3BOICTBEHHOU Cpe/ibl.

45. Tlocne mo6oro M3MeHeHUs], BIUSIOET0 Ha KOH(UTypalyio 1MOTOKa BO3/yXa, [JO/DKHA ObITh
TIpOBe/ieHa MpoBepKa MOTOKOB BO3/lyXa IyTeM MX BU3yalu3aliyy.

IV. NMNepcoHan
1. YnpaBsieHue nepcoHasiomMm

46. Cnenyet pa3paboTaTh, YTBEPAWTb U MPUMEHATh Ha MPAKTUKe O(hOpPMJ/IEHHBbIE B MUCbMEHHOM
BUJle TIpOLeAypbl, OTHOCSIMECS K IOATOTOBKE M KOHTPOJIIO TepCOHasa acenTH4ecKoro IMpoliecca.
CrnenyeT KOHTPOUPOBATh 3(h(PEKTUBHOCTb NPUMEHEeHHs JaHHbIX MPOLeAyp.

47. KnroueBo#l TepcoHa/ OTBeuaeT 3a COOTBETCTBHE TOJIOTOBKM IepCOHa/ia K BBIMOTHEHHUIO
TpebOBaHUM, HEOOXOJUMBIX /IS ZOTMyCKa TepcoHasa K paboTe B acenTHYeCKOM TPOW3BO/[CTBEHHOU
30He.

2. MeguyuHCKMe oCcMOTpbI

48. TlepcoHam, [JOMyCKaeMblii K paboTe B aceNTHUYecKOW IPOU3BO/ACTBEHHOM 30He, [JOJDKEH
MIPOXO/IUTh TIEPBUYHBIA U TIepHOJUUECKHe MeJUIIMHCKHAEe OCMOTpbI. [lepcoHan momkeH coobijaTh 00
WM3MEHEeHUsIX COCTOSIHHSI CBOEro 37I0POBbsI (BOCIMA/MTe/bHbIE TIPOLIECChI HAa KOXKHBIX ITOKPOBaxX M
CJIU3UCTBIX 000/I0UKaX, TTOBPEX/IEHHS KOXKH, TIPOCTY/IHbIE 3a00/1eBaHUsl, JUapes U Ap.), KOTOPbIe MOTYT
HeTaTUBHO TOBJIMSATH Ha aCeNTHUYeCKUil mpoiiecc.

49. Tlpyu u3MeHeHWM COCTOSIHHSI 37I0POBbsI, BAMSIOIIEM Ha paboTy B acenmTHUeCcKOM Ipoliecce,
TepcoHan He JIOMYyCKaeTCs B KPUTHUeCKHWe TIPOM3BO/ICTBEHHbIE 30HbI, HO MOXKeT paboTaTb B JPYTUX
MPOKM3BO/[CTBEHHBIX 30HAX.

3. MoaroToBKa NnepcoHana, paboTaloLero B 30Hax
acenTuyeckoro npouecca

50. Bech nepcoHa, UMeroLMi TepruoinYeCcKUid JOCTYII B 30HbI aCeNTUUECKOro NpoLecca, Jo/DKeH
MIPOWTH COOTBETCTBYIOIIYIO TIOJTOTOBKY M OBITH aTTecTOBaH K/IOueBbIM TrepcoHanoM. Cregayet
pa3paboTtaTb OTAenbHbIe OGOPMJIEHHBIE B TIMCBMEHHOM BH/E TIPOLeAypbl, PperJaMeHTHDYIOIre
JIeCTBUSI B 30HE aCeNTHYeCKOro IMpoLiecca, BK/IIOYAs TakKKe MepOTPHUSATUS 10 00eCreueHUI0 3allUThI
KauecTBa TMPOAYKTa B SKCTPEHHbIX C/y4yasX (HampyvMep, OTKa3 CUCTEMbl BeHTWIALMU U
KOH/IML[MOHUPOBaHUS BO3/yXa WM CUCTeMbl JHEPrOCHa0KeHUs1).

51. TloAroToBKy mepcoHasa IO Pa3/MYHbIM JUCLUIIMHAM U BBITIOJIHSIEMbIM paboTam ciiefyeT
MIPOBO/IUTh C Y4YeTOM TIPOU3BOJCTBEHHBIX 00S3aHHOCTEM, CrielMPUKN MPOU3BOAMMOrO TIPOAYKTa H
WH/IMBU/YalbHBIX 0COO€HHOCTel TiepCoHaria.

52. TIporpamMMa MMoATrOTOBKY IePCOHAA BK/IOYAeT B cebsi cie[ytolie OCHOBHBIE TEMBI:

TUrveHa rnepcoHara;

OCHOBBI MI/IKPO6I/IOJIOFI/II/I;

BO3HHMKHOBEHHE YyI'pO3bl OJIsd 0e3011acHOCTH MaryeHTa, co3,anaeM0171 BBIITYCKOM HECTepUJIBHOI'O



NleKapCTBEHHOT 0 MPO/IYKTa;
TIpaBU/Ia U TeXHUKA Tiepeo/ieBaHuUs;
TipaBW/ia MOBeJEeHUs] B YUCThIX MOMELLeHUSIX;
acerThyecKasi TeXHHKa.

53. B mporpamme MoAroTOBKM C/aeAyeT OTpa3wuTh TMOPSAOK (MOC/Ie[oBaTeIbHOCTb) MOTOTOBKU
repcoHasa ¥ KpUTepUH OLIeHKH COOTBETCTBUS MepCoHasia TpeboBaHUSIM MPOrpPaMMbl TIOATOTOBKHU.

54. BHOBB MOCTyTammyi Ha paboTy mepcoHas Tocje MOArOTOBKHU JI0JDKeH TPUHATh yuacTve He
MeHee YeM B O/IHOM YCITelTHOM UCIbITaHUU 110 MO/ZIeJTMPOBaHHUI0 acelTHYecKoro mpoijecca /10 Toro, Kak
oH OyeT monyieH K paboTe B KpUTHUECKOH ITPOU3BOJCTBEHHOM 30He.

55. Becb mepcoHa/s C YCTaHOBJIEHHOW TI€PUOJUYHOCTBIO [O/DKEH TPOXOJUTh TMOBTOPHYIO
MOATOTOBKY B COOTBETCTBUM C [IOKYMEHTa/JbHO O(OPM/IEHHBIMU TMpOLieAypaMy TI0 BbITIOIHSIEMBIM
JlaHHBIM NTepCOHaIOM (GYHKLUSIM.

56. Kakapiii orepaTop, KOTOpBIM HEMOCPeACTBEHHO YYacTByeT B Olepalysx acernThyecKoro
Haro/IHeHUs1 WM JPYTUX acenNTUUeCKuX Orepanusix B MPOM3BOJCTBE CTEPUIbHOTO TMPOJAYKTa B
KPUTHUYECKUX TPOM3BOJCTBEHHBIX 30HaX, INPUHHWMAeT ydyacTHe B MCIIBITAHUSAX [0 MOZEeIMPOBaHUI0
acernTUYeCcKOro mnpolecca B COOTBeTCTBUM C [IpaBuiaMu Hajyiekallel MpOu3BOJCTBEHHOM MPAaKTUKU He
MeHee 1 pasa B 12 mecsLeB.

57. KoHTposvpyoluii TepcoHan peryJysipHO OlleHHWBaeT COOTBETCTBUE [JeWCTBUM KaXKoro
orieparopa ohopM/IeHHBIM B TIMCbBMEHHOM BH/Ie TIPOIie/lypaM BO BpeMs BBITIOJTHEHUsI Orepaliiii B 30He
acenTUUeCKOTro mpoljecca.

58. CrieiyeT BeCTH 3anmcy O POXOXKIEHWH [IepCOHA/IOM MTOATOTOBKU U aTTeCTalyu.

59. OcHOBHbIe TIPUHLIMITBI TIOJTOTOBKM TE€PCOHAsA, BBIMOJHEHHS UM acCelTUYecKOW TeXHUKU U
aTTecTalliy TepcoHasa, paboTarollero B yC/AOBUSIX acCeNTHYeCKOTo Tpolecca, Takke MPUMEHUMbI K
TepCcoHasny, BBIMOMHSIOMIEMY OTOOp TpoO B acenTHUeCKHWX YCJIOBUSX W MHUKPOOHOIOTMUYecKue
UCTIbITaHUsE B jabopaTopud. [IpOW3BOJCTBEHHBbIE TIPOLIECCHI W CHUCTEMbI He MOTYT CUMUTaThCS
BOCTIPOM3BOAUMBIMU U HAaXOJUTHCSI B KOHTPOJUPYEMOM COCTOSIHUU, €CJ/IU I0CTOBEPHOCTh Pe3y/bTaToB,
TOJTyUeHHBIX B J1aO0OpaTOpPHH, He MO/TBEP>K/eHa Baualier.

4. AcenTuyeckass TeXHUKa

60. [IpaBuia moBefeHHsl TlepCOHA/Na U MeTO/Ibl, HallpaB/ieHHble Ha MOJJep>KaHHue acenTUUecKrux
yCJIOBUM, BK/TFOUAIOT B Ce0sl B TOM UKCJIe, CJIEAYIOIIE MephI:

BCe MaHUMYJISILWUA CO CTePU/IbHBIMU MaTepuaiaMy MPOBOASTCS TOJILKO C MOMOLIbI0 CTePUIbHBIX
WHCTPYMeHTOB. B mepepniBax Mex/y NMpUMeHeHHWeM CTepU/IbHble MHCTPYMEHThl XPaHSITCS B YCJIOBUSIX
YHCTOTHI, COOTBETCTBYIOIIMX KiacCcy A (Hampumep, B CTepW/IM30BaHHbIX KOHTeliHepax). Bo Bpemsi
TEXHOJIOTUUeCKOro TIpoliecca WHCTPYMEHTBI TI0 Mepe HeoOXOJUMOCTH CJiefiyeT 3amMeHsATb. [locse
TepBOHAUYA/ILHOTO TIepPeo/ieBaHusl, CjeflyeT DPery/sipHO [e3WHGUIMPOBaTh WM, eCu HeoOXOoauMo,
OOHOBJISITH CTepU/IbHBIE TepuaTKu (ITyTeM HaJieBaHWs HOBOW Tapbl CTEPWIbHBIX TEPUATOK, TMOBEpX
TIOBPEXX/IEHHON (KOHTaMUHUPOBAHHOM)), UTOObI CBECTM K MUHMMYMY PHCK 3arpsi3HeHus. IlepcoHan



JMOOBIMM  UYacTIMU CBOEH ofeXAbl W/IW IlepUaTKaMHW He€ [JOJ/DKEH HallpAMYH0 KOHTAKTUPOBATHL CO
CTepW/IbHBIM TIDOAYKTOM W TII€pBUYHBIMU YIIdKOBOUYHBIMU MdATE€pHA/IdaMU WM KPHUTHUYECKHUMU
MMOBEPXHOCTAMMU;

BCe Tepe/BIKeHHsI B acelTHUeCcKOW TPOM3BO/ICTBEHHON 30He TepCcoHaly CjieflyeT COBepIlaTh
Me/IJIeHHO U OCMOTPUTE/bHO. BLICTphIe BMKEeHHsI MOTYT CO3/laBaTh HerpueMjieMyto /st obecrieueHUs
acernTUYeCKUX YCIOBUM TypOy/eHTHOCTb BO3/lyXa B KDUTHUECKOU MPOU3BO/CTBEHHOW 30He U HapyIlaTh
OJIHOHArpaB/eHHbI TIOTOK BO3[yXa, MpPeJCTaB/ss TeM CaMbIM peasbHYyI YIrpo3y acernTuyecKoMy
rpoLeccy B KPUTHYECKOW MPOM3BOACTBEHHOMN 30He. [IpUHIUM Me/ieHHBIX, OCTOPOXXHbBIX ABM>KEHUMN
JIO/DKeH COOJTI0AaThCSI BO BCEM YUCTOM ITOMELIeHUH;

rnepcoHany caeayetr nepXartbCd B CTOPOHE OT OJHOHAIIPpAB/JIE€HHOI'0 BO3AYIIHOI'O I10TOKA.
HaIJYU_IEHI/Ie OOHOHAITPpAaB/IEHHOCTH TIOTOKa BO3[yXad B KpHTHHECKOﬁ HpOH3BOACTBeHHOﬁ 30He MOXXeT
MNMpeacCTaB/IATE OITaCHOCTD OJIA obecreueHus CTE€PU/IbHOCTHU IIPOAYKTd,

BCe HeoOXO/MMble BMeIlaTe/IbCTBa C/IeAyeT BBINOJHATh TaKMM 00pa3oM, UTOObI He CTaBUTh TIO[
yrpo3y obecrieueHre CTepUIbHOCTH TIPOAYKTA. [Ipy BBIMOTHEHUY MaHUIYJISILIAN TIepCOHATy He C/IefyeT
HaxOJUTbCS HaJ MPOAYKTOM (B NPOM3BOACTBEHHBIX 30HAaX C BepPTUKAaJbHBIM OJIHOHAIpaB/eHHbIM
MOTOKOM  Bo3Ayxa). OmnepaTopel [JO/DKHBI — BO3JEpP)KMUBATbCA OT  PasrOBOPOB, Haxo4siCb B
HerocpeJiCTBeHHOW OM30CTU K KPUTHYECKOW TPOU3BO/ICTBEHHOUM 30He. [lepcoHas, BBITIOMHSIOLUIMA
acenTUUYecKye orepalyyd, B TeueHHWe CMeHbl He [JO/DKEH 3aMeHSITbCSl MepPCOHAIOM, BbITIOJHSIOLUM
Jipyrve (yHKUWW BHYTPY 30HbI aCENITUUECKOT0 MPOLIecca;

csiefyeT o0ecreunTh HaJyIeXallydii KOHTPOJb Tporjecca IepeoeBaHus repcoHana. IlepcoHan,
BXOJALIMM B 30HY acelTUYeCKOro NpOoLecca, JOJDKEH HOCHUTh OfeXAy W3 CHelMa/bHbIX TKaHed C
MHUHHUMaJTbHBIM BbIJIe/IEHEeM a3pO030/IbHBIX YacTHL] M 00paboTaHHYI0 TakMM 00pa3oM, uTOObI Ha HeW
OTCYTCTBOBa/IM MMKpPOOpraHusmbl. [l0 Hauaja M BO BpeMsl acelTHYeCKOro Ipolecca ornepaTop He
JIOJDKeH BBIMIOJIHATh HUKAKUX [IeMCTBUM, NPUBOJAALIMX K HeOOOCHOBAaHHOMY PpHCKY 3arpsi3HeHUs
TeXHOJIOTUUeCKoW  ofexabl. CrefyeT  KCIO/Mb30BaTb  MOKPBIBAIOLIYD  KOXKY M BOJIOCHI
NIPOCTEPUIM30BaHHYIO Of|eXKy, OT KOTOPOU He OTZeJISIOTCS a3p030/ibHble YaCTULIbI M BOJIOKHA TKaHHU.
Onst 3amuThl r71a3 U OpoBell CTepW/IbHBIE TIACTMAcCOBbIE OUKMA HA/leBalOT, KakK IPaBWJIO, TIOBEPX
KamroroHa. CriefiyeT TIATe/IbHO CeJUTh 3a TeM, 4ToObl B 00/1aCTH JIOABDKEK, 3arsICTHA WM IIeu Y
repcoHasa He ObUIO OTKPBITBHIX YUaCTKOB KOXW. [Iisi CBe/leHUs K MUHUMYMY BePOSITHOCTHU TIOSIB/IEHUS
He3aKpbIThIX YYaCTKOB KOKM W/ HeIJIOTHOIO IpU/eraHusi OZie)KAbl MpHU [BWKEHWH IepcoHasa IpU
BBITIOJTHEHUM UM HEKOTOPBIX Ofepaluil caefyeT HCIOIb30BaTb HapyKaBHUKH, BBICOKWE Oaxusbl U
[IBOMHBIE TIepUYaTKH.

5. Mopsaaok nepeogeBaHus NepcoHana

61. Cnenyer pa3paboTaTh M JOKyMeHTalbHO OGOPMUTH TIOPSIOK IepeofieBaHUsI IMepCOoHaa,
obecrieunBamOIUii MUHUMH3AL[UI0 PUCKAa BHECEHUS! 3arps3HeHUs B 30HY aCeNTHUeCcKOro Mpoliecca.
[TepcoHan Jo/mKeH ObITh TIOATOTOB/IEH B COOTBETCTBUM C YCTaHOBJIEHHBIM TIOPSIZIKOM TIepeo/ieBaHusI.

62. OddeKTUBHOCT, TIOATOTOBKMA  T€pPCOHana  CjaefyeT TMOATBEPAUTb C  TIOMOIIbIO
MHUKPOOHMOIOTMUECKUX MCITLITAHUH P00, 0TOOPaHHBIX C OJIEXK/bI U TIEPUATOK IOC/Ie TOT0, KaK TepCOHa
BBLITIOJTHUT TIPOLIeAYPY TiepeofieBaHUsl. Pe3y/bTaThl TIPOBEPKHM YMEHUsI Tepeo/ieBaThCsl JAOBOASTCSA /0
CBe/leHUs1 TiepcoHana. [lepcoHasny, 3aHATOMY BO BCIIOMOTaTe/IbHBIX 30HaX BHE 30HBI aCeNTHUeCKOro
TIpoIiecca, 3arpelaeTcsi JOCTYI B 30HY acenTHUYeCcKOro Tporjecca 6e3 COOTBETCTBYIOIIEH MO[TOTOBKU U
repeo/ieBaHusl.



63. TlepcoHasn mO/KeH OZieTh CTieliUabHYI0 0JeXKy (TIepBOro repeosieBaHus), BK/ItoUasi 00yBb, /10
TOT0, KaK OH BOI/IeT B 30HY TepeoieBaHUsi, IPUMbBIKAOIIYI0 K 30He acelTUUecKoro npoiiecca.

64. Bo BCcriomorare/ibHbIX TIPOU3BOACTBEHHBIX 30HaX ePCOHaJI JOJ/DKeH HOCUTh OJeXy, KoTopas
COOTBETCTBYeT TpeOOBaHUSIM UHCTOTHI, YCTAHOBIEHHBIM [IJIs1 TUX 30H.

65. Tlopsimok KOHTpOJii TOro, UTO TIepCOHa/ He HapyllaeT TioKa3aTeJd OKpyKatollei
MPOM3BO/ICTBEHHOW Cpe/ibl B 30He acelTUUecKOoro Ipolecca, CaeAyeT ornpefensiTb 0(OpMIeHHbIMU B
MMCbMEHHOM BU/ie TIPOLie/lypaMHu.

66. Cregyer cucTeMaTUueCcKu IIPOBepsATb Hajjexallee IpuieraHue K KO)Ke U 1[eJIOCTHOCTb
1epyaToK U OZeXX/bl B IIPoLiecce UX HOLLIEeHUs I1epCOHA/IOM.

6. MMKpPOGUOTOrMYecKUin MOHUTOPUHT NepcoHana

67. ITepcoHar, TIO/[TOTOB/IEHHBIM 1 aTTeCTOBAHHBIN [7IsT pabOThI B 30HE aceNTUUYECKOro Ipoljecca,
MIPOXO/IUT MUKPOOMOIOTUYECKU KOHTPOJIb 110 COOTBETCTBYIOIEH MporpaMMe MHUKPOOHOJIOTHUECKOT0
MOHWUTOPHWHTa, KOTOpasi BK/IOUYaeT B cebs orOop mpob ¢ ofexasl U mepuatok. OT6op mpob c
MOBEPXHOCTU TepYaToK U C JPYTHMX Y4YaCTKOB OZEX/bI BBIMOJHSIETCSA [JJ/Is1 KaKJOro orepaTopa Cpasy
T10C/Ie BBITIO/THEHUSI UM KPUTHUYECKUX TeXHOJOTHUYeCKUX OrepaLvil [/isl KaXKJou Mpou3BeieHHOW Cepuu
npozaykTa. [lpakTuka Je3uH(peKIMU MepuaToK HerocpeACcTBeHHO repes oTbopoM mpob HempuemsieMa,
MOCKOMBKY 3TO MOJKeT MPensaTCTBOBaTh POCTY MHKDPOOPraHM3MOB, IPUCYTCTBOBABILIMX BO BpeMsi
acernTUYeCKUX MaHUMYJISILIAHN, U He TT03BOJISIeT CBOEBPEMEHHO X 0OHAPYKUTb.

68. Pe3ysibTaThl aHa/mM3a 0TOOPAHHBIX MPOO C/ielyeT MCII0/Ib30BaTh [JIsl BhISBIEHUs TeHJeHIUN B
M3MeHeHWH YPOBHS MUKPOOHOW KOHTaMHHAI[UKM U OLIeHKHM HeoOXOAWMOCTU TIOBTOPHOM TOJTOTOBKH
repcoHaria.

69. CobsitofieHre TIpaBU/T aCeNTUKU sIBJIsSieTCS 00si3aTeIbHbIM [I7Isi acenThueckoro mporecca. [1pu
oOHapy>keHMM Yy orepaTtopoB (MepcoHasia, YyuyacCTBYIOIEr0 B TEXHOJIOTUYECKUX  OTepariysix)
TIPEBLIIIEHUS] YCTAHOB/IEHHBIX YPOBHEM 3arpsi3HeHUsI WU TIPOSIBJIeHHs] HeOIarorpusTHOW TeH/IeHI[UH
3arpsi3HeHUsi B KpaTyallide CPOKW TIPOBOAUTCS pacciefloBaHWe M TPUHUMAKOTCS CAeAYHOLIye
KOPPEeKTHPYIOIIe 1elCTBUS:

yBeIMueHHe YaCcToThl 0TOOpa 1poo;

ycueHue HabMOieHUsT U KOHTPOJIS;

TIpOBepKa MpaBU/IbHOCTU NepeoieBaHusi lepCcoHasa;

TIpOBe/ieHNe MOBTOPHOM MOATOTOBKU MepCoHarna;

repeaTTecTalys repCoHasla,

OTCTpaHeHWe paboTHWKa (B HEKOTOPBIX C/Ayyasx) OT ydaCTHs B acCelTHYeCKOM IIpoljecce U
TIepeBOJ, €r0 Ha J[PYrol YYacToK.

V. Mpoueaypa KBanndukauum nomeLLeHunii, o6opyaoBaHus
U BCrnomoraTte/ibHbIX CUCTEM



70. B coorBerctBumM c [lpaBunamu Hajjexxalleld TPOU3BOACTBEHHOM MNPAKTUKUA TOMeLeHus,
obopyJoBaHHe U BCIIOMOTaTe/bHbIE CHCTEMbI, TpeJHa3HAueHHbIe I BBITIOJTHEHUS KPUTHUECKUX
TIPOM3BO/[CTBEHHBIX OTePaLUii, JO/DKHbI IIPOUTHU TIPOLieAyPY KBai(UKALIMKU B YCTaHOB/IEHHOM TIOpsIJKe.
[Mporjeaypa KBanudHUKALMK SBISETCS HEOOXOAUMBIM Tpe/iBapUTENbHBIM  yC/IOBUEM  BaWal[uu
MPOM3BO/ICTBEHHBIX TMpolieccoB. [locnenyrommii MOHUTODUHT TPOW3BOJACTBEHHBIX IIPOLIECCOB U
OKpy>Katollleld MPOM3BOZACTBEHHOM Cpe/ibl JO/DKeH TOJTBep)KJaTh COXpaHeHWe KBalu(UIMPOBAaHHOTO
COCTOSIHUSI TIOMeIlleHUI, 000pPY/J0BaHUSI M CUCTEM BO BpeMsl UX KCILTyaTallyu.

71. B cooTBeTcTBUM C MpUHATBIM B IIpaBunax Hazjiexaleil TNPOU3BOACTBEHHOM TPaKTUKU
MOAX0/I0OM, TIpolleAiypa KBa/MduKalu B ¢dapMalleBTUUeCKOM TIPOU3BO/ICTBE pa3fenseTcss Ha
c/eflyrolye CTajuu:

kBasiukanuys rpoekta (DQ);
kBanmudukaius MmoHTaxka (IQ);
kBanvukauuys GyHkuronupoBanus (OQ);
kBanvukaius skcrtyarauu (PQ).

72. Tlpyu BBITIOJIHEHWM TIPOIieyphbl KBaIM(PUKALUK C/ieflyeT pa3paboTaTh MMOAPOOHbIE T/IaHBI
(mpoTokosbl) KBaMU(UKAILMM U COCTAaBUTb MTOTOBble OTUYeTbl MO KBa/u(UKauuu. [ UKUCThIX
MOMeLLeHUI TOATBepP)KAeHWe COOTBETCTBUSI MPOEKTHOMY KJAaCcCy YKMCTOTHI SIB/SIETCS TOJBKO UacCTbiO
paboT 110 Tporiefype KBauhUKaI[|H.

73. TexHomornueckoe o0opyJoBaHMe (CMeCHUTeNH, CTepUIN3aTOpPhl, MOEUHble MallVHBbI,
YCTaHOBKM (U/IbTPALM, MAIIWHBI aCeNTUUYeCKOro po3/MBa W Apyroe (acoBouHoe 00OpyzOBaHUe,
o0opy/Jj0BaHue TI0 YKYTIOpKe U repMeTHU3allii, yCTaHOBKU JIMOQUIBHON CYLIKU U T.I1.) JO/DKHBI TIPOUTH
KBa/IM(UKALUIO HA COOTBETCTBHE CBOEMY Ha3HAaUeHMUIO.

74. TloBepxHocTH 00OpyAOBaHUS, KOHTAKTUPYIOIIMe C TPOAYKTOM, JO/DKHBI  OBITH
CcTepyunu30BaHbl. [Iporjecchl CcTepunu3aluM, TpUMeHsieMble /i TTOBEPXHOCTel BbIllIeyKa3aHHOTO
00opy/i0BaHus, JOHKHBI OBITH BaMAWPOBAHBI.

75. CucreMbl TIOATOTOBKM U pacmlpefie/ieHusi TIPOU3BOACTBEHHBIX Cpefl, UCMO/Ib3yeMbIX B
TeXHOJIOTUUeCKOM TIpoLiecce, TaKMX KaK BOJA OUMILeHHasl, BOJA [/ UHBEKLUW, CKaTbld BO3AYX /s
(hapMmarieBTUUECKUX 1iefiei (1 Apyrye ras3bl), YACTHIN Map, a Takke cucTeMbl 0UuCTKH Ha MecTe (CIP) u
cucTeMbl cTepuu3aluy Ha Mecte (SIP) 10/DKHBI PONTH TTOTHYO0 KBaTU(PUKALIUIO J71s1 TIOATBEPIK/IeHHs
MPUTO/IHOCTHU K MpeJiHa3HAUeHHOMY MCI0/Ib30BaHUIO.

76. CnenyeT pa3paboTaTb MHCTPYKLMH, OTIMCHIBAIOIIME BCe BH/bI paboT, BHITIOTHSIEMbIE B paMKax
npoLe/lypbl KBaJU(pUKaLUH.

VI. OuucTtka n aesnHdrekyns 30HbI acenTUYecKoro npouecca

77. TlpuMeHsieMble B aCeNTHUECKOM TIpoliecce Ae3UH(ULIMPYIOIIe CPeCTBa JO/DKHBI 00/1a/1aTh
OakTepuLIUAHBIM, (QYHTHUIMIHBIM W BUPY/ULIUAHBIM JeMCTBUEM B OTHOIIEHWM MHUKPOOPTaHWU3MOB U
BUpPYCOB. BemjecTBa, obmazgaroiiue ToJbKO OAaKTEpPUOCTaTUUECKUM JIeHCTBHEM (3ajep>KUBaroIiye poCT
OakTepuii), /ISl 3TUX Lie/iell HeTIPUTO/IHbI.



78. B acenThueckoMm mpoliecce cjieyeT UCMOIb30BaTh TOJBKO MPOTECTUPOBAHHbIE U TIPOLIe/IINe
BaJTM/IALIMIO MOIOIIME U Jie3uHULMPYIOL1e Cpe/iCTBa.

79. Ilpu TIpUTOTOB/IEHWM, XPAaHEHWM W WCIIO/Ib30BAHMM pPabounX pacTBOPOB [Jii MOWKU U
Je3uH@peKM HeobX0AUMO Cre/joBaTh MHCTPYKLMSIM M3TOTOBUTE/S [e3MHPULIMPYIOLUIMX W MOMOIIUX
cpeAcTB. B acenTuueckol 30He TNPUMEHSIIOTCSI TOJIBKO CTepu/IbHble pabourie pacTBOPbI MOIOIIUX U
Je3uHGULMPYIOLIMX CcpeAcTB. EMKOCTH, B KOTOPBIX XpaHATCS [Ae3UH(QULIMPYIOIIMe Cpe/CTBa Mepep
TIOBTOPHBIM HCTIOIb30BaHUEM, C/IeAyeT TIaTe/TlbHO OUUCTUTh U, eC/TM Heo0X0IUMO, CTePH/IN30BaTh.

80. EMKoCTH fij151 1e3MHGUIMPYIONUX ¥ MOIOIIUX CPE/ICTB U Ipyroe 000pyZoBaHUe /il OUUCTKU
30H aCelTUYecKoro rnpolecca MapKUPYOTCS U UCIIO/IB3YIOTCS TO/IBKO B 3THUX 30HaX.

81. OdopmieHHbIe B MMCbMEHHOM BHjIe TIPOIEAYPhI 10 OUMCTKE U Ae3UH(EKIUN J0/DKHBI OBITh
CoCTaBJieHbl TIOAPOOHO 1 BK/IHOUATh B CeOst:

TIOPSIIOK MPUTOTORJIEHHST PAO0UHX paCTBOPOB /Ie3MH(PUIIMPYIOIINX W MOIOIIUX CPE/ICTB;
Croco6 nMpuMeHeHUs [1e3UHGULUPYIOIINX U MOIOIIUX CPe/CTB;

BpeMs SKCTIO3ULIUH [1e3UHOUIMPYIOLIUX U MOIOIIUX CPe/CTB;

TIOPSI/IOK OUMCTKHU TI0C/Ie e3uH(eKu (ec/i HeoOX0AUMO);

TpebOBaHUS K XPAHEHUIO /1e3UHGUIUPYIOIIUX U MOIOIIUX CPE/ICTB;

rpa@uK OuuMcCTKU (Je3uH(eKLMU) 30H acerTUYecKoro Ipoliecca TNMPOU3BO/CTBA JieKapCTBEHHBIX
ripernaparTos;

MephI T10 3all[UTe TiepCoHaa u Jp.

82. Cneayer BeCTM M COXpaHATb 3alyCH O BBINOJHEHUHM OUMCTKM M Je3uH(eKLUH 30H
acernTU4eCcKoro rnporecca.

83. [Jns npenoTBpallieHys TOSIB/I€HMsI yCTOMUMBBIX IITAMMOB MUKPOOPIaHU3MOB B OKpY’Karolein
MPOKM3BO/ICTBEHHOW Cpejie 30HbI aCeNTUYEeCKOro rnpotiecca caefyeT NpeAyCcMOTpeTh MOPSZ0K CMeHbI UIH
poTaLyy Ae3nH(ULMPYIOIUX CPeJCTB.

84. Eciu KOHTpOJ/Ib OKpY’Karolllell TMPOU3BOJCTBEHHOW Cpe/ibl yKasblBaeT Ha Hajauuvde B Hel
CrIopoo0pa3yIoMx MHUKDPOOPTaHW3MOB, TIJIECHEBBIX W (WIM) [JPYTUX BUZOB TpUOOB, MOXeT
1oTpebOBaTLCSI IPUMEHEHHe CITOPOLUHBIX Je3UH(UIIMPYIOIIUX CPE/ICTB.

85. B TeueHMe Bcero nepuo/ia UCIoJib30BaHUs Ae3UH(DULIMPYIOIIe Cpe/iCTBa [JO/DKHBI COXPAHSTh
MUKPOOULIMHYIO aKTUBHOCTh 110 OTHOLIIEHHIO K 00bIYHOM MUKpOdiope U ObITh 3¢)(heKTHBHBIMU TIPOTUB
criopoobpasyromyx MHUKpoopraHusMoB. CpoK TOJHOCTH TIPUTOTOBJIEHHBIX pabOuyMx pacTBOPOB
Je3UH(ULIMPYIOLIUX CPe/ICTB MO/JIEXUT BalUaLIu.

86. OddekTUBHOCTE U TMEpUOJWYHOCTb TPOBEJEHUS OYUCTKA U Jle3UH(eKL[UM 30HbI
acerTUUeCKOro TMpolecca yCTaHaBAMBAeTCsl B Mpolecce BaauAaluuu. O(PQPeKTUBHOCTb MOWOLUX U
J1e3UHULIMPYIOLIUX CPeJICTB U MPUMEHsIeMbIX METOJJOB OUMCTKU U Jie3UH(EKLIMY 30HbI acerTHYeCcKoro
rporiecca cjiefiyeT OmnpefessiThb 10 UX CIIOCOOHOCTU K y/aleHHI0 TIOTeHLMaIbHbIX KOHTaMHUHAHTOB C



KpUTHUeCcKuX moBepxHocTel. OrjeHKa 3¢h(eKTUBHOCTH OUMCTKU U Ae3UH(eKIUN SIBJISeTCS COCTaBHOM
YacThi0 00II[el IporpaMMbl KOHTPOJIS TTOKa3aTesieil OKpysKaroljei TIporu3BO/ICTBeHHOM cpeabl. Cremyet
BBIMOJIHATh BaUJAlLMI0 METOJOB Y/ja/leHUsl OCTaTKOB MOMOIIMX U [1e3MHOULMPYIOLIUX CPe/CTB C
MOBEPXHOCTeH, KOTOPble KOHTaKTUPYIOT C MPOyKTOM.

87. Tlpu mosiB/IeHUH HEOOBIYHBIX Pe3y/IbTaTOB MUKPOOMOIOrMUeCKOro KOHTPOJISI UM HeOOLIYHOM
YCTOMYMBOCTHM MHKDPOOPraHM3MOB CJie[lyeT MPOBeCTH U [JOKyMeHTalbHO O0(OpPMUTH pacciiefjoBaHUe 0
00OHapy’KeHWI0 UCTOYHMKA 3arpsi3HEeHUs], TOC/TYKUBIIIET0 IPUUUHOM TaKUX Pe3y/IbTaToB.

VIil. KOMNOHEeHTbI U MaTepuasibl, NOCTynakoLuue B 30Hy
acenTnyeckoro npouecca

1. KOMNOHEHTHI

88. JlekapCTBeHHbIE CpE/ICTBA, TIPOU3BE/IEHHbIE B aACENTUYECKUX YCIOBUSIX, MOTYT OBITh
KOHTaMUHUPOBAHBI, €CM OAWH WM Oosiee KOMITOHEHTOB, WCIIO/Ib30BAHHBIX /IS WX TPOU3BOACTBA,
3arpsi3HeHbl MHUKPOOpPraHW3MaMM WM SHAOTOKCMHAMU. K TakuM KOMIIOHEHTaM MOTYT OTHOCUTBCS
dapmarieBTUUECKHe CyOCTaHLUM, BoJa [/is1 UHbEKLMI U Ipyrve BCrioMorarte/bHble BeljectBa. Crefiyer
OTIpe/Ie/IUTh COZlep’KaHHe MHUKPOOPTraHW3MOB (HampuMep, OMOHArpys3Ka, SHAOTOKCHHOBAsl Harpy3ka) B
Ka’KJJOM KOMITOHEHTe U YCTaHOBUTb [I/Isl Hee COOTBETCTBYIOLLIME JOMyCTUMBIe Mpefesibl.

89. IlapeHTepasbHBle JIeKapCTBEHHbIE TIperapaThl [JO/DKHBI ObITh amvporeHHbIMU. Criefyer
pa3paboraTtb ¥ 0)OPMUTH B MHUCHMEHHOM BH7Ee TPOLeJyPbl U COOTBETCTBYIOIIME CIeLUPUKALIUM IS
TIDUHATHS WM OTK/IOHEHUSl KaXJ0M Cepyuy KOMIIOHEHTOB, KOTOpble MOTYT COZep>KaTb 3HAOTOKCHHBI.
JItobble  KOMITOHEHTbI, He COOTBETCTBYIOLME YCTAaHOBJIEHHBIM [JIOMYCTUMBIM TIpejiesiaM  Tio
9H/IOTOKCHHAM, OTKJIOHSIFOTCS (3a0paKOBBIBAFOTCS).

90. B acenThyeckoM Tpoljecce KaXKAbli KOMIIOHEHT WHUBHUAYa/lbHO CTEPUIN3YeTCs JrM00
HECKOJTbKO ~ KOMITOHEHTOB  OOBeAMHSIOTCS € TIOCTeAyHoled  crepunu3anuedl  TOJy4eHHOU
pe3ybTUPYIOLLEe CMeCH.

91. [lng cCTepwIM3alMi KOMIIOHEHTOB MOTYT OBbITb TPUMEHEHbl pa3/UYHble MEeTO/IbI.
YcTaHOBeHWe BeTMUHHBI OMOHArpPY3KH sBJIsIeTCS He0OX0UMBIM (haKTOPOM ISl OL[€HKH MPaBUIbHOCTH
(amekBaTHOCTHM) Tmipouecca crepuwiu3atuu. CriefyeT MepuojWyecKu OrpefensTh XapaKTepUCTUKUA U
Pe3UCTeHTHOCTh K WHAKTUBALIMM MUKPOOHOJIOTMUECKUX 3arpsi3HeHWM KOMIIOHEHTOB U 000pyJOBaHUS,
MOCTYTIAIOIIUX B 30HY aCenTHUUeCcKoro rporecca.

92. PacTBOpbI CTEPUIM3YIOT IIyTeM TNPOMyCcKaHUs yepe3 (UIbTP CTePUIN3YIOLLero ypoBHS (MeTO[,
¢unbTpauuu). Crepunusytoiias GUIbTpPALMs MCIO/B3YeTCs, eCIM KOMIIOHEHT pPacTBOPUM, HO
CyIIeCTByeT BepOSTHOCTb, YTO OH He BbiJepXUBaeT HeO/aronpusiTHoe BO3ZeNCTBUE Terla.
Crepumusyromjasg  ¢GuibTpalusl TakkKe IPUMEHSIeTCS IIpM  aCeNTHUecKOoW  KpUCTalIu3aluu
Npo¢M/IbTPOBAHHOIO pacTBOpa M JMO(QUIM3aLMM KOMIIOHEHTa B BHJle CTEPU/IBHOrO ropoiika. OfHako
3TOT MeTO/, BK/IIouaeT B ce0si Gosblile MPOM3BOCTBEHHBIX OMepalyi, BK/IIOUasi PyUHble MaHUITYJISLIH,
1 UMeeT Oosiee BHICOKHIA TIOTEHI[a/I KOHTAMHUHAL[MM B TIPOL{eCCe TIPOM3BO/ICTBA.

93. [Ons TepMOCTaOWIBbHBIX Y HEpaCTBOPHUMBLIX KOMITOHEHTOB TOJXOJSIIMM  CIIocoboM
CTePWIU3ALUM SIBJISIETCSI CyXOXKapoBasi CcTepwiv3aiys. [Ipyd CTepuaM3aldu TOPOLIKOB [0 TIPUUWHE
BBICOKMX TeIUIOU30JISIL{MOHHBIX CBOMCTB IOPOIIKOOOpasHbIX MaTepuanoB ocoboe 3HaueHHe KMeeT
NpOBeJieHre TIIaTe/IbHO CIJIAHMPOBAHHOTO M3Yy4YeHUs! TPOHUKHOBEHHS W pacrpefie/ieHus] Teria B
TIOPOIIKOBYIO Maccy.



94. [lns cTepyunu3aliuM HEKOTOPbIX KOMIIOHEHTOB MOXXeT WCII0/Ib30BaThCsl PaJiMal[MOHHOe
obnyuenue. CreyeT TPOBECTH WCC/Ie[OBaHWe /il TIOATBEP)KAEHUSI TOTO, YTO [JAHHBIA BU/[
CTepWIN3aLuu IPUTOZeH [1JI1 CTePUIN3yeMOro KOMITOHEHTa.

95. Heobxoaumo yensath 0coboe BHUMaHHe MPOAYKTaM, KOTOpbIe TIOJBEPralOTCs aCeNTUUYeCKOH
0o0paboTke Ha paHHUX 3Tarax MPOU3BOJCTBEHHOrO Tpoliecca WM KOTOpble TPeOyroT acenThueckoin
00paboTKM Ha TPOTSDKEHWH BCEro Tpoljecca TPOM3BO/CTBA, TaK Kak CTepuIv3yrolias (UIbTpaLys
MPOZIyKTa HEBO3MOKHa. HeKOTopble TPOAYKTHI TO/BEPraloTCs —acenmThueckod o6OpaboTke Ha
orpe/ie/ieHHbIX W/IM BCeX 3JTarax MPOM3BO/CTBA, MpeALIeCTBYIOMIUX I3Tany (UHAIbHON YKYTOPKU
npoaykrta. CyIecTByHOT NPOAYKTHI, [/ KOTOPhIX B MPOM3BO/JCTBEHHOM IIpOLIeCCe eCTh TOYKa, MOC/e
KOTOPOH OHH y)Ke He MOTYT ObITb TIPHBEZIEHbI B CTEPUIBHOE COCTOSTHME TIPU TIOMOIU (GuIbTpaluu. B
TaKUX C/ydasx obOpailjeHre ¢ MpOoAYKTOM HeoOXO0AMMO BeCTH C IPUMeHeHHeM MeTo/ia aCelTUKU Ha BCex
jTanax, C/AeAyLUX 3a CTepuiv3yrolleii ¢unbTpanueil. EcTe Takke ciayuyau, Korga CTepUIM3YHOLIast
¢bunbTpaLys TOTOBOTO MPOyKTa HEBO3MOJKHA, M3-3a Uero Kak/blii KOMIIOHEHT 3TOr0 MPOAYKTa J0/DKeH
OBbITh TIPUBE/IEH B CTEPUILHOE COCTOSTHHE, TI0C/Ie Yero cje/lyeT acelmThUUeckoe CMellBaHue (HarpumMep,
TIPOZIYKThI, COJiepyKall[ie aTFOMUHHMEBBIN a/bIOBAHT, TOTOBST aCeNMTUUECKUM CITOCOO0M, Tak Kak Ioc/je
TIOT/IOIIEHUS A/TFOMUHHSI OHM Y)Ke He MOTYT ObITh MMOJBEPTHYTHI CTEPUIM3YIONIeH GuibTpalun). Ecau
oOpailleHHe C TIPOAYKTOM BeZieTCs C TPUMeHeHWeM MeTO/0B aCenTHKH C PaHHUX CTaJui, TO cam
TIPOZIYKT Y BCe KOMITOHEHThI UM TIpoure J00aBKU J0/DKHBI ObITh MPUBE/IeHbl B CTEPU/IbBHOE COCTOSTHUE
repej; X BBeJleHHEM B TIPOM3BO/CTBEHHbIN Mpoliecc. KpuTuuecku BaXkKHO TillaTebHO KOHTPOJIMPOBATh
BCe TiepeMelleHus], TIepe/IBU)KeHUsI U CTajuM XPaHeHUs Ha KaXkK/I0M 3Tarie Tmpoljecca Jjisi MoA/lep>KaHus
CTepWILHOCTH TIPOJyKTa. B HEKOTOpBIX Cilyuasix HepachacoBaHHbIe (hapMaljeBTHUeCKHe CyOCTaHIMU
W/TW JIeKapCTBEHHbIe MpernapaThl [JOJKHbI M0/IBepraThCsl UCTIBITAHUSIM CTePUIbHOCTH.

JlekapCcTBeHHbIe Tperaparbl K/JeTOYHOM Teparnvuyd M HEeKOTOpble Tpernapartbl, Moiay4yaeMmble M3
K/IeTOK (HampuMep, /IM3aThl, MOIYOUHUI|eHHbIe SKCTPaKThl) - 3TO MOArPyMNa IpernapaToB, KOTOpas He
MOJJIEXXUT CTepUIM3aluu (uibTpalied W TMO03TOMY TMO/BepraeTcss acenTUUeCKUM MaHUMYJSALUsM B
X0Jle TPOU3BOJICTBEHHOrO Tipoliecca. Eciu BO3MOXHO, B WX TPOU3BOACTBE Cjie[yeT TPUMEHSITh
3aKpbIThle CUCTeMbl. JlekapCTBeHHbIe TperapaThl KJIeTOUHOU Tepanuy 3a4acTyl0 UMEeKT KOPOTKUN CPOK
00paboTKM Ha KaXk[OW CTaZuy MPOW3BOACTBA, B YaCTHOCTH, BO BpeMsi cOopa K/IeTOK, TIPUTOTOBJIEHUS
rOTOBOrO TIPOAYKTAa M BBIMYCKa cepud. Takue mperaparbl YacTO BbIMYCKAalOT C MPOM3BOJACTBEHHOIO
MpeATNpUsITUS U BBOJAT MallieHTaM [0 T0JIyueHusi pe3y/bTaTOB WCIBbITAaHWUN CTEPUIBHOCTH TOTOBOIO
npoAykTta. B ciyuyasix, Korja pe3ynbTarhl (PUHAMBHBIX UCIBITAHUA CTEPUIBHOCTH He JOCTYIHBI /0
BBe/leHUs1 TiperiapaTa, cJefyeT pacCMOTPeTb BO3MOXXHOCTb TIPUMEHEHUsl [OTOJIHUTebHbIX Mep
KOHTPO/ISI M WMCObITaHMM. Hanpumep, [ONOMHWTeNbHBbIE WCIIBITAHKWS MOXKHO —BBINIOJIHATH Ha
MPOMEXXYTOUHBIX CTaJUsIX MPOU3BOJACTBA (HampuMep, MoOC/e MOCAeJHed MaHUIYJSLUU C MPOAYKTOM
riepeZ; coopom kieTok). [Ipoure UCMbITaHuUS, yKa3bIBalOL[e HA MUKPOOHOIOTMUeCKYI0 YUCTOTY, TaKue
KaK OCMOTp IO/, MUKPOCKOMOM, OKpalllvBaHue 1o ['pamy (WM MHOe OKpallliBaHWe [J/is1 ONpe/esieHus
OakTepuii WK rpubOB) U WCIIBITAaHHE YHJOTOKCHUHOB, [O/DKHBI ObITh BBITTOJIHEHBI U Y/OBJETBODPSTH
KpUTEepPUsIM MPUeM/IEMOCTH [0 BbIMTyCKa MPO/yKTa.

2. MepBUUHbIE YNAaKOBOUYHblE MaTepuasbl

96. IlepBuuHbIe YIIAKOBOUHBIE MaTepUasbl J0/DKHBI ObITb CTEPUWIBHBIMU U, [jisl TTapeHTepalbHbIX
JIeKapCTBeHHBIX TIperapaToB, anWpOreHHbIMU. BbIOOp M pa3paboTKy MOAXOJSINero Tmpoiecca [jis
CTepwiv3aluM (ZernyMporeHr3alii) MPOU3BOAAT B TOM UYHC/Ie C YYeTOM CBOWCTB Marepuana. JIroOoi
MpoLiecCc  CTepuau3auvy  (JenuporeHU3ald) MaTepuasioB, MCIOJIb3yeMbIX B  aCeNTHYeCKOU
MPOU3BO/JCTBEHHON 30He, TIOAJIOKUT Baaugaluu. [lpy mnpoBefleHMM BaldWjalMyd — Mpolecca
JlenporeHn3alii Cre/lyeT 3KCIepuMeHTalbHO [l0Ka3aTb, UTO MpoLecC CrocobeH yjansaTh OoJibliiee



KOJ/IM4eCTBO 3HAOTOKCHHOB, YeM MX MOXET M3HaUa/IbHO IIPUCYTCTBOBATL B MaTe€pHalaX W/IH MPOAYKTE.

97. Bamupaums 1miponiecca  CTepwid3aluu  (JenmuporeHvsaluv) [JO0/DKHA — TOATBEP)KJaTh
MIPUTOJHOCTh TIPOIlecca, €ro CrocOOHOCTh 00e33apakWBaTh MaTepuarbl W TEPeBOAWTb WX B
arMporeHHoe CcocTosiHve. B odopMeHHBIX B MUCbMEHHOM BU/jle Mpolielypax CaefyeT yKa3aTb YacTOTy
peBaMAALIMM 3TUX TPOLIECCOB U MpeJie/TbHO 0MyCTUMble CDOKH XPaHEeHUsI CTEePUJIbHBIX aliMpOTreHHbIX
[ePBUYHBIX YIAaKOBOYHBIX MaTepUasIoB.

98. Ilpencrepynu3aljMoHHasl MOATOTOBKA CTEK/ISTHHBIX KOHTEeWHEepOB, KaK MpaBWU/IO, BK/IOUaeT B
cebs1 psifi TIMKJIOB MOWKHM W OIOJIaCKMBaHUs. [[/is1 OMMOJIaCKUBaHUS C/IeZlyeT WCTIOb30BaTh BOAY AJIs
(dapMar|eBTUUeCKoro TpPUMEHEHHWs BBICOKOW UMCTOThI, UTOOBI TIPeJOTBPAaTHUTh  3arpsi3HEHHe
KOHTeliHepoB. [[ns1 mapeHTepa/lbHBIX JIeKaPCTBEHHBIX IIperapaToB OKOHYaTe/JbHOe OI0aCKUBaHUe
CTeKJISHHbIX KOHTEeMHEepOB MpOBOAAT BOAOW [/si WHBeKUM. CyxokapoBas CTepu/Iu3alivs Tpu
Temrieparype 6osiee 220 °C 4acTO HCTOMB3YETCS /IS CTEPUIM3AI[UM U IeTTHPOTeHU3al[u CTEeK/ITHHBIX
KOHTeHepOB.

99. [lenvporeHu3aliys OTMMEPHBIX KOHTeHHEPOB MOKET OBITh BBITIOJTHEHA Ty TEM:
MOMWKHA U MHOTOKPAaTHOT'O OTOJIaCKMBAHUS rOpsiueid BOJOM [1/11 UHBEKLIUM;
BBICOKOTEMITIEPATYPHOTO JIUThS;

9KCTPY3H1H [0 Haro/iHeHus1 (TipoLiecc "BbIyBaHUe - HarlOJIHeHWe - repMeTu3anus’).

100. ITommmepHBIe KOHTeHHepbl MOTYT ObITh CTEPUIM30BaHbI TIOAXO/ASIINM Ia30M, paZlaliOHHBIM
obiyueHHeM WA APYTUMH TIPUTOJHBIMU METO/[aMH.

101. Pe3uHoOBble MaTepHwasnbl (HarpuMmep, TPOOKM W TIOPIIHM ILTIPUIIEB) MOXKHO OUHCTUTH C
TOMOILbI0 HECKOJIBKUX LIUKIOB MOMKM M OT10/1aCKUBaHUS Tepesi OKOHUaTe/TbHOW CTeprn3alyeii mapom
wii obsyyeHueM. [Ijisi HavalbHBIX CTa/[Ui MOWKU CJie/lyeT WCII0/b30BaTh, MO MeHbIel Mepe, BOIY
OUMIL[eHHYI0, C MUHUMAJbHBIM CO/lep)KaHUeM SHJJOTOKCHHOB, [jisi OKOHYATeJbHOTO OTOJaCKUBaHUS -
BOZAY A/ WHBbEKLMH. Kak npaBuso, AenyvporeHu3alid MOXKHO [JOCTUTHYTb C TTOMOLIbK) HECKOJIbKUX
MPOMBIBOK MaTepuasa ropsiueil Boiou AJiss UHbeKUi. VIHTepBaibl BpeMeHH MeXKy MOWKOM, CYIIKOW
(ecu MpUMEHUMO), U CTepUIM3aLvel O/DKHBI ObITh CBeJIeHbl K MUHUMYMY, TaK KaK OCTaTKU BJIard Ha
npoOKax MOTYT TO//IepKUBAaTh POCT MUKPOOPTaHM3MOB U 00pa30BaHue SHAOTOKCHHOB.

102. Banmupauuio rmiporecca JAenupOreHU3ald MOXKHO BBITIOJIHUTh C TOMOLLBIO BHECEHHs B
KOHTelHepbl U3BeCTHOI'0 KOJIMUeCTBa 3HAOTOKCHHA W OMpejie/ieHusl COo/lepKaHusl SHAOTOKCUHA TOC/e
TpOBeZieHus JienuporeHu3aluu. Pe3ynbTaThl Baqualiuy AO/DKHBI TIOATBEPAUTh, UTO MPOLECC CHUKAeT
co/iepkaHHe 3HJJOTOKCHHA, 10 MeHbllleli mMepe, Ha 99,9% (Wi Ha 3,0 JeCATUUYHBIX Jiorapudma) OT
HCXO/IHOM BeJTMUMHBI BHECEHHOT'O KO/TMUeCTBA SHJ0TOKCHHA.

3. KOHTpO/1b 3HAOTOKCUHOB
103. 3arpsi3HeHue SHJOTOKCHMHAaMH HWHBEKLMOHHOIO JIEKapCTBEHHOrO Tiperaparta MOJKeT
TIPOM30UTH TIPU OTCYTCTBUM oOOecrieueHUsi [JO/DKHOTO KOHTPOJISI PHCKa 3arpsisHeHus. [Ipoienype

KOHTDOJIAA pPUCKa 3arpsA3HeHuA SHAOTOKCUHAMU I10J1e>KaT:

KOMIIOHEHTEI JIEKapCTBEHHOTI'O ITperiapdTa,



NepBUYHbIE YIaKOBOYHbIE MaTepHaJlbl;
yCTaHOBJIeHHBIH [1epUO/, BpeMeH! XpaHeHUs] MaTepranioB U KOMIIOHEHTOB;
TIPOM3BO/ICTBEHHOE 000py/[0BaHHe.

104. Tlpomepmue BanyAaLUi0 NPOLEAYPbl OUMCTKH, CYLIKA W XpaHeHUsl IPOM3BOJCTBEHHOIO
o0opyJoBaHus CrIOCOOCTBYIOT KOHTPO/IIO OMOHArpy3KU U CBOAST K MUHUMYMY BKJIaZl 3THUX TPOLIeAYp B
9H/IOTOKCUHOBYIO Harpy3ky. O6opynoBaHue crefyeT CIPOeKTHpPOBaTh TakKuM 00pa3oM, 4ToObI ero
MOJKHO ObUIO JIerko cobpath W pa3o0paTh, OUMCTUTH, TIPOAE3NH(UIIMPOBaTh U (W) CTEPUIN30BaTh.
Ec/iv He NpUMeHSIIOTCS afieKBaTHbIe TIPOLieZlyPbl KOHTPOJISI, SHJOTOKCHHBI MOTYT TOMa/aTh B MPOAYKT
Ha BCeM MPOU3BO/ICTBEHHO-TEXHO/IOTUYECKOH LeTI0UKe.

105. [ns yjaneHust W pas3pylleHusl 3HJOTOKCHMHOB TpUMeHeHHe (UIbTPOB CTepUIU3YIOIIero
YPOBHSI M TIapOBOM cTepuin3auyu He 3¢¢deKTUBHO. DHJOTOKCUHBI CJielyeT UHAKTHBHUPOBaTh CYXUM
’KapoM WM YJaluTb C MOBEPXHOCTeW (PU3MYeCcKu MyTeM MPUMEHEHUs] COOTBETCTBYIOLMX MPOLieAyp
OUMCTKH. B HEKOTOPBIX Mpolielypax OUYMCTKM Ha MeCTe MCIOJIb3YI0TCSl Haua/ bHasi IPOMbIBKA BOJOM [1/1s
(dapmalleBTUUeCKOTO TPMMEHEeHUs BBICOKOM CTereHW UWCTOThl W (WIM) MOIIUM CPeiCTBOM
(HarpuMep, Ha OCHOBe KHUCJIOTBbl, OCHOBaHUS, [OBEPXHOCTHO-aKTMBHOI'O BellleCTBa), I10C/e Yero
MIPOBOJMTCS OKOHYATe/IbHOEe OI0/IaCKUBaHWe Topsiueli BOJOW, COOTBETCTBYIOLEN M0 KaueCTBY BOZe /IS
uHbeklui. [locre ourcTKu o0OOpyJoBaHWe CiiefyeT BBICYIIUTb, €C/Idi OHO He cpa3y I0/iBepraeTcs
CTepyIn3aLiu.

4. BpeMeHHble orpaHu4yeHus

106. Tlpu HeOOXOJUMOCTH C/IeAlyeT yCTaHOBUTb BPEMEHHBIE PAMKH i1 BBITIOJHEHUS KaXK[Ou
CTaZiuM acenTuyeckoro mpotecca. CrelyeT yCTaHOBUTb OIPaHUUEHHs 10 TepruojiaM, HarpuMep, HO He
OrpaHUUUBAsICh ITUM:

MeX/ly PUroTOB/IeHHeM HepachacoBaHHOTO pacTBOpa U ero CTepuin3alyen;

TIPO/IO/DKUTETbHOCTH TpoLiecca (pUuibTpaLyu;

HaxO0’K/J€HHUsI OTKPBITOTO MPOAYKTA Ha TMHWUU aCelTUYeCKOro PO3/IUBa;

XpaHeHUsl CTePU/IM30BaHHBIX 000PY/J0BaHHUS M TTEPBUYHBIX YITAKOBOUHBIX MaTepHaIoB.

107. VHTepBanibl BpeMeHM, yCTaHOBJIEHHble JJisi pa3/IMUHBbIX CTaJui TIPOU3BOACTBA, CJieJyeT
MOATBepPXJaTh (PAaKTUUeCKUMU SKCIepUMEHTa/TbHBIMU JAHHBIMM 110 BaJWJalliM OUUCTKHA U OL|eHKe
O6uoHarpy3ku. IIpu yCTaHOB/IEHUM CPOKOB [I/isi TAKUX CTaJWM, KaK TIPUTOTOBJIEHWEe PaCTBOPOB, CJie/lyeT
OLIEHWBATb OMOHArpy3Ky W Harpy3Ky HI0TOKCUHAMHU.

5. CxaTtblii BO34yX U rasbil

108. YpoBeHb UMCTOTHI C)KaTOr0 BO3ZAyXa M ra3oB, NMPUMEHSEMbIX B aCeNTUYecKOM IpoLiecce,

JIOJDKeH ObITh PaBHBIM YPOBHIO UMCTOTBI WJTH BhIlIe YPOBHSI UMCTOTHI OKpY’Karollleld POM3BO/ICTBEHHOMN

cpeanbl, B KOTOPDYIO OHU BBOAATCHA.

109. Cxxatbll BO3yX C/leAyeT KOHTPOJMPOBATh M0 C/IeAYIOIIUM MOKa3aTesIsiM:



B/JIQ)KHOCTH (TeMIiepaTypa TOUKU POChI);

3arpsisHeHle Macjaamy;

3arpsi3HeHue a3p030JIbHBIMU UaCTULIAMU;

3arpsi3HeHUe KU3HECTIOCOOHBIMM MUKPOOPTaHW3MaMHU.

110. CkaTbIii BO3[yX U Ta3bl, KOTOPble KOHTAKTUPYIOT C MPOAYKTOM, KOMIIOHEHTaMU TTePBUYHOU
YIIaKOBKM WM MOBEPXHOCTSIMH, KOHTAKTUPYIOLIUMU C MPOAYKTOM, C/ie[lyeT MoABepraTb CTepUIU3aLuu
nyTeM GUIbTPAL[UK uepe3 (GUIbTPhI CTEPUIN3YIOIETO YPOBHSI C HOMMHAIBHBIM pa3MepoM Iop He OoJiee
0,22 MKM.

111. ®unbTpbl CTEPWIM3YIOIIEr0 YPOBHS JO/DKHBI OBITh HCMBITaHBl Ha II€JIOCTHOCThH IIOCTIe
YCTAaHOBKU U TIOJBEpraTbCsl TaKWM HCIIBITAHUSM IepUOJUYecKH B Ja/lbHellleM (Harnpumep, Mocie
Wcrosib30Banusl). HeynoBneTBopuTe/ibHbIE pe3y/bTaThl MCHBITAHUM Ha 11€I0OCTHOCTh pacc/iefyroTcs, a
(GWIBTPHI NO/IE)KaT 3aMeHe B 3aBUCUMOCTH OT pe3yJ/IbTaTOB OLIeHKH, uepe3 yCTaHOBJ/IeHHbIe NHTepBaslbl.

112. PekoMeHAyeTCsi WCIO/Ib30BaTh CTepWIM3yIOLMe (UIbTPbI [Jid BO3AYLIHBIX JIMHUW
aBTOK/IAaBOB, BAaKyyMHBIX JIMHMM B JuouIuM3aTtopax, a Takke B eMKOCTSIX, COJeprKallux
MPOCTePU/IM30BaHHbIe PACTBOPHI.

VIIl. MporpammMa KOHTPONS OKpyXaroLleii NPou3BoACTBEHHOW cpeabl

113. 3apgaueli TporpaMMbl KOHTPOJISl OKpY>Karollleld TIPOM3BOJCTBEHHOW CpeJibl SIBJISIeTCS
CBOEBPEMEHHOE BBISIBJIeHHE BO3MOXKHBIX IMyTel U CIOCOOOB pPaCrpoCTpaHeHWsl 3arps3HEHUH, uTO
03BOJIsieT TIPUMEHUTh KOPPeKTHUPYIOLlKe AeiCTBUS 0 TOT0, KaK MPOU30iieT KOHTaMUHALIYS TTPOAYKTa.

114. Cnepnyet pa3paboTath 1 0OPMUTE B MMCHMEHHOM BH/IE TIPOrPaMMy KOHTPOJISI OKPY>KaroIiei
TIPOM3BO/ICTBEHHOM Cpe/ibl U TIPUMEHSATh HAyYHO 000CHOBAHHBIE METO/IbI /IS OL[EHKW UHMCTOThI BO3yXa
Y TIOBEPXHOCTEN B OKPY>Kalolllel MPOU3BOCTBEHHOM CpeZie UMCTOro MoMelreHus. IIporpaMMa KOHTPOJIS
OKpY’Karollieli TPOM3BO/ICTBEHHOM Cpefibl [JO/DKHA OXBAThiBaTh BCE TPOW3BOJCTBEHHBbIE CMEHbI U
BK/TIOUaTh B Ce0Osi KOHTPO/Ib BO3/lyXa, TMOBEPXHOCTEH To/a, CTeH U 00O0py/Z0BaHWs, B TOM UHC/Ie
KPUTUUECKUX TTOBEPXHOCTEH, KOHTAKTHPYIOUIUX C TIPOAYKTOM U (WIH) MEPBUUYHBIMH YIaKOBOUYHBIMH
MaTepHasaMH. B odopmiieHHbIe B TTMCBMEHHOM BH/I€ TIPOLIEAYPhI C/IeJIyeT BK/IIOUMTh CIUCOK yUaCTKOB
1 006beKTOB i1 oTOopa 1mpob. Bpemsi orbopa mpob, yacToTy U pacrioyiokeHre TOueK oTbopa ciefyeT
JeTasibHO 000CHOBAThb C YUETOM CIEelM(UKH BHIMO/THSIEMBIX OTIEPALIUH.

115. Bce osrambl mporpamMmbl KOHTPOJISI OKpY’Karollled MpPOM3BOJCTBEHHON Cpefibl CiefyeT
nmopoOHO ommcaTh B O(QOPMJIEHHbIX B THCHbMEHHOM BHZe TIporieypax /s obecrieueHUs
BOCIIPOW3BOZIMMOCTHU Pe3y/bTaTOB IIpU 0TOOPe Mpoo.

116. ITporeAypsl BKIIOUAIOT B Cebs1 ciefyrolliee:

yacTtoTy oTbopa 1pob;

3Tan oTbopa 1pob (Bo Bpems orepaliyii WK 1ocjie 3aBepIieHys);

TIPO/IO/DKUTETBHOCTE 0TOOpa 1poo;



pa3mep npoObI (HarpuMep, TUIOIa/ib TTIOBEPXHOCTH, 00beM BO3/yXa);
obopyZioBaHHe U MeTOibl 0TOopa mpoo;
Tipe/iesibl YPOBHSI TPEBOTY M YPOBHS /1€HCTBUS;

TIpUHMMaeMble [IeHMCTBUS TIPU HapylleHWW YCTAaHOBJIEHHBIX TIpPe/ie/IOB YPOBHSI TPEBOTM W YPOBHS
JIeUCTBYS.

OT160p Npoo6

117. Ot6op 1pob B KpUTHUECKUX MTPOU3BOACTBEHHBIX 30HAX C/ielyeT MPOBOAUTL TaKMM 00pa3oMm,
YyTOOBbI PUCK 3arpsis3HeHUs Po/lyKTa ObUT MUHMMa/bHBIM. Bce BHOCMMOE B UMCTYIO MPOW3BO/CTBEHHYIO
30HY 000pyZi0BaHHe U MaTepuaJibl (MPUOOpPHEI, TPyOKHU, UaIIKK C TTUTAaTeIbHBIMU CpeflaMH U JIp.), a TakKe
TepcoHasl, BBINOHSIONMK 0T60p Mpob, He [O/KHBI CaMU SIBJSTHCST MCTOUHMKOM 3arpsisHeHusi, a
paboratoiiiee yCTPOWCTBO [jisi 0TOOpa Mpo0 He [JO/DKHO M3MEHSTh TMapaMeTphbl BO3/YLIHOTO TOTOKa,
obecrieurBaroLIie YUCTOTY JaHHOTO TTOMeIL[eHHUsI (30HbI).

118. Pa3mep npo6 Jo/mKeH OBITH [JOCTAaTOUHBIMM /i1 OOHAPY)KEeHUs 3arpsisHEHHs] OKPY KaroIei
MPOM3BO/ICTBEHHOW Cpe/ibl Ha YPOBHe, KOTOPBIM OXKHMJaeTcsl AJi JaHHOW YMCTOM IPOM3BOJCTBEHHOU
30HBI.

119. IIpo6sI Bo3ayxa ¥ MPoOKI C TIOBEPXHOCTEN CieyeT OTOUpaTh B TeX MeCTaX, Te hHUKCUPYeTCs
3HAUWTe/IbHAsi aKTUBHOCTh MEPCOHANa WM HAXOJWTCS OTKPBIThIA TPOAYKT. IIpU OmpejiesieHuH MecT
orbopa 1Mpob yUMTHIBAIOT C/ieyoIie (GaKTOphI:

CJIOXKHOCTH COOPKH, HACTPOWKH M 3aIyCKa 000py/10BaHMS;
TIPO/I0/KUTETbHOCTE BpeMeHH 00paboTKM 000py0BaHMsI M MaTepUasioB;
B/IMsSIHYE BMelllaTe/TbCTB MepCoHara.

120. KoHkpeTHble MecTa oTOopa mpob s KOHTPOJISL 3arpsi3HeHHsT a3p030JIbHBIMU YaCTULIAMU U
(unn) MUKpOOpraHM3MaMy MPOU3BOAUTE/ b OMpeJesisieT C yueToM (paKTUUeCKUX BHECEHHbIX M3MeHeHUI
B TIPOEKT TOMeIleHHs], KOHCTPYKLMIO 000py/oBaHMsI M mapameTpsl mpotiecca. Otbop rpob cremyer
MIPOBOZUTE B TEX K€ MeCTaxX, B KOTOPBLIX MPOBOAWICS OTOOP Mpob TpH TMpoBeeHUH KBaTU(pUKALUH
TioMelLeHui U 000pyA0BaHUSI.

121. YyacTKy KpUTUUECKOW MPOU3BO/CTBEHHOM 30HbI, B KOTOPOUW MPOMCXO/JUT KOHTAKT IepCcoHasa
C TPOAYKTOM M MaTepuanaMm, CjaelyeT MOJBepraTb KOHTPOJIIO BO BpeMsi omepauyy (acoBaHUsI U
HeMe/IJIeHHO T0CJie ee 3aBeplleHusl.

122. Kpurtuyeckue NOBepXHOCTH MPOU3BOJACTBEHHOM 30HBI, KOHTAKTUPYIOLIUe CO CTepU/IbHBIM
MIPOZAYKTOM, [OJ/DKHBI OCTaBaThCsl CTEPU/IbHBIMU Ha INPOTSKEHUM BCEro MPOM3BOCTBEHHOIO MpoLjecca.
OTtbop mpob C KpUTHMUECKWX TOBEPXHOCTeM cjielyeT BBITIOJHATH I10C/Ie 3aBeplLieHHs] acernTHUuecKoro
npoliecca, 4yTobbl M30ekaTh MPSMOr0 KOHTAakKTa IlepcoHasa M obopyzoBaHusi it orbopa mpob co
CTepU/bHBIMU  TIOBEDXHOCTSMUM BO  BpeMsi mpoulecca. [Ipu  oOHapyKeHHWM — eAWHUUYHBIX
KOHTaMMHUPOBAHHBIX TpP0O, OTOOpaHHBIX C KPUTHMUECKOTO YyuYacTKa IPOM3BOJCTBEHHOM 30HBI,
MpOBOAUTCS pacciiefoBaHue. OOHapy)keHHe MHUKPOOHOTO 3arpsisHeHHsI Ha KPUTHYECKOM YYacTKe



MIPOU3BO/ICTBEHHOW 30HBI He O3HAuaeT, YTO CepHs JIeKapCTBEHHOTO IperapaTa 00s3aTesibHO MOJKeT
ObITh 3a0pakoBaHa, HO TIPM pacC/IeZOBaHUM CjieJyeT BBINOJHUTH OLIeHKY PHUCKa /I KaueCTBa Cepuu
JIeKapCTBEHHOT O Tperapara.

123. BcnomoraresibHble TTPOU3BOJCTBEHHbIE 30HBI BHE 30HBI aCelTMYeCKOro IipoLecca cjienyer
KOHTPOJIMPOBATh C OIpe/ie/IeHHON MepUoAUUYHOCTBI0, HO KOHTPO/Ib B HUX MOJKET MPOBOAUTHLCS Pexe,
yeM B KpUTHYECKUX TTPOU3BO/CTBEHHBIX 30HAX.

124. Mukpobuonoruyeckuii KOHTPOJb CJ/ieiyeT OpraHW30BaTh TakuM 00pa3oM, uTOOBI
CBOEBPEMEHHO BBISIBUTb BEPOSITHbIE TTYTH 3arpsisHEeHUsI YUCTOTO TIoMellleHus (30HbI), obecrieurBast Tipu
3TOM  BO3MOXXHOCTb  /I/I1  BHEJIDEHWsS  CBOEBPEMEHHBIX M 3(PQEKTUBHbIX  MEPOIPHUSATHH,
rpeynpeXXAaloIIux 3arps3HeHue Tmpogykrta. CreqyeT WCI0/b30BaTh BaJUAUPOBaHHbIE METOJUKU
BLISIBJIEHUS] MHUKDOOPTaHMW3MOB M Ka/iniOpoBaHHOe o06opyzoBaHre. MUKpOOUOIOTUUECKHU KOHTPOJIb
OKpY>KaroIllei MpOW3BO/ICTBEHHOM Cpelbl Tak)Ke BK/IHOUAeT B cebs uAeHTH(MUKALMIO MHUKPO(IOphl U
BbI/le/IeHHe U30JISITOB U3 OKPY Karollell MPOr3BOCTBEHHON Cpeibl.

125. Cxarbli BO3A4yX W rasbl, KOHTaKTUPYIOLUEe C TMPOAYKTOM, NEPBUYHOW YITAKOBKOW WU
NOBEPXHOCTSIMU, UMEIOLIUMHU MPSIMOM KOHTAaKT C MPOJYKTOM, MOZ/Ie)KaT epruouueCcKoMy KOHTPOJIIO Ha
IIPUCYTCTBUE B HUX MUKPOOPraHU3MOB.

KoHTponb copepxaHus MUKPOOPraHU3mMoB B BO3ayxe
AKTUBHbI OTGOP NPO6 BO3ayxa

126. Tlpu opraHu3alud W OCYILECTBJI€HHWM OTOOpa TpPoO CeyeT YUWTHIBATH CIIELU(UKY
KOHKDEeTHBIX TPOW3BO/CTBEHHBIX yC/ioBUM. Haubosiee cio)kHOW Tipolielypoi SIB/sieTCsi TIpOBefleHHe
aKTUBHOrO oTOOpa Bo3ayxa. IIponsBoguTento ciefyeT OLeHUTh IIPUroJHOCTb TPOO00TOOPHMKA BO3yXa
JUIST MCTIO/Ib30BaHUSI B aCeNTUUeCKOM TPOU3BO/ICTBEHHON Cpejle, OCHOBbIBasCh Ha 3(h(eKTHBHOCTHU
orbopa mpo6 MpoOOOTOOPHUKOM, TPUTOAHOCTb MPOOOOTOOPHMKA [Jis OUHUCTKH U CTepUIU3alldH, a
TaK)XXe y/IOCTOBEPUThCS, UTO paboTaroijee YCTPOWCTBO /it OTOOpa MpoO He H3MEHSIeT IMapaMeTphI
BO3/IYIIHOTO M0TOKA, 06ecreurBaroliero YuCcToTy JaHHOTO roMelljeHusl (TTPOU3BO/ICTBEHHOM 30HbI).

127. TIpousBoauTeto cieyeT 000CHOBATh IMapamMeTphbl 0TOOPa Bo3/yxa (CKOPOCTh WK 00BeMHBIN
pacxojl) U MPOJO/DKUTENLHOCTh 0TOOpa IMpoObl Bo3ayxa (WM o0beM OoTOoOpaHHOH TPoOBI BO3AyXa).
CKOpOCTb U MPOJI0/DKUTEILHOCTE 0TO0pa Mpo0, a TakXKe THUM YCTPOMCTBA [ijist 0TOOpa Mpob MOTyT camMu
o cebe oka3aTh HeO/IaroNpusTHOE BIUsIHYE Ha KU3HECTIOCOOHOCTh MUKPOOPTraHU3MOB B Tipobe. O6bem
orOupaemMoii MpoObI ZO/DKEH OBbITH JOCTaTOUHO OOMBIIUM, YTOOBI 00ECIeUUTh JIOCTOBEPHOCTH
TIOJTyUeHHBIX JIAHHBIX TIPY HU3KOM COZIep>XKaHUHU MHKPOOPTaHW3MOB, HO B TO )XKe BpeMsl B OTOOpPaHHOM
npobe ToC/le WHKYOWPOBaHMSI TUIOTHOCTh MUKDOOPTaHM3MOB /IOJDKHA OBbITh TakKoW, UYTOOBI ObLIH
pa3/InUUMBbI OT/e/IbHbIe KOJIOHUH. JmTenbHOCTh 0TO0pa Mpobbl He [J0/KHA MPUBOAUTE K U3MEeHeHUsIM
(merugpartaliym) NMUTaTELHON Cpe/ibl.

128. TTockosbKy pasHbie IPUOOPHI 71t 0TOOpa MPo6 pa3IMUarTCs MeXKAy COo00M, TIPOHU3BOIUTENH
TIPOBOZMT OLIEHKY 0O011ieli MPUrOZHOCTH YCTPOMCTBA /11 MOHUTOPHHTA COZlePKaHWsl MUKPOOPraHW3MOB
B BO3[yXe [0 ero BBOJAa B 3KCIUTyaTauuio. [Ipow3BoauTeNb [JO/DKEH TrapaHTUPOBATh, UTO TaKue
YCTPOMCTBA OTKAaTMOPOBAHbI M UCIIOJIB3YIOTCSI B COOTBETCTBUM C YCTAHOBJIEHHBIMM Ha TIPOU3BO/ICTBE
HaJ/Ie>Kall[FIMU [TPOLielypaMHu.

129. KoHTpo/b cofiepkaHusi MUKPOOPIaHM3MOB B BO3JyXe CJ/le/lyeT OCYyILeCTBJIATh B COOTBETCTBUU
C TpejBapuTeNnbHO pa3paboTaHHBIM TIaHOM oTOopa mpob. KommyecTBO W MecTOHaxXoK7eHHe



KOHTDOJIBHBIX TOUYEK YCTdHABJ/IMBAIOT B 3dBUCHMMOCTHU OT ILIOIAaAW TMPOW3BOACTBEHHOI'O MOMeEIeHUd U
XdpadKTepd TeEXHOJ/IOTHUeCKHNX onepaunﬁ, KOTOpbI€ B HEM BBITIO/THAOTCA.

UcnbiTaHua cegUMEHTaUNOHHbIM MeTOA0M (MacCUBHbLIV OTO6OP
npoo6 Bo3ayxa)

130. CeiMeHTalIMOHHBIM METO/, OCHOBAaH Ha SIBJIEHUM OceJjaHus (CeAMMeHTal[1) a3p030JIbHbIX
YyacTUl] C WMEIOLMMHUCS Ha HUX MHUKDOOPraHM3MaM{ M3 BO3/yXa OKpY»Karollleil TpOW3BOJCTBEHHOM
Cpefibl Ha TOPU30HTA/bHYIO IMOBEPXHOCTb IUTATe/JbHOW Cpefibl B TeyeHWe ONpeZesIeHHOro Iepuoza
BpeMEHM 3KCIMO3ULMU. DTOT MepUo/, BpeMeHH 5KCMO3ULUY, KaK MPaBUIO0, COOTBETCTBYeT [I/IUTE/IbHOCTH
KOHTPO/IMPYEMOI'0 TeXHOJIOTMYeCKOro Mpoliecca Mporu3BOCTBa U MOXKET MPO/I0/IKaThCSl OT HECKOJIBKUX
MUHYT [0 HeCKOJIbKMX uYacoB. I[Ipeamonaraercs, uto Oojee [AaUTeNbHOE BpeMsi SKCIIO3ULUU
yBe/IMUMBaeT YyBCTBUTEIbHOCTb MeTO/a, 3TO CJeAyeT YUUThIBaTb MPU HU3KUX KOHLIEHTPALUSX
MUKDOOPTaHHW3MOB B Bo3iyxe. B cooTBercTBUM ¢ TpeboBaHusMu [IpaBui  Hajjexarei
MIPOM3BO/ICTBEHHOM TPAKTUKU BpeMs CeJWMEeHTALMu [/s1 TPOM3BOJCTBEHHbIX 30H Kjiacca A u B
cocTas/sieT 4 yaca.

131. CemuMeHTALIMOHHBIA METOJ, SIB/ISETCS TIPOCTBIM, BOCIPOM3BOAMMBIM M TIO3BOJISIET, TIPH
HeoOXOJIMOCTH, OTIpe/ie/IUTh BeCh CIIEKTDP MPUCYTCTBYIOIIUX B OKPY Karolield POM3BO/ICTBEHHOU cpejie
B /IJaHHBIA MOMEHT BpeMeHH MHKpOOpraHu3MoB. CeJVMeHTALIMOHHbIA MeTOJ TIPHMEHSIeTCS TOJBKO B
COYeTaHHU C aKTUBHBIMHU MeTOoZaMu oTbopa mpob.

132. I'maBHBIM Hea0CTaTKOM CeaMMEeHTallMOHHOI'O MeTO/[a ABJIAeTCsd BhISIB/I€HKEe TOJIBKO OOJIBIIINX
GLICTPOOCE,Z[EII-OU_II/IX d3PO030JIbHBIX YdCTHL] W HeOoIlpeae/IeHHOCTbL B obneme Hp06bl dHA/IM3UPyeEMOT'o
BO34yXd.

133. ®aKkTHMUecku celMMEHTAlL[MOHHbIN METO/ SIBJISIeTCSl KaueCTBEHHBIM, [103TOMY MOy4YeHHbIe C
€ro TMOMOIIIbI0 pe3y/bTaThl Hejb3s WCII0/Ib30BaTh AJis TlepecueTa B KOJMUYECTBO MUKPOOPraHU3MOB B
enuHuIle oObeMa Bo3ayxa. OfHAaKO TIOMy4YeHHbIe pe3yJbTaTbl MOTYT OBITh WCIIO/Ib30BaHbl IS
XapaKTePUCTUKK MUKPOOHOJIOTMUECKOTO 3arpsi3HeHus, TIOMAZIAloIiero B TPOAYKT U3  BO3AyXa
OKpY>Karolllel ITpPOM3BOJCTBEHHOW CPeJibl.

134. B KpuTMUeCKUX TMPOU3BOJCTBEHHBIX 30HaX 3HAUMMOCTb CeJWMEHTAlMOHHOTO MeTo/a
BO3pacTaeT, eC/IM Yalllkh PacrioioXKeHbl B MeCTaX, TPeZCTaB/SIOMIUX HAaUuOOBILNN PUCK 3arpsisHEeHUS
NpoziyKTa. B pamkax Banmujaliuul j1abopaTopyuu KOHTPOJIST KauecTBa Cje/lyeT OIleHWTh, Kakue YCJIOBUS
BO3/IeMICTBUSI  OKpY’Karolllell TMPOU3BOJCTBEHHOM Cpe/ilbl Ha TMUTaTelbHYI0 Cpely  SIBJSIIOTCS
ONTMMAa/bHBIMU /i1l  BBISBJIEHUS HE3HAUWTEeJbHOIO KOJMYeCTBAa MHKDPOOPraHM3MOB. Y CJIOBUS
BO3/IeMCTBUSI  OKpYy)Katollleld TPOU3BOJACTBEHHOM CpeZibl JO/DKHBI  MCK/IKOYAaTh  BBICYLIMBaHUE
MUTaTe/IbHOW Cpe/ibl (HampuMep, BbI3BAaHHOE [JIUTe/bHBbIM 3KCIIOHWPOBAHWEM IUTATe/NbHOW Cpefibl Ha
BO3/lyXe WM BO3/|eHCTBMEM TOTOKOB BO3/yXa), UTO MPEMSATCTBYeT pa3MHOXXEHUI0 MUKDPOOPTraHW3MOB.
IlaHHbIE, TIONyYeHHbIe C TIOMOILBIO TACCUMBHOTO OTOOpa TMpo0b BO3Ayxa, CeqyeT pacCMaTpUBaTh B
COYeTaHUH C pe3y/bTaTaMUu, TIOTyYeHHbIMHU MyTeM aKTUBHOT'0 0TOOpa 1pob Bo3ayxa.

KOHTPO/b (MOHUTOPWUHI) MUKPOGHOIHT KOHTaMUHALUU NOBEepPXHOCTel
135. Tlog MuKpoOHOM KOHTaMHHAI[MeH TIOBEpXHOCTEH TIPOM3BOZCTBEHHBIX IIOMEIeHUd |
o0opyJoBaHUSI TIpM TIPOM3BO/ICTBE JIEKAPCTBEHHBIX MPerapatos - MOHNMAeTCs 06Luee KOJTUYeCTBO

OakTepwii ¥ rprbOOB B CMBIBAX, B3SThIX C 00111 rommaau 100 om? (4 yuactka o 25 cm )

136. 3apmaueili KOHTpOJii MHKpPOOHOM KOHTaMHHAL[MM TIOBEPXHOCTeH SIB/ISIETCS TPOBepKa



3¢ deKTUBHOCTH Jle3UHGbEKIMM TTOBepXHOCTe TPOU3BOCTBEHHBIX TOMellleHUM (CTeH, T0/oB, ABepew,
pabouux CTONOB U /Ip.) U OMpe/ie/ieHre X MUKPOOHON KOHTaMHHALIMK BO BPEMs TIPOU3BO/ICTBEHHOTO
nipotiecca. B oTHOImIeHWY MTPOM3BOACTBEHHOTO 000PY/I0BaHMSI OCHOBHAS 1]e/Tb KOHTPOJISI 3aK/TFOUAeTCs B
nipoBepke 3ddekTUBHOCTH Ae3uHpeKIMY (CTepUIH3aliK) yacteli 000pyJj0BaHMUsI, KOHTAaKTUPYIOIINX C
CBIpbEM, MPOJYKTOM U MaTepyaiaMH IepBUYHOMN YITaKOBKH.

137. OnpesienieHrie MUKPOOUO/IOTMUECKOM YMCTOTHI TTOMeLleHH ¥ 000py/J0BaHHUs B aCelTUIeCKOM
TpoLjecce /J0/DKHO TIPOBOJWTBCS C YCTAaHOBJIEHHOW TMEPUOJUYHOCTHI0 BO BpeMsi TIPOM3BOZCTBEHHOTO
TpoIiecca, HETOCPeJCTBEeHHO Tociae 00paboTKM MomeljeHW W 000py0BaHUS [1€3UHMHUIMPYIOLUMU
pacTBOpaMH WM 110C/Ie CTepUIN3aLiy 000pyA0BaHMYs.

138. Hocy/:[a, MUTaTe/IbHbIE Cpedbl KW pPACTBOPBLI, KOTOPbLIE HCIIOJIB3YHOTCA [JiId KOHTPOJIA
MI/IKPO6HOﬁ KOHTaMHWHALIMK HOBerHOCTeﬁ, A0J/DKHBI OBITh CTe€PU/IbHBIMMU.

139. [TepcoHasm, oCyIeCTBISIOIINN KOHTPOJ/Ib MUKPOOHON KOHTaMHUHAI[UH TTIOBEePXHOCTEH, JO/DKeH
paboTaThk B CrelMaabHON OJ|eX/e, MpelyCMOTPEeHHOM /jisi TIOMeIlleHWid TOro ke KJjlacca YMCTOTHI, T7e
MPOBOJIUTCSI  KOHTPO/Jb ~ MWMKPOOHOW  KOHTaMHMHAI[UM  TIOBepxXHOocTeW.  [Ipy  KOHTpoJe
MHUKPOOHMOIOTUYECKOH UUCTOTHI UMCTBIX TIOMEIeHWH KIacCOB A W B U pacronoXeHHOro B HUX
o0opyJoBaHus TIepcoHan JJo/bKeH paboTaTh B CTEPU/IbLHOM TeXHOJIOTHUECKOM ofiexxzae u3 6e3BopcoBoi
TKaHU U B CTEPUJ/IbHBIX TTepuaTKax.

MuTtaTtenbHble cpeabl U I/Ip,eHTVICbI/IKaLI,I/IFl MUKpPOOpraHn3moB

140. B mpouecce BBINOJHEHUS] NIPOrpaMMbl MOHWTOPMHIA OKpY’Karolljed ITPOM3BOJCTBEHHOU
cpeZibl C/ielyeT BBIMOJHUTL UeHTU(UKAL[MI0 U3BIeKaeMbIX MUKPOOPTraHU3MOB (M30J/ISITOB), MOCKO/BKY
M30/1SThl OKPY>Katolllel TTPOM3BOJCTBEHHOW Cpe/ibl, KOHTAMUHAHTHI NPY (haCOBAaHUU MUTATEIbHOMN Cpe/ibl
WIM TIPA HeyJauHOM HCIIbITAHUM Ha CTepWIBHOCTb IIPOAYKTA Kak IIPABUIO KOPPEeIUPYHT MeXAy
co60il. MOHUTOPUHT KPUTHMYECKHX TPOU3BOZACTBEHHBIX 30H W HEIOCPEeJCTBEHHO OKPY’KaloIUX HX
YHCTHIX TIPOM3BO/ICTBEHHBIX 30H, a TaKKe MepCOHasa BK/IOYaeT B cebsi TIOCTOSIHHYIO HAeHTU(HKALIO
MHKpPOOPraHM3MOB [I0 YPOBHS OIpe/ie/ieHUs] UX BU0BOU NPHUHA/JIeXHOCTH (WU, IZle MPUMEHUMO, poja
MUKpoopraHusma). B 3oHax kiaccoB A ¥ B nipu npeBblillieHNH TTOKa3aTesis YPOBHS [1eHCTBUSI IPOBOJSAT
WJEHTU(PUKALIMI0 MUKPOOPraHU3MOB /10 YDPOBHS OMpe/iesieHusl X BHJaA, a B C/lyyae, eC/id MpeBbIllleH
npefiesl IOKasaTessl YPOBHSI TPeBOTH, - IPOBOJAT WAEHTU(UKALMI0 MHUKPOOPTraHM3MOB /0 yPOBHS
orpefieieHust UX pofa. B 3oHax kmacca C, ecnu IpeBblllleH IOKas3aTe/lb YPOBHS [eWCTBUS, IIpU
M0/|03pPeHUM Ha Ha/luuue Crelu(pULIMPOBaHHbIX MUKPOOPraHM3MOB MPOBOJAT MX WJEHTU(UKALUIO [10
YPOBHSI OTpefie/ieHHsI pofa, B 30HaxX Kiacca D s MHUKpOOpraHH3MoB, 0OHapy>KUBaeMbIX OCOOEHHO
YacTo, BBITIOJIHSETCS WAEeHTU(HUKALMS C UCII0/Ib30BaHUeM OKpallliBaHus 1o ['pamy.

141. B 3aBUCHMMOCTM OT BH/la MHUKDOOPraHM3MOB, KOTOpbIe TpeAro/iaraeTcsi BbIAETUTb U3
OKpY>Karollleld TIPOM3BO/ICTBEHHOM Cpejibl, CefyeT MoAo0paTh COOTBETCTBYIOIIME TTUTATe/IbHbIE Cpe/bl
Y yCJIOBUSI KYJIbTUBUPOBAHUSI MUKPOOPTaHU3MOB (TeMIiepaTypa, BJa)KHOCTh, AJIUTeIbHOCTh WHKYOaI[uu
MUATaTeTbHOU CpeJbl).

142. HpI/IMeHHEMLIe MUTaTe/IbHbIe CpeAbl AO/DKHBI OBITE HeCe/JIeKTUBHBIMHU, TO €CTh IOAAeP>KUBATh
POCT IIMPOKOTI'0O CITEKTPA MUKPOOPraHM3MOB, BK/IKOUAA APOXXKHU U FpI/I6LI.

143. Crioco6HOCTh MCIO/b3yeMOM MUTaTeNbHON Cpefibl MOAep)KUBaTb POCT MUKPOOPraHU3MOB
(pocToBble CBOMCTBA) [O/DKHA OBbITH BalWJUPOBaHA C Y4YeTOM pa3MepoB W o0bemMa uvallKh
COOTBETCTBYIOLIMMM  TeCT-IUTaMMaM{d  MMKPOOPraHM3MOB /Il CTaHJapTHOrO  IlepeyHs
MHKpPOOpranu3mMoB. CTaHAapTHBIN 1epedeHb MUKPOOPTraHU3MOB BK/TFOUAeT B Ce0st:



creLiUpULIMpOBaHHbIe MUKPOOPTaHW3Mbl (MUKPOOPraHW3Mbl, HODMUPYeMble B crieliMUKaIusax Ha
JleKapCTBeHHbIe Mperaparhbl);

W30JI5IThI OKpPY>Karol|el TTPOXU3BOACTBEHHOU CpeJbl.

144. Tlpu KoOHTpOne MHMKPOOMO/IOTMUECKOM UMCTOThI TIOBEPXHOCTeH, TIpeJBapUTe/IbHO
00paboTaHHbIX [1e3UHOULIMPYIOLUUMU  CpPeICTBAMM WM COJlepKalliiX OCTaTOUHble KOJMUYecTBa
AHTUMUKPOOHBIX IperapaToB (HarpuMep, aHTUOMOTHKH), UX OCTAaTOUHbIe KOMYeCTBa MOTYT M0MNa/aTh
B MMUTaTebHYIO Cpe/ly U MOJaBJsATh POCT MUKPOOPraHU3MOB. [/ mpefoTBpallleHys] pUCKa MO/ aB/eHUs
pOCTa MUKPOOPTraHKW3MOB, BbI3BAHHOTO [IeMCTBHEM pa3/IMUHbIX XUMUUECKUX areHToB (fie3MH(eKTaHTOB),
MOXKeT TOHaIoOUTbCs [o0aB/ieHHWe B TUTaTe/bHbIE Cpefbl HEWUTPA/TM3aTOPOB TaKUX XHUMUYECKHX
areHToB. [IpriMeHeHMe U BbIOOP KOHKPETHBIX HEMTPAIM3aTOPOB U CIIOCOO0B MHAKTUBALIMA XUMHUUECKUX
areHTOB (Je3MH(eKTaHTOB), a Takke 3¢ (eKTUBHOCTh HeNTpann3aluu Ae3nuH(eKTaHToB (CriocOOHOCTh
HeWTpa/M3aTOpOB yCTPaHATh JielicTBUe Ae3uH(eKTaHTOB (B TOM KOHLIEHTpalLUU, KOTopas UCII0/Ib3yeTCst
Ju1s 06paboTKM TIOBEPXHOCTeH)) cieflyeT MOATBepAUTb MPH Balualiud MEeTOAWK KOHTPOJISI MUKPOOHOM
KOHTaMHHAaLUY TTIOBePXHOCTeH.

145. [ns mpoBefieHUs] MUKPOOMOJIOTMUECKUX WCTIBITAHUM MOTYT OBITh  HCIO/Ib30BaHbI
¢dapMakoneliHble TMUTaTe/bHbE Cpebl WM SKBHBAJleHTHble UM TOTOBble MUTaTe/bHbIE CpPeZbl TpU
YCJIOBUM, UTO OHU BbIZIeP)KMBAIOT UCTIbITAHME Ha POCTOBbIE CBOMCTBA.

146. Vcnonb3yemble TTUTaTe/IbHbIe Cpe/ibl (BK/IH0Yasi KOHTAKTHbIE MJIaCTUHbI, arapoBble TMOJIOCKK)
JIOJDKHBI BbI/IEP>KUBATh UCIIbITAHKE Ha CTEPUIbHOCTD.

147. BoiOpaHHoe BpeMsi HWHKyOuMpoBaHUsI TPOO [O/DKHO OBITH ONTHUMAAbHBIM WCXOMs W3
HeoOXOZMMOCTH OTEepPaTUBHOIO TIO/yYeHHs] Pe3y/bTaTOB MHUKPOOHOTOTHUECKUX WCTBITAHUM |
HeoOXO0ZMMOTr0 BpeMeHHM Ha BOCCTAaHOBJIEHHE TIOBPEX/JeHHbIX MUKPOOPTaHU3MOB M MUKPOOPTaHU3MOB C
YrHeTeHHBIMU (PU3UOJIOTHUECKH (DYHKLUSIMU.

148. YHuBepcanbHBIMH YCIOBUSAMU WHKYOALMU TTPo0, He0OXOJUMBIMU [jisi PpOCTa M 00pa30BaHus
KOJIOHMM MWMKDOOPraHW3MOB, TIPUCYTCTBYIOLMX B OKpY)Kawollled TMPOU3BOJACTBEHHOM  Cpefie,
TIPUTOJHBIMHU [I7is OOJBIITMHCTBA CJTyYaeB SIBJISTIOTCS:

Juist a3po0HbBIX OakTepuii - Temrieparypa oT 30 °C o 35 °C u BpeMsi UHKyOatuu ot 48 u 10 72 u;

JJ1s1 IPOOKEBbIX U TIeCHeBbIX rpuboB - Temrieparypa ot 20 °C go 25 °C 1 BpeMst UHKyDaluu oT 5
10 7 CYTOK.

149. Ecmu 3a 0Oosee KOpOTKOe BpeMsi MOTYT OBITb IOMy4YeHbl [JAOCTOBEpPHBbIE pe3yJ/bTarThl,
TIPOM3BO/IUTEITIO CJIeZlyeT 000CHOBATh UHbIE CPOKU MHKYOALIWH.

150. TIpu cokpamieHMd CpPOKOB WHKyOalid CyL[ecTBYeT PHUCK TIOJyYeHUs] 3aHVKEHHBIX
pe3yJ/IbTaTOB HWCIIbITAHWM (Harpumep, Aas MeJIeHHOPAaCTYILMX MHKPOOPraHWU3MOB C YTHeTeHHbIMU
¢usroornueckuMM QyHKLUSIMU WIM B CAydyae B3alMHOTO T0/laB/ieHHsI POCTa MHKPOOPTaHK3MOB),
M03TOMY CPOKM MHKyOaluu cjefyeT AOKYMeHTalbHO OOOCHOBaTh pe3ysibTaTaMM Banujalnuu. Takoe
oboCHOBaHUe [IOMyCKaeTcs il OTAeNbHBIX BHJOB OBICTPOPACTYIMX MHKPOOPraHuM3MOB. B ciyuae
BBICOKOM KOHLIEHTpalju MUKPOOPraHU3MOB, NIPUBOASLLEN K HeBO3MOKHOCTH TO/CUeTa KOJIOHMH Toc/e
JUIUTeNIbHOTO ~ WHKYOWpOBaHWs, [/ TIOJMyYeHHs] CTaTUCTMUECKU JOCTOBEPHBIX  Pe3yJ/IbTaToB
PEeKOMeH/IyeTCsl YBeJIMUMBaTh CTeTeHb pa3BeZieHus po0ObI Tiepes MHKYOaruer.



YpPOBHM TPEBOTU U YPOBHU AeiicTBUS

151. [Inst Ka>kaoro o0beKTa MOHUTOPUHTa MUKPOOHOM KOHTaMHUHAIIUK B aCeNTUUYECKOM Ipoljecce
yCTaHAB/IMBAIOTCS YPOBHU TPEBOTM U YPOBHM [JE€MCTBUS. YDOBHH TPEBOTU W YPOBHHU [IeHCTBUS
yCTaHaB/IMBAIOTCS JI/Is1 BCeX TOUek oTOopa mpob B 30He acenTruecKkoro rpoijecca. YucyieHHbIe 3HaUeHUs
rpefie/ioB  ypOBHEM TpPeBOTM U YyPOBHEM [1eHCTBUSI yCTaHAaBIMBAlOT Ha OCHOBE HOPMATHMBOB (110
a3p030/IbHBIM YaCTUI]AM ¥ MHUKPOOPTraHW3MaM) [l KjacCa YMCTOTHI TOMeIleHUst (30HbI) U C YUYeTOM
pe3y/ibTaToB, TIOJyUeHHBIX TMPU KBa/U(PUKAI[UM TIOMeIleHUH U TeKyllleM KOHTpOJie, HCII0/b3ys
CTaTUCTUUECKHE TTOAX0/bl K 00paboTKe 3THX pe3y/nbTaToB. 11 KpUTUUECKUX MPOU3BOZCTBEHHBIX 30H
acerTUUeCKOro Tpoliecca BO MHOTHX CJ/IyuasiX MUCIOJIb3yeTCss OJJHO 3HaueHUe Tpefiesia YpOBHs, KOTOpOe
O/JTHOBPEMEHHO $IBJISIETCSI TIPe/ieJIOM YPOBHSI TPDEBOTH U YPOBHSI [I€HCTBUSI.

152. Bo3Mo)XHa KOppPeKTUPOBKA 3HaueHWH Tpe/le/ioB YPOBHEW TPeBOTM U yPOBHeH AelCTBUS, Ha
OCHOBe TIEPUOJUUECKUX TIOBTOPHBIX OL€EHOK C WCIO/b30BaHUEM Ppe3y/bTaTOB MOZeTUPOBAHUS
acemnTUUeCKOTo Tpoliecca W COOTBETCTBYIOIIMX [aHHBIX KOHTPOJS OKpYy»Karollleil MpOW3BOACTBEHHOM
cpefpbl.

153. TIpou3BoauTetO C/iefiyeT CBOeBPeMeHHO aHa/IM3MpOBaTh Moy4aeMble pe3y/IbTaThl KOHTPOJIS
OKpy’Karollleld TpOU3BOACTBEHHOW cpeAbl. [Ipy 3ToM cjefyeT NPOBOAUTH OLEHKY B/MSHUS
OKpy’Karollleld TPOU3BOJCTBEHHOW CpeAbl Ha KayeCTBO TMpoAyKTa. Eciy pe3ynbTaTbl KOHTPOJIS
OKpy’Karollleld MpPOU3BOJCTBEHHOW Cpe/ibl aceNmTHUecKoro Iporjecca MpPOW3BO/CTBA JIeKAPCTBEHHOTO
rperiapata yKasbIBalOT Ha I[IpeBbIllIeHHWe YCTAHOB/IEHHBIX TIpefie/IOB YPOBHEW, W TPUHHMMAIOTCS
COOTBETCTBYIOL[HE KOPPEKTUPYIOLL{1e [IeHCTBUSI.

154. CnepyeT TOCTOSHHO TIDOBOAWTH aHalAW3 pe3y/JbTaTOB KOHTPOJS — OKpY’Karollen
NIPOM3BO/ICTBEHHOM CpeJibl /i1 BbISBJIEHUS M OLIeHKU XapakTepa TeHJeHLMH M3MeHeHUs IlapaMeTpOB
OKpY’Karollleld TIpOM3BO/ICTBEHHOW cpefbl. BrisiBeHHass HebnaronpusiTHasi TeH/eHLMs H3MeHeHUs
rapamMeTpOB OKPY>Karolllel TIPOU3BO/ICTBEHHOW CPeZibl MOXKeT TIOTpeboBaTh POBeZIeH!s Pacc/ie/OBaHUs
TIPUUVH TaKOro U3MeHeHUs.

IX. Banugauunsa acenTuyecKoro npouecca

155. [lns ycrelrHoW BaauAaLMyA acelTUUeCcKOoro rporecca NpoAyKT (MaTeprarbl, KOMIIOHEHThI U
Ip.), obpabaTbiBaeMblii B acenTUYeCKHUX YCJOBUSIX, a TakKxke Jr00oe 000Opy/sOBaHHe, €MKOCTH W/IH
TIOBEPXHOCTH (HarpuMmep, pe3epByaphl, TPyOOIIPOBO/BI, YCTAHOBKHM HAIOHEHHSI), KOTOPbIe CIIOCOOHBI
KOHTaKTHMPOBaTh C IIPOCTePWIM30BaHHBIM TMpPOAYKTOM (MaTepuanamu), CjaeAyeT IpeABapyUTenbHO
TO/IBePrHYTh CTepU/In3alMoHHONW 00paboTke, Tmipomiezieii Banugauuto. Ilpu mobom mpotecce
acernTUYeCKOT0 HaToJHeHHs1 (aCenTUUYecKoro pO3/MBa) SIBJISIETCS Ba)KHBIM obecrieueHue 11e/I0OCTHOCTU
CUCTeMbl yTakoBKa (yKyropka). s obecrieueHusi CTePUIBHOCTH MPOJYKTa, TIPeHa3HaueHHOTo ObITh
CTepPWIbHBIM, TIPOLIeCC CTePUIU3alUA U OTNepaljiy MO HAroOJTHEHUIO0 U YKYTIOPUBAHUIO B aCeNTUUECKUX
YCTIOBUSIX CJie[lyeT BaluAupoBaTh. Llenb mporecca cTepunu3aluil MOKeT ObITb He IOCTHUTHYTa, eC/TH
CTepy/bHbIe KOMIIOHEHTHI MPO/JyKTa (JIeKapCTBEeHHBIN Mperapar, KOHTeHep ¥ KOMITIOHEHThI YKYTIOPKH)
COeJINHSIIOTCSI BMECTe B YC/IOBUSIX, TIPU KOTOPBIX BO3MOXKHA UX KOHTaMHUHALMsl. AHAJIOTMUHBIM 06pa3oM
CTepPWIBHOCTb TMPOAYKTa HapyllaeTcsl, eC/Id 3JIeMeHThI [POAYKTa He SIBJISSFOTCS CTEePU/IbHBIMU BO BpeMs
1X COOpKH.

156. TIpu BBITOJIHEHWM BalWJALMMA ACENTHUECKOTO TIPOIiecca YUMTHIBAIOT Crieayrolue oOrue
YCJIOBUSI IOJTOTOBKY, IPOBE/I€HNsI U OLIeHKU Pe3y/IbTaTOB UCTIbITAHUN:



BCe UCIIBITAaHUsI CJeJyeT TPOBOAUTH B COOTBETCTBUM C TIOAPOOHBIMH, TIpeABapUTEEHO
pa3paboTaHHBIMU TITaHaMH (TIPOTOKOJIaMH) UCTIBITAHUH;

repCcoHa’s, HpOBO,E[HI_L[I/II\/’I Ba/lMAallMOHHbBIe WCIIBITAHHUA K y‘laCTBy}OH_[PII‘;I B MHCIIBITAaTe/IbHBIX
MMPpOroHax, A0JDKeH OBITh COOTBETCTBYHOLIMM O6p(:130M IMMoAr0TOBJIEH, KBaJ'II/I(i)I/IL[I/IpOBaH N KOMIIeTeHTeH
B BBITIOJIHEHHWH BO3/I0>KEHHBIX Ha HEro 3a/ay;

BCe JaHHble (pe3ynbTaThl WCIIbITAaHWHN), TIOyueHHble BO BpeMsl MCHObITaHUA CefyeT
paccMaTpuBaTh B COOTBETCTBHUU C YCTAHOBJIEHHBIM IMPOM3BOAUTEIEM TIOPSAKOM U YTBEP)KAATh TIOCTIe UX
COTIOCTaBJ/IEHUS C TIPe/IBAPUTE/ILHO YCTaHOB/IEHHBIMU KPUTEPUSIMU TTPUEMIIEMOCTH;

AJisd BBIIIOJIHEHHSA BCeX WCTILITAaHUI cjleayeT HCI0/Ib30BaTh IIpHUIOAHBLIE Cpe/iCTBa I/IBMEPEHI/II‘/JI,
OGOPy,Z[OBaHI/Ie, HWHCTPYMEHTHI U BaJIMJVPOBAHHBIE METOJUKHU HCHbITaHHﬁ;

JJIsT BBITIOJTHEHUsSI BCEX UCTIBITaHUM He0OX0JUMO HWMeTh B PpacCIOpsUKeHWM TTPOW3BOJUTE/IS
COOTBETCTBYIOILLIME YMCTble TIOMeIlleHHs], CUCTeMbl TIOATOTOBKA BO3[yXa, Tra30oB W [APYrux
MPOKM3BO/ICTBEHHBIX CpeJi, TPOrpaMMy UX TeKYIllero KOHTPOJIsi U MOHUTOPUHTa;

BCe MPOM3BO/ICTBEHHOE 000py/[0BaHHe [O/DKHO ObITH COOTBETCTBYIOIIUM OOpa30M YCTaHOBJIEHO,
KBaIM(MUIIMPOBAHO M  OOCTYy)KMBaTbCs B COOTBETCTBUM C JOKYMEHTAIbHO O(OPM/IEHHBIMU

TpoLielypaMH.

157. Ecim ycioBusi, yKasaHHble B IyHKTe 156 Hacrosijero PykoBofCTBa KOHTPOJIMPYIOTCS
NIPOU3BOAMTE/IEM HaZJIeXKall{iM 00pa3oM, acenTHYeCKui MpoLecC JOMyCKaeTcsl BaliANpOBaTh METOZOM
MOZe/IMPOBaHuUs aCelTUUeCKoro rporecca.

158. AcenTuuecknid poLecC BaJIMAUPYIOT ITIOBTOPHO Yepe3 yCTaHOB/IeHHbIe NHTePBaJbl BpEMeHH.
Cnenyer MMeTh TIOJHYIO W TOAPOOHYIO [OKYMEHTAlUio /s TOTO, 4TOOBI OMMCaTb M TIOATBEPIUTH
Ba/IM/IALIAI0 aCerTHYeCcKoro rporecca.

Banugauus npouecca crepunusyiouleii punbTpauum pacTBopoB

159. Crepumu3anusi ¢uibTpaLyiell SBIsSeTCS OOLMM MeTOAOM CTePUIM3aLUM  PacTBOPOB
JIeKapCTBeHHBIX TIperapaToB, IPOM3BOJMMBIX B aceNnTHUecKuxX ycioBusx. CrefyeT BBINOJHUTD
aTTecTaluio (UIBTPOB CTEPUIM3YIOIIETO YPOBHS, UTOOBI TIOATBEPAWTH BOCIIPOM3BOAMMOE Y/ialeHHe
JKU3HECTTOCOOHBIX MHKDOOPTraHM3MOB W3 pacTBOpa M CrocOOHOCTh (GWIBTPOB TMOMy4aTh Ha BBIXOJe
CcTepWIbHbIN pacTBop. Takue (GUIbTPBI, KaK MPaBU/I0, UMEIOT HOMHHa/IbHBIA pa3mep mop 0,20 - 0,22
MKM ui MeHee. HesaBucumo ot ¢unbTpa (MM KOMOWHAIMKM HECKOJIBKUX UCIOJTb3yeMbIX (DHUBTPOB),
Ba/IMAIMs TIporiecca (GUIbTPaI[UK BK/IIOUaeT B CeOst:

MHUKPOOMO/IOTHYeCKUEe UCTIBITAHUS [I/I1 UMUTALIUY YCIOBUH HaUXYAIIEro CyyJasi;

MHUKPOOHOIOTUUECKYO OLIeHKY (UIBTPYeMOro MaTepuaia;

OLIEHKY pe3y/bTaTOB WCILITAHWM Ha I1[eJIOCTHOCTh WCIOb3yeMbix (UILTPOB. B KauecTBe
MPU3HAHHBIX M HanboJiee MPUMEHSIEMBbIX METOJOB MCITLITAHWM Ha I[eIOCTHOCTh GuiabTpa (PuiLTpoB)

WCII0JIb3YOTCS METO/bI IPSIMOTO ITIOTOKA U OTpe/ie/ieHHs 3HaUeHUs "TOUKU ITy3bIpbKa'.

160. BanupanoHHble WCIBITaHUS (UAbTPA TMPOBOJATCS B TaKUX YC/AOBUSIX HaUXy/LIero



CIieHapusl, Kak MaKCHMajbHOe BpeMsi paboThl WIbTpa U MakCHMaJslbHOe JlaBjieHue. /st BBIIOTHeHUs
yCJIOBUM HaUXYAIIETO ClieHapusl TPU TIPOBe/IEHUM WCIBITAHUS YAEP>KUBAIOIINX CBOMCTB MeMOpaHBI
¢unbTpa CreAyeT BKIIOUMTH B UCTIBITAHUS (DUIBTPBI, MMeEIOIIMEe SKCIepUMEeHTATbHO H3MepeHHbIe
3HaueHUs1 "TOUKM Ty3bIpbKa' BOMM3M TpeJe/bHOTO 3HAueHWs, YCTAaHOBJIEHHOTO W3rOTOBUTEeM
¢buibTpa, ¥ OTpaKeHHOro B creuyduKanuu ¢uibTpa. Takue ¢unbTpsl 001aat0T Haubosee craboi
CTIIOCOOHOCTBIO  YIep>XKUBAaTh MHUKPOOPTaHWU3Mbl U MOZETUPYIOT caMble HebsarornpusTHbIe YCIOBUS
npouecca (uUabTpalUMKM TEeCTOBOIO pAacTBOpa C BHECEHHOWM B Hero CyCIeH3ueld TeCTOBBIX
MHKPOOPTaHHU3MOB.

161. TIpu pa3paboTke TMIaHa BalWAAL[MM YUYWUTBHIBAIOTCS CJIeAyHOLIMe KpUTHUYecKue (PaKTopsbl,
BAMSIIOIL[ME Ha SKCITyaTallMOHHble XapaKTepUCTUKKW (UIBTPOB U TPOLECC CTepUIM3YIoLei
¢bunbTpaLum:

BSI3KOCTb U NTOBEPXHOCTHOE HaTsDKeHUe (UIbTPYeMOro pacTBOpa;
OCMOJISIIBHOCTE UIBTPYEMOTO PaCcTBOPA;
pH ¢unsTpyemoro pacTtBopa;

TemriepaTypa U COBMeCTUMOCTh (DPM/IbTPyeMOro pacTBopa (MM KOMIIOHEHTOB COCTaBa pacTBopa) C
caMuM GUILTPOM;

JlaBjieHue 1pu QUIbTpaLvy;

CKOPOCTb ITOTOKA (M/IbTPYEMOI'0 pacTBOPa;

MaKCHMaJIbHOe BpeMsl UCII0/1b30BaHus (PUIbTPa;

CTOMKOCTb (pusibTpa (pUIbTPOB) K MEXaHUUECKUM HarpyskaM U 'M/|paB/MueckuM yZapam.

162. Tloce 3aBepiieHUsT BaTMJALIMOHHBIX UCIIBITAHUN B JTa00PAaTOPHBIX YC/IOBUSIX, BK/IFOYAOIINX
MO/le/IMPOBaHue CaMbIX HeOJIaronpusTHBIX YC/I0BUM (GUIbTPALUY, U TI0/TyUeHUs YA0BIeTBOPUTENbHBIX
pe3y/sbTaToB, OCYIIECTB/SIETCS — 3aK/IOUWTe/NbHasi CTagusi Balujaliid, BO BpeMs KOTOpOM
TIOATBEP)K/Ial0TCSl CBOMCTBA (puibTpa Y (DUIBTPALMOHHOW CUCTEMBbI B 1I€JIOM B TMPOM3BO/ICTBEHHBIX
ycioBusx. Ha 3Toil cTafuy NPOBOAUTCS CTepwiv3yroilas (uiabTpauyss 3 Cepuid JieKapCTBEHHOTrO
riperapara INpy OObIUHBIX PabOuMX peXXrMax W OOBIYHOM (a He CIeI[UaJbHO CO3/JaHHON) MHUKPOOHOM
00ceMeHeHHOCTH UCXOZHOTO PACTBOPA U BBITIOHSETCS KOHTPOJIb CTePUTbHOCTH (DUIBTpaTa.

Buonornyeckue ucnbiTaHus (UNbLTPOB

163. HomuHanbHbIM pasmep mop (UIBTPYIOLEr0 MaTepuajsa He SB/SeTCs T0Ka3aTesleM
yZlep)KUBaroIield CcriocobHOCTH (pUIbTpa WM €ro CTePWIU3YHOIero ypoBHsS. DUIBTP MOXKET ObITh
KBA/TM(UIIMPOBAH KaK CTEPWIM3YIOI[UKM, eC/Id OH 00ecrieurBaeT Ha BBIXO/lE TOJyueHHe CTePU/IbHOTO
¢dunbTpaTa mocse (UILTPOBAHUS TECTOBOT'O pacTBOpa C MHMKPOOMOJOrHYecKod Harpy3koil B BUE
kieTok Brevundimonas diminuta (ATCC 19146) BHeceHHBbIX B KOJMYECTBe He MeHee 10" KOE/cm?
sbdexkTuBHON TMOUAAM  GuAbTpa. [aHHble MHUKpDOOpPraHU3Mbl TIPUM  HajJieXkallluX YCIOBUSIX
KYJIbTUBUPOBAHUS SIBJISTFOTCSI O[HUMU U3 CaMbIX MeJIKMUX OaKTepuil (CpeHUM AramMeTp TIpUO/IU3UTETEHO
0,3 MKM), UTO SIB/JISIETCSI BXKHbBIM, [IJIsl HaZl/IeXKalllero UCTbITaHUsI HOMUHATbHOM TTOPUCTOCTH (DUIbTpa B
0,22 MKM U MeHee, IMUTHPYS pa3Mep CaMbIX MeJIKUX OakTepuii, KOTOpble MOTYT NPUCYTCTBOBAaTb B
BUJle 3arpsi3HeHUs] B TIpoJlyKTe. B orpefeneHHbIX CydasX [AOMYyCKaeTCs TPOBOJWTH MCIBITAHUS



yIep>KUBaloIel COCOOHOCTH (UIBTPOB, WCIOJB3Ys W30/Thl W3 OMOHArpy3ku MpU OOOCHOBAHUM
9KBUBA/IEHTHOCTH TAKOTO HCIMBbITAaHWS WK TPeJIOUTHTE/IbHOCTH 0 CPAaBHEHHIO C HCIMBLITAaHUAMH C
ucrosib3osanueMm Brevundimonas diminuta.

164. TlpsmMass WHOKY/SLMA TECTOBOW CYCIEH3UHM MMKDOOPTaHM3MOB B COCTaB >KU/KOTO
JIeKapCTBEHHOT'O TIperiapaTa T03BOJISIeT OLeHUTh 3GhGeKT JeMCTBUSI JIeKapCTBEHHOrO Iiperapara Ha
MaTepran GUIbTPA W MHUKpOOpraHusmbl. OfHAKO MpsiMasi MHOKYJ/ISLMS YacTO HEBO3MOXKHA M3-3a
COOCTBEHHOW aHTUMHMKPOOHOM aKTUBHOCTH (DMIBTPYEMOrO pacTBOpA JIEKapCTBEHHOTrO Tpernapara. I1pu
JIOCTaTOYHOM 00OOCHOBaHWH, BO3/IeHCTBHE KOMIIOHEHTOB JIEKAPCTBEHHOT'O MperapaTta Ha 1e/I0CTHOCTb
GuIbTpa MOXET OL€EHWBATbCS COOTBETCTBYIOIIMMU a/bTEPHATUBHBIMU MeTofiaMu. B 3ToM ciyuae
JKUJIKWW JIeKapCTBEHHBIM Mpernapatr (UIbTPYIOT uepe3 CTepUIU3YIONIMH (UIbTP, UMUTHPYS YCIOBHUS
HauXy/IIero cjiyuasi, a 3aTeéM IIpU TeX >Ke YCIO0BUSIX (UIbTPYIOT B3BEeCh TECTOBOW KYJ/IbTYPBI
MHKPOOPIraHH3MOB B PacTBOpE, CO/E€p’KallleM COOTBETCTBYIOIIMM 00pa3oM MoAuMUIIMPOBAHHbIM
JIeKapCTBEHHBIN TMperapar (TO €CTb B pacTBOpe, He COJIep)KallleM KOHCEPBAaHTOB WM JIPYTHX
AHTUMUKPOOHBIX KOMITOHEHTOB JIEKapCTBEHHOTO Tiperapara). JIroboe OTK/IOHEHHWe OT YyC/IOBUA
HauXy/IIero cjaydas NPU HCMOb30BAHUU PealbHOTO TMPOAYKTa W yCJIOBUM ero oOpabOTKU ciiefyeT
000CHOBATE.

165. TIpu pa3paboTKe TIaHa Ba/UJAl[MOHHBIX UCTIBITAHUN CTePWIM3YIOlel GUIbTpaluu CieqyeT
yuecTb BO3/E€HCTBHe JKCTpeMasbHbIX (DaKTOPOB Ha CMOCOOHOCTh (UIbTpa JaBaTh Ha BBIXOE
cTepunbHbIN (punbTpat. [IpoBepka (UIBTPOB MPOBOAWUTCS C UCIOJb30BAaHUEM YCIOBUW HAUXY/IIEro
ClLieHapHsl, TaKMX KaK MaKCHMMalbHO BO3MOXKHOe [aBjieHMe W BpeMsi 3KcrulyaTaiuu ¢uabtpa. He
SB/ISIeTCST  00s3aTeNlbHBIM ~ yCJIOBHE TIPOBOJUTHh  BA/IM/IAl[MOHHBIE HCMBITAHUS  CTEPUIN3YIOIeH
GbuIbTpaLyK, BK/IIOYas POBOKAI[MOHHOE MUKPOOHO/IOTHUECKOe UCTTbITaHWE, B TIPOU3BO/ICTBEHHOU 30HE.
VcnbiTaHusl B yCJIOBUSIX JTaDOpPaTOPUM [IOJKHBI MAaKCUMAa/IbHO TOUHO UMHTUPOBATh YCIOBUS peabHOMN
TIPOU3BO/ICTBEHHOM 30HbI.

OLueHKa COBMECTMMOCTU hUbTpa U cUcTeMbl UNbTPaLUn
C NPOAYKTOM

166. Be3omnacHocTh GunbTpa U GUILTPALIMOHHOW CUCTEMBI Ce/lyeT OlleHWBaTh OMOIOTMUeCKUMU
U XUMUYECKUMU MeTO/aMH, uToObl yOeJuTbCs, UTO OHU He BBIJE/SIOT HeXXeaTelbHbIX BeleCTB U
MexaHUUeCKWX YacTWL] B TMIPOXOJsIUe uepe3 HUX JKUJKOCTM WaM rasbl. Eciu B duabTpe
(punbTpaLMOHHOM CHCTeMe) UCTI0JIb3YIOTCS MOJIMMEPhI, TO /il KaKJ0ro Br/ja MoruMepa cieyeT uMeTh
pe3yJibTaThl KOHTPOJIS OHoornyeckoii 6e3onacHOCTH MaTepranoB. CrielyeT Tak)Ke BBIOTHUTH OLIEHKY
(GbUILTPOB Ha MPUCYTCTBHE YHJOTOKCUHOB. M3roToBuTe/M (GUIBTPOB, KaK MPAaBU/IO, BLITIOIHSIOT TaKue
HCCIleIoBaHMs], UCTIO/b3Ysl B KauecTBe Havbosiee pacripoCTpaHEHHOTO pacTBOPUTEJIsE BOJY. Pe3ysibTaThl
WCIIbITaHUH, TpejCcTaB/sieMble W3rOTOBUTeNeM (TOCTaBIUKOM) (UILTPOB, AO/DKHBI COOTBETCTBOBATh
KaKk MUHUMYM Tpe0OBaHUSIM IO COJep>KaHUIO SH/IOTOKCHHOB, YCTaHOBJEHHBIM (hapMaKkoreHHbIMU
TpeOOBaHUSIMU K BOJI€ ZIJIS1 HHBEKI[UH.

167. Tlonb3oBaTenb (UILTPOB O/DKEH TOJTBEPAUTh OTCYTCTBUE TOCTOPOHHUX COeAUHEHU B
bunbTpaTe, TIPUMEHsIT TaKWe aHA/JIMTHUECKWe MeTO/bl, KaK W3MepeHHe COJep)KaHHs 0OIero
OpraHuUYeckoro yrjepojia; ®Pypbe - CIEKTPOCKOMUs; BbICOKO3(h(eKTHBHAs >XUJKOCTHas W Tra3oBas
xpomaTtorpadus ¢ Macc-ClieKTpOMEeTPUYECKUM J1eTEKTOPOM U Jp.

168. VcmblTaHre Ha SKCTparvpyeMble BellecTBa IPOBOAUTCS B Oosiee »KECTKUX YCIOBUSX 10
CPaBHEHHMIO C pabourM pexXuMoM ¢uuibTpa ((UIBTPALMOHHONW CHUCTEMbI) (HampuMep, MHOTOKpaTHast
LUPKY/ISIUss  Hebosbioro obbeMa TPOAYKTa WM MOJENBHOTO pacTBopa depe3 (UIBTP TIpH
TeMriepatype, 6/113Ko# K BepxHeMy pabouemy nipefienty ¢unbTpa). Kpome Toro, Bce KOHTaKTUPYIOLIHe C



JKUJTKOCTBIO KOMITOHEHThI OTZieIbHOT0 (hUIbTpa U BCel (hUIbTPALJMOHHON CHCTEeMbl HCIIBITHIBAIOTCS Ha
COBMECTUMOCThL C (UIbTpyemMbiM pacTBopoM. OileHKa COBMeCTUMOCTH ¢ubTpa ((hUIbTpaliOHHOMN
CUCTeMbI) U TMPOJYKTAa He [JO/DKHA OrpaHUUMBAThCS TOMBKO OI[eHKOW XapaKTePUCTHUK MeMOpaH WiIu
¢uneTpoB. Ilpon3BojACTBeHHOe 000Opy/OBaHWE CreyeT OCMOTPeTh B IIe/isiX BBISBIEHUS CJIe[JOB
KOppo3uu B TPyOOMpOBO/|aX, KjaraHaX, CBapHBIX IIBaX M Hacocax (ec/iyd MPUMEHUMO), TPH U3yUYeHUr
COBMECTUMOCTHU (DUIbTPALIMOHHOM CUCTEMBI U TIPO/IYKTa.

MoaTBepXaeHue LeNoCTHOCTU (hunbTpa B NpoLecce aKcnyaTauum

169. CnenyeT moATBEpAMTL CITIOCOOHOCTb GUIBTPA WU €ro KOpIyca COXPaHATh I1eJIOCTHOCTh TIPU
CTepUIM3al[iKi U MIPOXOXKI€HHUH Yepe3 Hero ra3a Wid KUAKOCTH (B TOM UHCIIe TIPU U3MeHeHUH [1aB/IeHUs
WK TI0TOKa Ta3a (KuAKOCTH)). VcribiTaHue 1]e/IOCTHOCTH (UibTpa TPOBOJAUTCA [0 GUAbTPALMM U
nocse GUAbTpaIUY, s TOTO UTOOBI 0OHAPY)KUTH JFOObIe HETUIOTHOCTU WU Tiepdopaliiu, KOTOpble
Morii 00pa30BaThCs BO BPeMsI TEXHOJIOTMUECKOT0 TIporiecca.

170. Bo Bpems Bamujaluu GUILTPOB CJieflyeT YCTaHOBUTh KOJIMUECTBO LIMKJIOB OUWCTKU
(crepunuzaiiu) (GUILTPOB W KOJMMUECTBO Cepuii (UILTPYeMOro TPOAyKTa [Jid KaXKAOTOo THIla
¢bunbTpoB. B njeansHOM ciyyae ofiH Habop (KOMIIEKT) (GUIbTPOB CTePUTU3YIOLLETO YPOBHS Clie/lyeT
WCI10/1b30BaTh MPY MPOM3BO/CTBE TOIBKO OFHOM Cepry MPOAYKTa.

171. Tlpu BanujaLyMu npoliecca CTepuirsyolleit GuabTpanyu, GuUabTpaLyoo NPOBOJSAT B TeUeHHe
TOTO >Ke T[epuo/la BpPeMEHM U B TeX >Ke YC/AOBUSIX, NPU KOTOPBIX OCYIEeCTB/SETCS peasbHast
CTepuiu3syioliasi puUIbTpaLsi B Tpoliecce NMpou3BoAcTBa. Bo Bpemsi Banuzaluu ciefyeT yCTaHOBUTh
BpeMsi, 3aTpauuBaeMoe /i1 (PUIbTpAL[UM W3BECTHOTO OObeMa pacTBopa U Tieperaj, /JaBJeHwus,
co3zaBaeMbiii Ha ¢unbTpe. JItoOble 3HAUMTe/TbHBIE OTK/IOHEHHWsS OT JIaHHBIX TapaMeTpOB B TIpoljecce
TPOM3BO/CTBA C/ieAyeT 3a(pUKCUPOBaTh U UCC/e10BaTh.

172. Tlocne TOro, Kak npoLecc CTepuin3yrolleli ¢hpuabTpaluu yCIellHo BaluIMpOBaH il JaHHOTO
BUJla TIPOJyKTa, Tpoljecca TPOW3BOACTBA W (PUIbTpa, C/iefyeT MPOBEPUTh, UTO 3aMeHa (UILTPOB
CTepWIN3YIoIIlel YCTaHOBKU UJeHTUUHBIMU (PUIbTpamMu (MeMOpaHaMy WA KapTPUPKaMH) He TIOBJTUSIET
HeraTWBHO Ha CTePU/IbHOCTD MPOAYKTA.

Banupauunsa npouecca nuocunusayumn

173. CocTaBHBIMU UaCTSIMU Ba/W/jaliuu Mpoliecca TUohUIn3aluu sBisiioTCs:

MIMUTALs [poLiecca,

Ba/IUaLUsl OUMCTKY;

HCIBITAHUA MPOAYKTa BO BpeMA PYTHHHOI'O TIPOMU3BO/CTBA.

174. Banupaiuio ripoiiecca JAUOGUIM3ALMUA BBITIONHSIOT TOC/Ae KBaM(PUKALIMA MOHTaXka W
(GyHKI[MOHUPOBaHUS TMOPUIBHOM YCTaHOBKH, BO BpeMsi KOTOPBIX C/ie/lyeT MPOBEPHUTh:

1[e/IOCTHOCTb TMO(MUIBHON YCTAaHOBKHU (BK/TFOUAsi UCTIBITAHUS HA YTEUKY);
paboTy crUCTeMbI KOHTPOJISI TeMIIepaTyphbl B KaMepe JTHOGUILHON YCTaHOBKY;

pacrpe/iesieHre TeMriepaTyphbl B Kamepe JTMOGUIbHON YCTaHOBKUY;



T0C/ie/IoBaTe/IbHOCTh Orepalyii 1UK/Ia TM0GUIU3alin.

175. Bo Bpems Banualuu Tipolecca AMO(GUIN3alyK UCTBITAHUI0 U KOHTPOJIIO TIOAJIeXar
C/lefiyroliye 371eMeHThl rpoLiecca:

riepeMelrjeHe MPOyKTa B IMOPUIbHYIO YCTAHOBKY U U3 Hee;
yKyropuBaHue (h/1lakOHOB;

CcTepwIn3alus TMo(PUIbHON yCTaHOBKY;

CTepuIU3alus repeZlaTOYHbIX YCTPOMCTB (KacCeT WU MO/JOHOB);
Je3rH(MeKIIUs repelaTOuHbIX YCTPOUCTB (KacceT UK MO/ 0HOB).

176. Bo BpeMsi Banujalivy mpotiecca JMopuan3aliy ciefyeT U3yuuTh (akTophbl, IPUBOJSALIME K
YCJIOBUSIM HaUXY/ILLET0 CLieHapusi U YyCTaHOBUTD UX MapamMeTphl:

MakKCuUMa/bHbIi WHTEepBa/l BpeMeHW MeXKJy T[OBTOPHbIMM CTepUIM3aALUSIMHU  JUO(PUIbHOU
YCTaHOBKY;

MaKCHMasbHbId MHTEpBal BpPEeMEHU MeXJy CTepuau3aliell yCTaHOBKM U JvoduInsanuei
TIPO/IYKTa;

MakKCUMaslbHOe KOJTMYEeCTBO 3arpy’kaeMbIX KacCeT WK MOAJ0HOB, MPOJO/DKUTE/TbHOCTh Orepalui
3arpy3KH, MPO/J0/DKUTETbHOCTb CTaZIMU TUO(DUIBEHOM CYIIIKHU.

177. Bo BpeMsl BaaufaLyy IpoLecca JMo(pUIn3aliy MpoBepsitoTCs BCe KOH(UIypaluu 3arpy3Ku
KaMepsbl JTMO(UIBHON yCTaHOBKH, KOTOPbIe MOTYT IIPUMEHSTHCS B TeKYyLleM MpoLiecce IPOM3BOACTBA C
yUeToM KOHCTPYKIIMOHHBIX OCOOeHHOCTell Kamepbl THO(GUIbHONW YCTaHOBKHM. Takke, TpoBepsieTcs
Ha/Muye HernocpeJCTBEHHOIO KOHTAKTa C OXJIaXKJaeMOU ITOBEPXHOCTBIO KacCeThbl U MOAL0HAa BO BCeX
TOYKax /il obecriedyeHWs PaBHOMEPHOTO 3aMOPa’KMBaHHWSI TPOAYKTa W 00pa30BaHUS OJHOPOJHBIX
"KyCKOB JIbla" B Ka)K/JOM KOHTeliHepe. Pa3Hulla TemriepaTyphl OX/laXKAarollell ¥ HarpeBarollell CpeJibl
Ha BXO/le U BBIXOJle U3 T0JIOK JIMO(MUIbHOM KaMepbl J0/DKHA ObITh MUHUMAIbHON. DTO [JOCTUTaeTCs
IyTeM paBHOMEPHOM 3arpy3kKd KacceT WIM TOJJOHOB M [JOCTaTOYHOM LMPKYJ/ISLIMeN Cpefbl
TeruioHOcHTe s. Huskas Temmnieparypa, KoTopast oJep>KUBaeTCs B KacceTax WM MOAJ0HAX Ha CTafuu
3aMOpaXUBaHMs, MOAOMpaeTcss MCXOAs U3 (PU3MKO-XMMHUYECKHUX CBOMCTB JIEKAPCTBEHHOTO CPEZCTBA.
Criegyer perucTpupoBaTh 37IeKTpUYeCcKoe COIPOTUB/IEHWE T[IPOAYKTa /Ji OLeHKU CTelleHU ero
KpUCTa/I/IM3alii WM PeKpUCTA//IM3alid U WCII0/Ib30BaTh [IAHHBIM [I0Ka3aTelb B KauecTBe
TIepeMeHHOr0 flapameTpa yIipaB/ieHUs] TeXHOJI0TUYeCKUM ITPOLIeCCOM.

178. VcniplTaHus C UCIIO/Ib30BaHWEM MeTO/a MOZe/IUpPOBaHUsl acelTUYeCcKoro Iporecca J0/KHbI
VMUTHPOBAaTh XOJ, TeXHOJIOTMYeCKOro mpoliecca MPOU3BO/CTBA JIeKapCTBEHHOIO MpernapaTa U yC/I0BUS
OKpY’Karolllel ITPOM3BOCTBEHHOW Cpe/ibl, BK/IIOUas Cy1eyolye 3Tarbl:

HaroJIHeHUe eMKOCTH (KOHTelHepa) IPOAYKTOM;

TIpe/IBapuTe/IbHOe HaJileBaHHe KOJITaukoB (MPoOOK) Ha KOHTelHep;

repeMeleHle KOHTeHHEPOB K TMO(UIbHOW yCTAHOBKE, UX 3arpy3Ky U BbITPY3KY;



BbI/IEP>KKY KOHTeHHepOB B TMO(MUIbHON yCTaHOBKE;

TpoLIecC BaKyyMHUPOBaHUsI KOHTEHEPOB, TVIOTHOE YKYTIOPHBaHHe KOHTEMHePOB MPOOKOii 3a cuer
JlaB/IeHUs] IPOTHUBHS U/IU TOJKU.

179. HamonHeHWe KOHTeWHEpOB CpeJaMd [O/DKHO HWMHUTHPOBaTh TMpoOLiecC JUoQUIn3alym
HaCKO/IBbKO 3TO BO3MOXKHO, 3a WCK/IIOYEHWEeM CTaJuM 3aMOpaXMBaHUS COZEpPXXUMOr0 KOHTelHepa.
@®aKTHUECKOT0 3aMOPa)KUBAHUS WM "3aKUTIaHUSA" JKUAKOW MUTATebHON cpefbl cieayeT u3beratb. Bo
BpeMsl BBITIOJTHEHUSI YCTaHOBJIEHHBIX TMPOLIeAypaMy BaluJalviyd paboT 1O HaroJHEeHWI0 KOHTeHHepoB
MUTaTeIbHBIMU CpeZlaMu CJie[lyeT yueCTb BCe PyUHble MAaHUMNYJ/ISILUA U HEOTheM/IeMble BMellaTeIbCTBa,
BK/IIOUasl yjla/ieHre KpbIllieK MPOTUBHEM WM TMOAJOHOB B KaMepe TpH 3arpy3ke (IakOHOB U aMITyJ,
YCTaHOBKY TeMIlepaTypPHbIX JaTUMKOB U pa3rpy3Ky Kamepbl U Jp.

180. JInoduam3npoBaHHbIM MPOAYKT C/ie/lyeT MOABEPTHYTh UCTIBITAHUSM /i1 TIOJTBEP)KJEHUS ero
COOTBETCTBUS C/IeAYIOLLMM YCTaHOB/IEHHBIM [10KAa3aTesIsiM:

CTepUIbHOCTE;
CTaOW/ILHOCTB;

cojiepyKaHue OCTaTOUHBIX paCTBOPUTEJIel;
CMOCOOHOCTH K PaCTBOPEHHUIO;

BHEILIHUW BUJI;

aKTHBHOCTb;

OJJHOPOJIHOCTb.

181. VicribiTanus ciaeyeT BBIIOMHATE COTJIACHO YCTAHOBIEHHOMY ITPOU3BOAMTE/EM TIJIaHy 0TOOpa
ipob.

MapameTpbl KOHTPONA U MapPLLPYT Npouecca nuodunusaymm

182. TTockoabKy BO BpeMs mpoliecca aMo(uim3alyy BoO3yX U3 Kamephl yJaiseTcs, a 3aTeM BHOBb
B Hee T0/IaeTCs, MeCTa BBO/la MaTPyOKOB y/aneHuss U MOJlauM BO3/lyXa OCHAIAIOT CTEPUIU3YIOL[UMHU
¢unbTpamu. Ecnu npesycMoTpeHa nojiaya Jpyrux rasoB (Harpumep, a3oTa, YI/IeKUC/IOro rasa) AJis
cbpoca BakyymMa WM 3allUThl TPOJYKTa, TO JMHHUU BBOZAA 3THUX Ta30B TaKXKe CJieflyeT OCHACTHUTHb
CTepUMU3YIOIIUMU (DUTBTPAMHU.

183. UToObI MOATBEpAUTH CITIOCOOHOCTH 000PYJ0BaHMS 06ecrieurBaTh KOHTPOJIb U TTO/I[€P>KUBATh
HaJjieXkalllie TapameTphl Tpolecca avo¢uIu3aluu (faBjieHue, TemrepaTypy, BpeMsi), a Takxe
obecrieunTh HaJIE)KHOE BOCIIPOM3BeJieHWe [OMYyCTUMOTO YPOBHSI BJIQ)KHOCTH B TOTOBOM TIPOAYKTE,
cielyeT MPOBOJUThL aHa/IM3 COJiep)KaHUsi Bjlarkd B TOTOBOM TIPOAYKTe U 0(OPMJISTH €ro pe3y/bTaThl B
nmUcbMeHHOM Buzie. OTK/IOHeHUs] B obecrieueHUH TpeOyeMoro YpPOBHS BIaXKHOCTU B TOTOBOM TIPOJYKTe
MOTYT TMPUBECTH K TOMY, UTO T'OTOBbIM MPOAYKT OYJeT UMeTb MEHBIIYI0 aKTUBHOCTb U CTabWUIBLHOCTS,
yeM 3TO yCTaHOBJIEHO B crieli(uKaly (HOpMaTUBHOM [IOKYMeHTe M0 KauecTBY) U B MHGOPMaLUM O
JleKapCTBeHHOM TIperiapare.



184. TlnaHWpoBOYHOe pellleHWe TIOMeIleHHs, B KOTOPOM pacriojsiaraeTrcss 00opy/oBaHUe
HaTO/THEeHUSs], MMOGWUIN3ALUH U YKYTIOPDUBAHMUS, [0/DKHO OBITh BBITIOJIHEHO TaK, 4TOOBI TepeMelreHue
OTKPBITOTO TIPO/IYKTa B HEM ObLIO CBEZIEHO /10 MUHHMYyMa.

MNepemelyeHre B MMOUIbHYIO YCTaHOBKY

185. Banupaiusi miepeMelrieHusl TMPOAyKTa B JMO(PUIbHYHO YCTAaHOBKY W HW3BJIEUEHHS] U3 Hee
BKJIIOYAeT B ce0s:

KBa/TM(PUKALIUIO TIOMEL[eHUH U JIOKAJbHBIX TPOU3BOZCTBEHHBIX 30H C OZHOHAIPAB/IEHHBIM
MOTOKOM (MJIBTPOBAHHOTO BO3/lyXa IyTeM WCII0/b30BaHUsS (U3UUECKUX M MHUKPOOMOIOTHUECKUX
METO/IOB;

dTTeCTallMi0 II€PpCOHA4/d, IIpPUHHMMAIOIIEro y4daCctue B [ddaHHOM IIpoLiecce, C MCII0J/Ib30BaHHsA
MI/IKDO6I/IO]IOFI/IIIECKI/IX TeCTOB,

UCII0/Ib30BaHHE MeTO/la MOJIeJIMPOBAaHMsI aCeNTUUYEeCKOro TpoLjecca IMpPU MMHUTALUM PeasbHbIX
TEXHOJIOTUYECKHX TIPOeCCOB W YCJIOBWW TepeMelleHus] TPOAYKTA, WCK/IIOUasi —Oreparjyio
noduIM3aIum.

OuuncTKa, ge3nHdekymsa u ctepunusaymsa NMouibHON yCTaHOBKN

186. Crnenyer fo/mKHBIM 00pa3oM TIPOBOAWTH OUMCTKY U [Ie3MH(MEKI[UI0 BHYTPEHHHUX
MOBEPXHOCTeN JTMO(PUIBLHONM yCTaHOBKM, BKJ/IOUasi JIMHUM CTOKa BOJHOrO KOHZeHcaTa. [Iporeaypsl
OUMCTKHU U Jle3uH(eK1H JTMO(UIbHON YCTaHOBKU CJie/lyeT BaluUpOBaTh.

187. JluodwunbHasg yCTaHOBKA [IO/DKHA TIPOXOJWUTb CTePUIM3allui0 uepe3 oOmpejie/ieHHbIe
VHTEepBaJibl BpeMeHU. DT UHTepPBajibl MOTYT 3aBUCETh OT BH/A MPOWU3BOJUMOrO MPOJYKTa WM [JPYTUX
(akToOpoB, M yCTaHaBAMBAKOTCSA Tpu Banujauuu. CrenyeT orpefenuTb MaKCHUMalbHO JOMYyCTUMBbIN
VHTEepBaJl BpeMeHU MeXX/ly CTepun3aliieil i HauajJoM HOBOTO LIMK/Ia TUO(MUIBHON CYLIKU.

188. Metoabpl  cTepunusalud  JUOMUIBHBIX ~ YCTAHOBOK  C/ief[lyeT  BajUAUpOBATh.
IIpeanouTuTe/IbBHBIMUA SB/AIOTCSA METObI CTEPU/IM3AaLMM NTapoM WM rasoM. Bamypaiys crepunmsanyu
MMoGUILHONM yCTaHOBKM BKJIFOUaeT B cebsi:

YCTaHOBJIEHUE OJHOPOJHOCTU TeMIlepaTypbl CTePUINU3aL1Y;

oripe/iesieHue "X0JI0/IHbIX MSITeH";

MO/ TBEepPyKJeHre BOCIIPOU3BOJAUMOCTH Pe3y/IbTaTOB CTepUIU3aLivi.

189. ®dusnueckrie MeTOJbl KOHTPOJII Pe3y/bTaTOB CTEPWIH3AI[MM MOTYT ObITb 00OOCHOBaHbI
MHUKPOOMO/IOTUYECKUMH ~ METOZIaMH  KOHTPOJISI  pe3yJIbTaTOB CTEPWIM3AIMM C  HCIO/Ib30BaHUEM
OroIOrMUeCcKUX MHAUKATOPOB. broiornueckre MHAUKATOPKI C/leyeT pa3MelljaTh B TOUKaX BO3MOKHBIX
BO3/JYILIHBIX "'KapMaHOB' WA B TOUKAaX BEPOATHOIO CKOTIJIEHWs KOHeHcara.

190. IlporpamMmMa MOHUTOpPHWHrA Mpoliecca JMo(QUIn3alyy, B TOM UKC/e peryspHOe MpoBefeHre

WCTIBITAaHWH MMUTAL[MM  TIPOM3BOJCTBEHHOTO TIpoLlecca, BK/IOYaeT B cebs Bce Bamuaupyemble
rapameTphl.



Banugauus npoueccoB cTepunnsaymm

191. Tlpotuecchl cTepwIM3aliy MPOJYKTa, YIIAKOBOYHBIX MaTepHaioB, 000PY/IOBAHUS, OAEXIbI,
BCIIOMOTaTe/IbHBIX TPUHA/|Ie)KHOCTeN (Zasiee - TIPOLIeCChl CTepUIM3aliii) pa3pabaThiBalOTCsl C YUeTOM
MPUPO/IbI CTEPUIN3YEMbIX MaTepuasoB, B/USHUSL TeMIlepaTypbl U MPOJO/DKUTETbHOCTHA CTePUIM3aLin
Ha CTaOWUIBHOCTH TIPOAyKTa (YCTOMYMBOCTH MaTepuasioB). OCHOBHBIMH METOJAMU CTePH/IH3al[|uH
SIB/ISIFOTCS] TepMUYecKasi CTepUIM3aliis C UCIO/b30BaHUeM B KaueCTBe CTePU/IM3YIOIIUX areHTOB rapa 1
CyXOro ’kapa.

192. CyxoxapoBasi CTepuIu3alusl UCIONb3yeTCcs [/ CTepuWIu3aluu U JelrMporeHu3anuu
KOMITOHEHTOB TIEPBUYHOM YTIAKOBKH, TEPMOYCTOMUMBBLIX Ma3eld M Maces, TBepAbIX CyOCTaHIMM u
BCIIOMOTaTeJIbHBIX Bel[eCTB, HEKOTOPOro 000py/10BaHKsI U HETIOPUCTLIX MaTepPUasoB.

Pa3pa6oTka LMKna crepunnsagum

193. [onyckaroTcsi pa3Hble MOAXOAbI K pa3pabOTKe I[UK/IOB CTEPUIM3ALMA. DTO 00YC/IOBIEHO
Pa3HOM yCTOWUMBOCTBHIO CTEPU/TM3YEMbBIX MaTepHaioB K TEPMUUECKOM 00paboTke.

194. MeTtoa, MHOTOKPAaTHOTO YHHUUTOXKEHWS MHKPOOPraHW3MOB (M30BITOUHOM 00pabOTKM)
npe/icTaB/isieT cOO0M CcaMblii MPOCTOM MeTO/] C TOUKU 3peHHs TIPOBE/IeHNs ero Ba/lkAaliy, HO TIPH 3TOM
CTepPUIU3YyeMbI OOBEKT TO/yuaeT WU30bITOUHOE KOJMUYECTBO TeIUla, UYTO MOXKET TOB/IUSATh Ha €ero
(GU3MKO-XMMUUECKHe CBOHCTBA M CTAaOWIBHOCTh.  [IPOTHUBOIO/IOKHBIM — TTO/IXOZIOM  SIBJISIETCS
WCTO/Ib30BaHHE MHUHMMATbHO HEoOXOJUMOM TeruioBod 00pabOTKH, C WCIO/b30BAaHUEM JAHHBIX TI0
peanbHOW OuoHarpy3ke. [Ijisi Ba/ualiid TaKOTO TPOLIECCA CTepUIM3aluy TpeOyeTcsi 3HAUMTeTbHO
Oosibllle BpeMeHH M pPecypcoB. TakXe MOXKeT MPUMEHSTbCS KOMOWHUPOBAHHBIA METOJ, BaUJALIUU C
UCIMO/Ib30BaHHEM  OMOHArpy3ku (OMOIOTMUECKOT0 HWHJWKATOpa), COYETAIOU[UM IPeuMyIecTBa
TI0/IXO/I0B, OTTMCAHHBIX B HACTOSIIIEM ITYHKTE.

195. Ha npotiecc TepMUYeCKOi CTepUIM3aLliuy BAUSIOT 3 OCHOBHBIX (pakTopa:
TeMIlepaTypa;

BpeMsi;

yCTOWYHMBOCTb MUKPOOPTaHU3MOB.

1151 COBMECTHOr0 aHaiv3a 3THUX NepeMeHHbIX B e/JUHOM CHhCTeMe, KOTOopasl M03BOJseT OLeHUTh
CIIOCOOHOCTh K TEMJIOBOMY YHHUTO)XXEHHIO MUKDOOPTaHM3MOB B KOHKPETHOM CTepPH/IM3allMOHHOM
L[KJIe, UCIIOJIb3YIOTCS C/leflyollye OCHOBHbIE TIOKa3aTe/In:

D - Bpems B MHHyTax, HeoOXogumoe [/isi CHYWDKEHHsS UMCIEHHOCTH MHUKPOOHOH TMOMyJsIAN
OrpeZie/IeHHOr0 IIITaMMa MHMKPOOPraHW3MOB TIpM 3a/laHHOM TeMmriepatype Ha BenuuuHy B 1,0
JecsatuuyHoro gorapubma (to ectb co 100% po 10% oOT mepBOHAYa/bHOM UMC/IEHHOCTH
MUKPOOPraHU3MOB);

F - skBUBa/ieHTHOe BpeMsl, HeOOXOAMMOe /Ijii YHHUUTOXKEHHsI Crel(UIMPOBAHHOTO KOJIMYeCTBa
MHKDOOPTaHMW3MOB C 3a/laHHBIMU XapaKTepHUCTUKaMH WX TepMOPe3UCTeHTHOCTH (TloKasaTesib Z), Tpu
JTAaHHOU TemriepaType 06paboTKH (t);



Fo - sxBuBaneHTHOe BpeMeHs, mepecurdTaHHoe /i1 TeMriepatypsl 121,11 °C, nokasaresns Z = 10 °C
TIpU 3a/IaHHOM Be/IMuMHe ToKasaress D121, paccuuTbiBaemoe 1o popmyiie:

F,=D,, (lgw_, -lg, )

rae:
Ig N, - JeCATUYHbIN JlorapudM uMcIeHHOCTH MUKPOOHOM MOMYIALKY [0 CTepUIU3aliiy;

IgN - mecsaTUUHBIN oraprdM YMC/IEHHOCTA MUKPOOHOM TOMYJISIL[MM MTOCIe [UK/Ia CTepUIU3alui;

Z - u3MeHeHHWe TeMIlepaTyphl B rpajycax, Heooxoaumoe s udmeHeHus B 10 pa3 mokaszatesns D,
orpezeneHHOro rpu Temriepatrype 121,11 °C (D121).

196. Vcnonb3oBaHue nokasatenei D, F u Z no3BonseT cpaBHMBaTh 3(PPeKTUBHOCTb pa3nUYHbIX
CTePUIM3ALMOHHBIX IIMK/IOB B (hapMalleBTHUECKOM MPOU3BO/ICTBE U SIBJISIETCS] TIPHEM/IEMBIM CIIOCOO0M
MO/ TBEP)K/IeHUs] KpUTepreB BaluAaLunu U 3¢ GeKTUBHOCTH TpoLiecca CTepuin3aliim.

197. TIoCKOMbKY CTepuM3aliusi SIB/ISeTCS BEPOSITHOCTHBIM TIPOLIECCOM B OTHOIIEHWH THOenn
MHKDPOOPraHM3MOB, C/ie/lyeT YUYMTbIBaTh BEPOSITHOCTh BbDKMBAHWS MUKPOOPTaHU3MOB B CTEPUIM3YyEMOM
00beKTe - YpOBeHb rapaHTUW CTEPUIBHOCTH (BEpOSITHOCTh KOHTaMHWHALUH). HpI/IEMJIEMbIM CUMTAeTCS
YPOBEeHb TapaHTHU CTEPUIBHOCTU (BEPOSITHOCTH KOHTAaMHUHALMK) He Oosiee 105, ror nokasarenns
WCIO/Mb3yeTCsl B KOHLENMM BaJWJalyyd Tpolecca cTepwiv3aiuu. Eciu  M3BeCTHbl  ypPOBeHb
repBOHaya/IbHOM KOHTAaMMHAL[UM W yCTOWUMBOCTb OPraHW3MOB K YCJOBUSIM CTepUIM3aLUU, MOKHO
paccuMTaTh BePOSTHOCTb MX BbDKMBAHUS TPH 3a/laHHbIX YCIOBUSIX. 3ajjaua Ba/luAaLMM 3aK/IH0UaeTcs B
TIIaTeJIbHOU OL|eHKe YC/IOBUM CTepUInM3alii U UCTIOIb30BAaHWU M3BeCTHOW OMOHArpy3KH AJIsi IPOBEPKU
TOTO, YTO B TIPOLIeCCe CTePWIM3ALUU JOCTUraeTcss HeoOXOJWMBbIM ypOBEeHb rapaHTHU CTEePUIBHOCTH
(BEPOATHOCTH KOHTaAMUHALIUN).

198. Meton u30bITOUHOV 00pabOTKM WCIONB3YeTCs, €eC/d TIPOAYKT MOXKeT BbIJ|epXKUBaTh
M30BITOUHYIO TEIJIOBYH0 00paboTKy (411 KOTOpOM Toka3zarenb Fo 2 12), 6e3 HeO/aronpusTHBIX s

MpoAyKTa Toc/ieCcTBUM. [laHHBIM TIOAXO0J OCHOBBIBAETCS HA MPEATNOJIOKEeHHWH, UTO MPOLecc
CTePpU/IM3allUd  O0JDKEH obecrieunTsb HMHaKTHUBAIIUIO BBLICOKOM KOHLIEHTPpallik MHWKPOOPTdHU3MOB,
KOoTOopasi He 00s3aTe/IbHO COOTBETCTBYET peaslbHOW OWOHAarpyske Tmiepef cTepuau3ailyell (TO eCTb,
VUWTBHIBAIOTCS YCJIOBUSI HAWXY/IIero cieHapus). [laHHble 110 peasbHOM OHOHarpyske u ee
Pe3UCTeHTHOCTU He TIPUMEHSIFOTCS /il OTpe/iesieHrs HeoOXoAUMbIX mokasatesieii Fo. TIpu pa3pabotke
I[UK/Ia CTepUIM3allid MeTOJOM H30bITOUHONW 00pabOTKM yCTaHABIMBAKOTCS TapaMeTphbl IUKJ/IA,
rapaHTUpYymOIie, 4TO CaMasd XOJ/I0AHAsd TOYKA BHYTPU 3aIrPYy3KW IOJYUUT TakKOe€ KOJ/IMUeCTBO Terl/ad,
KOTOpoe 00ecreunT CHI)KeHHWe urc/la MUKPOOPraHM3MOB IO KpaiiHeli Mepe B 12,0 AecTUUHOTrO
norapuMma, A7 rokasaresist D121 coctapsisitoiiero He 6osiee 1 MUH (TO eCThb [Jis1 3TOM TOUKU TIOKa3aTes b
Fo = 12).

199. IMoaxop, cBsi3aHHBINA C OL|EHKOM BepOSITHOCTU BbDKMBAHUSI MUKPOOPraHW3MOB MCIOJIb3YeTCs
JUIsl HeJOCTaTOYHO TePMOYCTOMUYMBOIO TPOAYKTa, a Takxke AJisi obecrieueHus: Oosiee MPOAOIKUTETHHON
CTabW/ILHOCTH TPOJAYKTa Tocie crepwiusaiuu. OmpezeneHre MUHHAMAa/JbHOTO TioKaszatens Fo mipu
WCII0/Ib30BaHMH TI0/IX0/la C OLIeHKOM BepOSITHOCTH BbDKMBAHUSI MUKDOOPTaHM3MOB OCHOBBIBAeTCSl Ha



KOJIMUeCTBe MUKPOOPTaHU3MOB (O1oHarpy3Kke), 0OHapykeHHOM B JaHHOM IPO/JYKTe U UX YCTONUMBOCTH
K TeryioBoi obpaboTke.

200. ITpu ucnonb30BaHUU MeToZia U30BITOUHONM 00pabOTKM M MeTo/la C OLEHKOW BepOSTHOCTH
BbDKHMBaHUSI MUKPOOPTaHW3MOB CJIelyeT MPOBECTU W3yueHHWe pacIipe/ie/ieH|sl U TIPOHWKAHUS Teryia B
Kamepe CTepPU/IM3aTopa, YTOOBI OMpe/ieITh KOJMUYECTBO TeIUla, TMOCTymarollee K Haubosiee MezjieHHO
HarpeBaeMoM eJWHUIle TIPOJAYKTAa B KaKAOW 3arpy3ke. Ba/iual[OHHbIE WCIIBITAHUS  JOJDKHBI
TO/ITBEP)K/IaTh, UTO 3Ta eJUHUILIA TIPO/IYKTa T0J/IyuyaeT MUHUMAaIbHO HeOOX0JUMBIH MoKa3saTesb Fo.

Banugauus npoueccoB cTepunnsayum napom

201. Banygauusi mpoLiecCOB CTEPUWIM3ALUMM MMapOM 3aKJ/IF0UaeTCsl B BBITIOJIHEHWH BCeX TPOrpaMm
CTepWIn3al[iy CO BceMH BUIaMU MaTepyasioB (TIPOAYKTORB) U MOC/IeAYIOIUM PacueToOM 5KBUBA/IeHTHOTO
BpeMeHM cTepuan3aluu (rokasaressi Fo) /51 pa3/MUHbIX y4aCTKOB 3arpy3KH, a TakKe MOATBep KAeHUr
CTePWILHOCTH 3arpy3KH I10 3a/I0)KeHHBIM B Hee OMOMHAMKATOpaM | 110 MUKPOOHOJIOTHUeCKOMY aHa T3y
00pas1|oB U3 caMo 3arpy3Ku.

202. Bamupaiust Tipoljecca CTepWIM3aliud KOHKPETHOM 3arpy3Kd ONpefie/IeHHOTO —BHUja
CTEpU/IN3yeMbIX OOBEKTOB SIBJISIETCS KOHEUHOW CTajued, TOoATBEep)KAarolield  MpPUTrOAHOCTD
pa3pabOTaHHOTO I[UK/IA CTEPU/IM3AL[UM, U OCYILECTB/ISIETCS MOC/Ie BBIMOHEHUS] CTAAUH KBaTU(PUKALIUH
MOHTa)Ka, (PYHKIIMOHUPOBAHUSI U JKCIUTyaTallid CTEPUIM3AlMOHHOTO 00opyZoBaHus. [Tepes Hauaiom
M3yueHHs MPOHMKAHUS Ter/ia B KOHKPEeTHYH0 CTePU/IU3AIMOHHYIO 3aTPY3Ky U BBIMIOIHEHUS] UCTIBITAHUM
c OuwonornueckumMu mpobamMM  CielyeT TIPOBEPUTh U  KBaIU(UIMPOBaTh CTEPUIN3AI[MOHHOE
obopyoBaHue.

203. Basmupanys ripoijecca CTepuId3aliii BKIIOUaeT B cebs:
KBa/IM(UKALIMIO CTePU/IN3aTOPa;

Ba/IUAI[MIO peXKKUMa CTepUIn3aliiy;

Ba/IM/IaLiM0 KOH(MUTypaluK 3arpy3Ku.

BaJ'II/I,Z[aL[I/IH nponecca CTepu/an3aliii BBITIOJIHAETCA B CTaHAAPTHOM 3KCILTydTdlJHOHHOM peXXHume C
3&pr3KOﬁ peaJIbHbIM MdTe€pHUa/iOM.

204. V3yueHue pacripefiesieHUsi Tellsla BBITIOJIHSETCS [Jjisi TOTO, UTOOBI OMpeZenuTb U3MeHeHUs
TemriepaTyphbl 1Mo Bceil Kamepe. OHO 1O/DKHO ObITh 3aKOHUYEHO /10 TIPOBe/leHUs] U3yueHUsl TIPOHUKaHUS
Teria B 3arpy3Ky. OTH WCIbITaHKUS BBITIOJHSAIOTCS /ISl yCTOW U 3arpy>KeHHOM KaMepbl B COOTBETCTBUU
¢ odopM/IeHHBIMY B MMUCbMEHHOM BH/le TIPOLielypaMy C WUCI0J/Ib30BAaHUEM JIJisl TIOJTyUeHUsT pe3y/ibTaToB
M3MepeHui TeMITepaTyPHbIX AAaTYMKOB. TemmepaTypHble AATUMKH TOJJIeXaT KaauOpoBke mocie 3
MPOrOHOB Ka&XJOro ILWK/jAa crepuausauuu. [Ipy Banuzanuy mnpoliecca CTepUWIM3alyd — ClleflyeT
YCTaHOBUThL T[I0Ka3aTejud OJHOPDOJHOCTH TeMIlepaTypbl, OCHOBaHHble Ha TWIle CTepuau3aTopa U
creliuprUeCcKUX NapaMeTpax IpoLecca.

205. TTporoHsl 10 U3y4eHUIO pacrpe/e/ieHus Terla B yCTOM Kamepe, Kak MPaBU/I0, BBITO/IHSOTCS
BO BpeMsi KBa/M@puKauuk (yHKUMOHUPOBAHUS 000pyZoBaHMsA. OTH TIPOTOHBI BBITIOJHSIOTCSA C
WCII0/Ib30BaHeM MAaKCUMa/IbHOTO M MMHHMMA/bHOIO BpPeMeHM LiMK/a CTepuIu3alid U TeMIlepaTypbl
[[MK/Ia CTepWIu3aluy, CrelMULMPOBAHHBIX AJIS1 BaIuAupyemMoro obopyzoBaHus. VcmbITaTesnbHbIE
TIPOTOHBI C/le/lyeT TIOBTOPUTh He MeHee 3 pa3 /Jisl KaK/0ro Mpe/iBapyuTe/bHO YCTAaHOBIEHHOTO BPEMEHH!



[[UK/Ia CTePUIM3allud W TeMIlepaTypbl [UK/a CTepWIN3al[iH, /ISl TOTO, UTOObl yCTAaHOBUTh KapTUHY
pacripezie/ieHusi Teljla B Kamepe, a Tak)Ke OINpeJe/UTb TOYKKM C CAMbIM Me[JIeHHbIM Da30rPeBOM.
KonuuecTBO UCIO/b3yeMbIX TeMIlepaTypHbIX JaTUMKOB TPU U3yUeHWH pacripefiesieHusi Terjia MOKeT
BapbMPOBaTh B 3aBUCUMOCTH OT pa3Mepa KaMephbl CTePUIN3aTopa, UX MeCTOINosoxeHre (GUKCUPYeTCs
JIOKyMeHTanbHO. [laHHBIE, TIOJlyueHHble W3 BCEX TIPOTOHOB, MAO/DKHBI ObITh 00BLeAMHEHbI B BHje
TeMIlepaTypHOro npodu/is KaMepbl U [JOJDKHBI MIOATBEPXK/1aTh paBHOMEDHOe pacrpejie/sieHre Teria 1o
BCell KaMepe CTepuIn3aropa.

206. V3yueHue pacripefiesieHusl Terula B 3arpy’keHHOM KaMepe CTepuId3aTropa NpPOBOJUTCS s
MO/TBEPXK/IeHUSI TOT0, YTO camas XOJI0JHas ejMHULIA BHYTPU Ipe/iBapyTe/bHO OIpe/ile/IeHHOM CXeMbl
3arpy3ku (BK/IOYasi MUHUMAa/JbHYI0 W MaKCHUMaJbHYIO 3arpy3ku) Oy/leT TOCTOSIHHO TOJBepratbCsi
JI0CTaTOUHOMY JIeTaJbHOMY BO3Z,eMCTBUIO Terjla (MMHMMAaIbHON BemrunHbl Fo).

207. W3yueHWe TIDOHWKAHWs Teryia TPOBOJAMTCS [/ KaKAOr0 BHZAA 3arpy3Ku KaXOro
CTEPUIM3AL[MOHHOTO I[MK/IAa C WCIO/b30BaHUEM I[1apaMeTpPOB CTePW/IM3alUd, YCTAaHOB/IEHHBIX [IJIs
PYTHHHOTO TIPOM3BO/ICTBEHHOTO IWKia. [Ipy W3yueHWM TPOHUKAHUWS TeIyla YUWUTHIBAETCS BIIHSHUE
cnenyromux GakToOpoB:

pa3Mep U KOHCTPYKLUA KOHTEﬁHepOB;
MaTepHaJsl, U3 KOTOPOIro U3roToBJ/IEHbI KOHTEﬁHepbl;

BSI3KOCTh pacTBOpa W 00beM Haro/iHeHWs] KOHTelHepa (KOHTeliHep /0/DKeH ObITh Haro/JHeH Ha
MaKCHUMa/bHbIi 00BeM pacTBOPOM C TEIJIOBBIMU XapaKTePUCTHUKaMH, COOTBETCTBYIOIIMMHU HauboJiee
Me/lJIeHHO HarpeBarollleMycsi paCTBOPY, CTePU/IM3yeMOMY B OTpe/ieJIeHHOM LIUKJIe).

JaTumky pasmeljaloT B Haubosnee MeJJIeHHO HarpeBaloIleMcsl yuyacTKe —PpacIloioXKeHHs
KOHTEMHepOB (ec/v 3TO MPMMEHUMO Ha MpakTHKe). BONbIIMHCTBO M3 KOHTEMHEpPOB Takke ClefyeT
pasMecTuTh B Haubosiee MeJ/i/IeHHO HarpeBaroll{eMCsl yuyacTKe Kamepbl CTepu/Iv3aTopa IpU JlaHHOM
CXeMe 3arpysKd, OIIpeJile/IeHHOM B XO/le U3yueHus IPOHUKaHWs Terula. B 3aBMCMMOCTU OT pa3smepa
KOHTelHepa [JJi1 WJeHTU(UKAlMM ero XapakTepUCTHMK [0 IIPOHMKAHWUIO Telsa U OIpeZe/eHUs
"XONOAHOTO TIAITHA" MOXKET TIOHA00MThCS TIPOBe/IeHHe TIPeJBAapUTE/ILHOTO  TeMITepaTypHOTO
KapTUPOBaHUsl KOHTEMHEpPOB TeMIlepaTypHbIMU JaTuyMKaMy, I[OMeLeHHbIMHM BHYTPU KOHTelHepa C
IPOJYKTOM.

208. Tlocne wupeHTUUKaMU Hauboree MeJjieHHO HarpeBarolleiicss eJUHULIBI  3arpy3Ku
BBITOJ/IHSIETCS. TI0 MeHbIlleli Mepe 3 TOBTOPHBIX MNPOrOHa LIMK/IA CTepUIU3aLUM /s NOATBep)K/eHUs
TOro, 4to HeobxoivMasi BenmurHa Fo [ mporjecca CTepuaM3aldd MOKeT OBITh BOCITPOM3BOAMMO
JIOCTUTHYTa 1 BCel 3arpysku. Ilporjecc curraeTcss mpyurofHeIM IOC/Ie TOrO, KaK Takoe MOCTOSTHCTBO
JIeTasIbHOTO BO3/I€HCTBUSI TeMITepaTypbl Ha MHKPOOPraHM3MbI OBIJIO COOTBETCTBYIOIIMM 00pa3om
MO TBEPXKEHO.

Banugaumsa npouecca npy HenocpeacTBEHHOM KOHTaKTe napa
CO CTEepUIN3yemoii 3arpys3Koii

209. TIpotiecc cTepuM3ariii HEKOTOPBIX MaTePUAsoB (OZeXKIbl, Pe3UHOBBIX MPOOOK, MOJTUMEPHBIX
TPYOOK, ChEMHBIX 3/IEMEHTOB 000pY/JOBaHMs C TIOJIOCTSIMU U OTBOJ]aMH) BBITIOJTHSETCS, KaK TPABUIIO, C
WCII0/Ib30BaHWEM HacChIIIeHHOT0 BOZSHOTO napa. KputuuyeckuMu (akTopaMu 3TOro Tipoliecca, KOTopbie
TMO/I/IEXKAT OLIeHKe, SIBJISIIOTCS:



yuCcTOTa mapa (MOCKObKY NMPOMCXOAUT HEeNoCpeJCTBeHHBbIM KOHTaKT Iapa CO CTepPUIM3yeMbIMU
TOBEPXHOCTSIMH);

TI0/IHOTA y/la/leHnsl BO3/lyXa U3 3arpys3Ky;
repMeTUYHOCTh Kamephl (ITPYU UCII0/Ib30BaHUU CTalM BaKYyMHUPOBaHU);
OCTaTOYHas BJIa)KHOCTb MPOCTEPU/IM30BaHHbIX MaTepuasoB.

210. IlpousBoguTesnto ciefyeT YCTaHOBUTb OCHOBHBIE TOKAa3aTe/lXd KayecTBa Iapa M BbIMOJHUTh
aHa/iM3 KoOHjJeHcaTa uucTtoro mnapa. C TOMOLIbI0 TMOAXOJSALIMX HWCIMBITAHUNA  BbITIOJHSIETCS
JIOTIO/THUTE/TbHAsi OLleHKA COOTBETCTBUS XapaKTePUCTHK Iapa ero HacChIlleHHOMY COCTOSIHUIO.

Banupauus crepuamvsaymm U LeNOCTHOCTU
BEHTUNALUOHHBIX (PUILTPOB

211. Tlpum Banmupauuu CTepyuaM3aliuM CjieJyeT yCTaHOBUTH 3¢ (deKTUBHOCTL Tpolecca
CTepyuIu3alui W  TOATBEPAUTh  LIeJIOCTHOCTb  BEHTWISALMOHHOTO  ¢uIbTpa  CTepUIM3aropa.
AddexkTUBHOCTL cTepuaM3aluu (UIbTPA MOXKHO TOJTBEPAWThL BBIMIOJHEHUWEM WHAKTUBALUU criop B.
stearothermophillus, BHeCeHHBIX MTyTeM NMPSIMON WHOKYJIALMK Ha BHYTPEHHIOIO TOBEPXHOCTb MEMOpaHbI
(dbumbTpa WM TyTeM WCIO/Mb30BaHUsI WH/WKATOPHBIX TI0JI0COK, TIPUKPEIJIeHHbIX K TTOBEpXHOCTU
dbunbTpa.

212. LlenocTHOCTb GWIBTPA CJielyeT OLeHUBATh TOCJIe MpolLiecca TTAapOBOM CTePUIM3aLUN JTFOObIM
13 OOIIEeNPUHATBIX METO/IOB WCIbITAaHUS Ha 1IeJIOCTHOCTh. JlaHHBIE TIO TIPOAODKUTETHEHOCTH
WCTO/b30BaHUsT (PUIbTPAa MOTYT OBITH TIO/yu€Hbl Yy W3TOTOBUTENST (UJIBTPOB U TIOATBEPXKIEHBI B
peasibHBIX YCJIOBUSIX IKCIITyaTal[uu GUIbTpa.

Banugauus npouecca CyxoxapoBoii crepunusayum (Ctepunmsaymm
C NCNOo/Ib30BaHNEM CYXOro Xapa)

213. [lpy BBINOSHEHWH BaAUAALMM TIPOLIECCa CYXO0’KapOBOW CTepPWU/IM3alMHd MCIO0JIb3YHTCS
MOJAXOJbl W TPOLeAYpbl, aHaJOTWYHble BaluZalMyd Mpolecca MapoBod crepwiusauud. Crenyer
YUWUTBIBaTh, UTO TOPSUMM BO3[yX SB/seTCs MeHee 3((eKTUBHOW cCpefiod [ Teruionepefaud u
OKas3aHWsl JIeTa/IbHOT0 BO3/leHCTBHUS Ha MUKPOOPraHU3Mbl [10 CPaBHEHHUIO C NTapOM WM JPYTMMHU BUZAMU
BJI&KHOT'O TeruIa.

214. Banmupaanusi CyX0KapoBOW CTePUIM3AL[M BK/IFOUaeT B ce0st:

TIPOBEPKY paclipefie/ieHys Telljla B Kamepe CTepu/In3aropa;

MIPOBEPKY MPOHUKAHUS Telljla BHYTPb 3arpy3Ky;

orpefiejieHHe TPeCTePWIN3ALIMOHHON OWOHArpy3kKu U COJep)KaHUSl SHJOTOKCUHOB  (IIpH
JleriporeHr3alim);

TIPOBEPKY LIeJIOCTHOCTU (PUTBTPOB;

IpoBefeHre TIPOBOKAIJMOHHBIX HUCIIBITAHUN C HNCKYCCTBEHHbBIM BHe€CE€HHEM 5>SHIOTOKCHMHOB B



obpabaTrbiBaeMbie 0OBEKTHI.

215. TpeboBanusi K pa3paboTKe LWKIOB CTePUIM3ALUMM W KBaMW(UKALMU CYyXO0’KapOBBIX
CTepU/IN3aTOPOB aHAJIOTWYHBI TPeOOBaHUSAM AJIs MPOLIECCOB CTEPW/IM3ALMM C MCIO/Ib30BaHUEM Iiapa.
[loTo/THUTEeNBbHBIMU UCTIBITAHUSAMU [1J1s1 KBaMU(UKALMM CYX0’KapOBbIX 1IKaOB U TYHHesed SIBIsSeTCs
IIpoBepKa:

tenoctHoctd HEPA ¢unbTpos;
CKOPOCTH U PABHOMEPHOCTH LIUPKY/ISILIMOHHOTO ITOTOKA BO3/1yXa;
KOHL|eHTPAL[M1 a3P030/IbHBIX YaCTHI] B KaMepax.

216. Ilpu cyxox(apmaon CTepU/IM3aLH /IO/DKeH [I0CTUraThCs TakOW >Ke YpPOBEHb TrapaHTHH
crepwibHOCTH (107 ) KaKk W [Jisg TapoBod crepunmsauuu. CriefyeT TOATBEPAUTb, UTO TIPOLIECC
JleTTMpOoreHn3alK criocobeH yaanuTh 0oJsibiliee KOJIMUECTBO SHOTOKCHHOB, YeM X MOXKeT U3HavaTbHO
MPUCYTCTBOBAaTh B MPOAYKTax (MaTepuanax). s Banu[aluu TpOLIECCOB JeNUPOreHr3ald B3aMeH
OMOWH/IMKAaTOPOB WM W30JIITOB OWOHArpy3Kd WCIOMB3YOTCS CTaHAAPTHbIE TIPOOBI, Cozeprkaliye
M3BECTHOE KOJIMUECTBO YH/IOTOKCHMHOB. TpebOBaHMs K KOJIMUECTBY M Pa3MeIleHHI0 CTaHJAPTHBIX MPo0
9H/IOTOKCMHOB aHAJIOTUUHBI TpeOOBaHUAM K OuouHauKaTopaM. OObIUHBIM KpuTepueM 3G eKTUBHOCTU
ripoliecca AeruporeHU3al[iu SB/sSeTCS CHIKeHHe KOnuecTBa 3HJ0TOKCUHOB E. coli Ha 3,0 gecITUUHBIX
norapudma, OAHAKO [OMYCKAeTCs Ba/JMAUPOBATh TPOLIECCHI, B KOTOPBIX obecrieunBaeTcss MeHbIlast
CTerleHb MHAKTUBALMM TIPU YC/JIOBUM, UTO MPOM3BOAUTEIEM BBIMIOIHSIETCS HaAJIeXall[uid KOHTPO/Ib U
MOHUTODUHT COJiepKaHusi SH/JOTOKCUHOB B MPOAYKTax (MaTepuasax).

217. TlonmyueHHble B Ba/MJALMOHHBIX TPOTOHax pe3y/bTaThl (TemIlepaTypHble MPoGUIN TpU
M3yueHUM pacripefie/ieHrsl ¥ TIPOHMKAHKS Terlyla, BpeMsi pa3orpeBa U OXJIaKZeHHs, BeJIMurHa (akTopa
TeIUIOBOM NeHeTpalu FH) olLleHMBarOTCsA MO 3HaueHUsIM MX BOCHPOM3BOAUMOCTH C HCII0/Ib30BaHHWEM
OOIIeNpPUHATBIX CTaTUCTHUYeCKUX MeTo/i0B. CrieflyeT MOATBEPAUTh, UTO BO BCeX TMPOrOHAaX JijIsi CaMoro
XOJIOJHOTO YyYacCTKa 3arpy3Kd JOCTUTaeTcss HeoOXOoAMMOe BpeMsi KBUBAJIEHTHON CTepU/IM3aljiOHHOM
00paboTKH.

Banugauus ctepunnsaymm 1 LesIoCTHOCTH
BEHTUNALUMNOHHLIX (hUNLTPOB

218. Ilpu Bamupauuu CTepWIM3alMM ClefyeT YCTaHOBUTh 3((eKTHBHOCTb IpoLiecca
CTepuIv3aluM W  TOATBEpPAWUTb  L|eJIOCTHOCTb  BEHTWISILMOHHOIO  (pUabTpa  CTepu/IM3aTopa.
O deKTUBHOCTh CTepUIM3alMy (pUabTpa MOXKHO MOATBEP/AWTh BBINOJHEHWEM WHAaKTHBaLMu criop B.
stearothermophillus, BHeCeHHBIX TIyTeM MpPSMOY WHOKY/ISIMY Ha BHYTPEHHIOIO NTOBEPXHOCTb MeMOpPaHbI
¢buibTpa WM TyTeM UCIOMb30BaHUSI WHAMKATOPHBIX TI10JIOCOK, TMPHUKPEIIeHHbIX K TOBEPXHOCTU
¢unbTpa.

219. LlenocTHOCTh (UIbTpa CeAyeT OLeHHBaTh M0C/Ie TIpoLiecca MapoBoi CTepUIM3aLu TH00bIM
13 OOLENPUHATHIX METO/[0B HCIBbITAaHUS Ha LeJIOCTHOCTb. JlaHHble TI0 TIPOJO/DKUTENbHOCTH
WCII0/Ib30BaHusT (DU/IbTPAa MOTYT OBITH TIOyYeHbl Yy W3rOTOBUTENs (HIBTPOB M TIOATBEP)KAEHBI B
peasibHbIX YCAOBUSX IKCIUTyaTalyu (GUIbTPa.

WcnbiTaHne LenoCcTHOCTU CUCTEMbI YNAKOBKU (YKYMOPKK)

220. YmakoBKa, KOTOpas [OMyCKaeT IIPOHUKHOBEHHWE BO3[yXa WIA MHUKDPOOPraHM3MOB B



KOHTeliHep, He SB/SeTCs TOAXOASIeN /s CTepUIbHOTO JIeKapCTBEHHOTO Tiperapara. JlroOast
TOBpeXKJieHHasi Win JleheKTHasi yrakoBKa MPOAYKTa, MOJBEPriIerocsi 3ak/jtunTeIbHON repMeTH3alyn
JIO/DKHA ObITH 0OHApY>KeHa U yZasieHa IyTeM BU3ya/lbHOTO WM arfapaTHOTO 0CMOTPa.

221. CnepyeT yIOCTOBEPUTHCS B LJeIOCTHOCTH CUCTEMBI YIIAaKOBKM (YKYTIOPKH) IyTeM IIPOBeJeHUs
Ba/IM/IaLIvKY TIPOL[ecca YKyIIOpUBaHUSI.

222. ABTOMaTU3WpOBaHHAsi Olepalusi YKYIOPWUBAHUs HATlOJTHEHHBIX eMKOCTeM Tpe/CTaB/iseT
co00M KpUTHUECKMH (DaKTOp acenTHUecKOoro Tmporiecca (HampuMmep, i (JIaKOHOB KPUTHUECKOMH
CTaJuel IB/sieTCss 00>KUM KOJITIAUKOB, ITOCKOJTBKY 3Ta OTiepariysi MOXKET BbI3BaTh pa3pyllieHue MpoOoK).

Banugauusa npouecca ge3vHgeKkumum

223. [nsa pe3vHGUIMPYIOLUX CPeACTB U Tpouedyp (MeTOHOB) CJiefiyeT BBIOJHUTH OLIEHKY
MPUTOJHOCTH,  3(hGEKTUBHOCTH W OrpaHMYeHMM B UX  NOpuMeHeHUH.  OD(PGheKTUBHOCTh
Je3UHGULMPYIOIINX CPeICTB U Tporieayp (MeTozioB) Zie3uH(EKIUY OTpeJesisoT M0 UX CIOCOOHOCTH K
VMHAKTHBALIMY TIOTeHI[Ma/IbHbIX KOHTAMHUHAHTOB C TIOBEPXHOCTEH.

224, 1ns mipeaynpeXxxieHusl 3aH0Ca 3arpsi3HeHUsT UCTIO/b3YIOTCS CTePUIbHBIe Je3uHGUIUPYIOLHe
cpeactBa. O6pariatbcsi € Je3UHQULMPYIOIIMMA CpeJICTBaMU CJieiyeT Hajjie)kaluM o0pa3oM, OHHU
JIOJDKHBI XPaHUTbCS B MOAXOZSIIMX (CTEPUIbHBIX) €MKOCTSIX M HCII0/Ib30BaThbCsl He J0Jbllle, ueM
rpe/iIBapUTe/IbHO YCTAHOBJIEHHBIN Mepro/i BpeMeHH, YKa3aHHbId B 0)OPMJ/IEHHOW B MTMCbMEHHOM BHjle
nporienype. IloBCeZIHEBHO  TPUMEHSIFOINMECS  Je3WH(PULMPYIOIMEe  CPEeJCTBA  JIO/DKHBI  OBITh
3QQeKTUBHBIMK B OTHOIIEHWM HOPMAaJbHOM BETreTaTMBHOM MHKpPOQUIOphI, OOHAapy)XeHHOW Ha
TIPOM3BO/ICTBEHHOM YyuacTKe. BOJBIIMHCTBO OOBIUHBIX Ae3WMH(UIIUPYIOMIUX CPeACTB He3(h(hEeKTUBHBI B
OTHoLeHuu criop (Haripumep, 70% u30nponuioBbiii ciupT He3dekTrBeH NpoTuB criop Bacillusspp.).
HayuyHo 000CHOBaHHBIM TIaH TIpUMeHeHHUsl [e3UH(PULMPYIOLIUNX CPeJCTB BK/IHOYaeT B cebs Takke
NpUMeHeHHe CIOPOLMHOTO  CPeJCTBa, MCMOMb3yeMOro B COOTBETCTBUM C  JOKYMEHTalbHO
opopmiieHHbIM TpadhWKOM W B TeX CJiydasX, KOrja pe3y/bTaTbl KOHTPOJII OKpY’Karoljei
MIPOU3BO/ICTBEHHOW Cpe/ibl YKa3bIBAIOT Ha Ha/TMUKe CTIOPOOOpa3yIOIIUX OPraHMU3MOB.

225. Tlpoueaypsl fAe3uHpeKUyu i obecrieueHUsi WX BOCIIPOM3BOAMMOCTH Cre[lyeT OMNKCaTh
1o/po6bHO (TIpUroTOB/IeHHe PabouYMX pacTBOPOB, TOC/Ie[0BaTeJIbLHOCTE 00pabOTKHM OOBEKTOB, BpeMs
9KCTIO3ULMH Jle3uHGUIMPYIOLLeTo cpeAcTBa U Ap.). [Toce Toro, Kak mporieypsl pa3paboTaHsbl, ciiefyer
MpPOBECTH  OLIeHKYy WX TMPUTrOAHOCTH, MCHO/Mb3ysl TIPOrpaMMy MOHWUTOPWMHIA  OKpY»Karolllen
TIPOM3BO/ICTBEHHOM cpe/ibl. [Tpy TosiB/ieHNM HEOOBIYHBIX Pe3y/IbTaTOB MUKPOOMOIOTMYeCKOTO KOHTPOJIS
WIM HEeOObIUHOW yCTOWYMBOCTM MHKPOOPTaHWU3MOB TPOBOJAT W OGOPMJISIIOT B TIMCbMEHHOM BH[E
pacciiefioBaHre TI0 OOHApY)KeHWIO MCTOYHHWKA 3arpsisHeHusi. EcmM 3T0 0OOCHOBAHHO M CBSI3aHO C
Heb/1aronpusITHBIMUA TeH/IeHLIUSIMU BbISIBJIEHUS 3arPsi3HeHUs] MUKPOOPraHU3MBbI CJielyeT UCCIeJoBaTh Ha
YYBCTBUTEIbHOCTD K J€MCTBUIO Ae3MH(ULMPYIOLIUX CPeJCTB, IPUMEHsIeMbIX B UUCTOM MOMeIeHUH, B
KOTOPOM OBLTH BbIZIe/IeHbl 3TH MUKPOOPTaHU3MBI.

MopgenupoBaHue acenTu4eckoro npouecca

226. Bamupauys Bcex NPOBOAMMBIX B aCeNTHYeCKUX YCJIOBUSIX T[IPOLIECCOB 3aKaHUMBAETCS
UCTbITAaHWEM, MOJEe/UPYIOLUM 3TH  IIpPOLecchl € WCIOJ/Ib30BaHWEM  [MTaTe/JIbHOW  Cpefpbl.
MopgenupoBaHie acenTUUYeCKUX IMIPOLECCOB C HCIO/Ib30BaHWEM IUTAaTelbHOM Cpefbl [O/DKHO
MaKCHUMaJIbHO TOJHO MMMUTHPOBaTh BCe TEXHOJIOTMUECKHe Orepaluu C MPOAYKTOM M KOMIIOHEHTaMH
MepBUYHOM  YIIAKOBKM  MOCAe WX  CTepyuIu3aliuu.  3aroJIHeHHble  IUTATeJIbHOM  Cpefiov
repMeTH3MpOBaHHble KOHTeWHephbl TOJBEpPralTcs WHKYOMpOBAaHWIO /s OOHapy>KeHus B HHUX



MUKPOOHOM KOHTaMuHaiud. Ha OCHOBaHWM TIOMyYeHHBIX DPe3y/IbTaTOB OIPeJeisieTCs] BePOSITHOCTh
KOHTaMUHALUMU [7Is1 KaXKA0M [aHHOM e[WHHLIbI JIeKapCTBEHHOrO Tperiapata BO BpeMs BBITIOJHEHUS
peanbHbIX TEXHOJOTMUeCKMX acelTHUecKHWX IporeccoB. [laHHble 1O KOHTPO/IO OKpY»Karolei
MIPOM3BO/ICTBEHHOM Cpe/Ibl SIB/ISIFOTCS COCTaBHOW YaCThI0 Ba/IMAALIMU aCeNTUUeCcKoro mporjecca.

227. OCHOBHOM TIUIaH BaAWJaLMK acenNTUUecKOro mpolecca JO/DKeH TrapaHTUpOBaTh, YTO
acenTUuUeCcKHe TIpOLlecChl OLIeHWBAIOTCS TIPOM3BOAMUTENIEM KaK MUHHUMYM, Kaxzable 6 Mecsies.
[Tpou3BoguTeNnb, UCXOAS U3 peanbHbIX YCIOBHM TPOM3BOJCTBA, [O/DKEH TMPUHSTH pelleHre O TOM,
TpeOyeTcs /U MPOBOAUTD UCTILITAHKUS TI0 MO/Ie/TMPOBAHUIO ACEeTITHUECKOTO Tpoljecca B 60sbiiieM o0beme
Y yallje, yeM peKOMeH/lyeTcsl B HacTosieM PykoBozcTse.

228. TlepBoHaua/sbHble W TIOCTE[YIOL[ME WCIIBITAaHUSI TI0 MO/IeTMPOBAHUI0 aCeNTUUYeCcKOro
mporiecca pasnuuaroTcs 1o obwvemy. I[lepBoHauasbHOe MoOJle/IMPOBaHUE aceNTUYecKoro rpoliiecca
BK/TIIOUaeT B ce0si He MeHee 3 TOC/Ie0BaTeIbHBIX Y/OBIETBOPUTE/IBHBIX TPOrOHOB MO/E/TMPOBaHUS
acenTUYeCcKOro Tpoliecca Jyis Kak[oM paboueil cMeHBbI TepcoHana M JIO/DKHO ObITh 3aBeplleHo [0
Havaja pYTMHHOIO TIPOM3BOJCTBA JIEKAPCTBEHHOrO TiperapaTta. [lepBoHauasbHble HCIBbITAaHUS
MIPOBOJISATCS B TOM UMCJIe:

711 HOBBIX aCeNTHUYeCKUX MPOIIeCCOoB;
JJIsi HOBOTO 000pyZI0BaHuUs;

nocsle  KPUTMUECKMX H3MEeHeHUMM B acelTUUYecKOM TIipoijecce B 000pyJoBaHUM WU
MIPOU3BO/ICTBEHHOM Cpejie (HarlpyMep, 3HauUMTeIbHbIe U3MEeHEeHHs B COCTaBe repcoHaa paboueil CMeHsI;
M3MeHeHHs] 000py/I0BaHus, HEITOCPeJCTBEHHO KOHTAKTUPYIOIIEero ¢ mpogyKToM, Mogudrkanun HVAC
- CUCTEMBI).

229. Ilocneaytomye UCObITaHUS 110 MOZE/IMPOBAHUIO aCeNTUUECKOr0 MpoLiecca COCTOAT He MeHee
yeM 13 1 y/I0B/IETBOPUTE/ILHOT'O IPOTOHA MO/Ie/IMPOBAHKs aCelTUUeCKOro Mpoljecca AJis KaXXA0Hi CMeHbI
repcoHasa v MpOoBOAATCS JJISL:

nepuoanyeckKoro KOHTpOJid aCelITH4eCKHUX yCJ'IOBHﬁ;

KOHTPOJISI TIOC/Ie MeHee KPUTHUECKHUX U3MEeHEeHUH B aCelTHUeCKUX Mpolieccax, 000pyJ0BaHUHN WU
OKpY’Karollleld MPOU3BO/JCTBEHHOM CpeJie;

KOHTPO/JI, B C/iIydae eC/IM TIPOU3BOACTBEHHAA JIMHUA ITPOCTaHBdJ/Id 6os1ee 6 MecCsLeB.

230. Tlocnepytomiie UCMBITaHUS TI0 MOJEIMPOBAHMIO aCeNTHUYeCKOTo TIpoLjecca CiefyeT
TPOBO/IUTD /ISl Ka)KJOM CMeHbI IepCcoHaia U KaXkK[oW MPOU3BO/CTBEHHOM JIMHUM, 10 KpaliHell Mepe, 2
pa3a B TOZ TIPU YCJOBWH, YTO He TIPOM30IIUIO0 HUKAKUX U3MEHEHWM B DYTHHHBIX MPOW3BOZCTBEHHBIX
Tporieccax, ¥ He ObUIO TIPEBBIIIEHO HU OZHOTO Tpejie/sia YPOBHS JeUCTBUSI.

231. Tlpu mipeBbIlleHWM Tmpefiesia YPOBHS [JEeWCTBUS TPOBOAUTCS TOBTOPHasi Baiualus
acerTUYeCcKoro Ipotecca.

232. Ewm npouecc HaroJHeHUs NPOJAYKTOM TPOZOJ/DKAeTCsl B TeUeHUe [JIUTe/IbHOrO Mepuoja
BPEMEHM, MCIMbITaHWE IyTeM MOJe/JMPOBaHUs TMPOLiecca [O/KHO BBIMOMHATHCS B TeueHWe BCEro
CTaHJAPTHOTO TepHOZia HarloJHeHUs (TakXke AOMYyCKaeTcsi 0O0CHOBaHWe APYrux mojesne). s Toro
yTOOBbI M30€XXaTh HAMOHEHUS CJTUIIKOM OOJIBIIIOTO KOJTMUECTBA MEePBUYHBIX YTIAKOBOK (KOHTEMHEPOB),



00BIUHO CUMTAETCS MpreMJIeMbIM BBIIIOJ/JIHATE IPOI'OH B TeUeHMEe 000CHOBAHHOI'O MpOMEXYTKa BDEMEHHU,
ec/im B pe3y/jibTare TaKoOro AOIyLIeHWA He YMEHbIIAeTCA AOCTOBEDHOCTb HMHWTaL1N.
HPO,E[OJDKI/ITEJILHOCTB MOJe/TNPOBaHUA dCelTUUeCKOro rponecca AO0/DKHA OIIpeaessaTbCAd IMPOMeXYTKOM
BpeM€eHH, BK/IFOUAOeM BCe MdHUITYJ/IALIMY 1 BMEIIATe/IbCTBA B HETO.

233. CrnepyeT yuuTbIBaTh, UTO HWHEPTHbIe Ta3bl TIPEMSATCTBYIOT POCTy  a3pOOHBIX
MHKpOOpraHvm3moB. [lo3ToMy mnipu MoOJenMpOBaHUM aceNTUYecKoro Tpolecca AJii CHATHS BaKyyMa
crefyeT UCMO/Ib30BaTh CTePUIbHBIN (DUIBTPOBAHHBINM BO3/JyX B3aMeH MHEPTHbIX ra3oB. B Tex ciyyasx,
KOrjja TIpU TIPOM3BOJCTBEHHOM MOHUTODWUHTE WM KOHTPOJIe CTEPUIBbHOCTA OOHAPYKUBAFOTCS
aHa’po0OHbIe MUKPOOPTaHU3MBI, /IS MO/eJTMPOBAaHUSI aCelITUYeCKOT0 TIPOL[ecca MOKET MCIO/b30BaThCs
WHEPTHBIN ra3, MOCKO/IBKY OH TO//Iep)KUBAeT POCT aHa?POOHBIX MUKPOOPTaHHU3MOB.

234. BbibOp TnMTaTeNILHOW CpeAibl  OCYIIEeCTBSIIOT C YYeTOM JieKapCTBeHHOW (pOpMbI
JIeKapCTBeHHBIX IpernapaToB, a TakKe IPO3PauyHOCTH, KOHLIEHTpaLMu U IPUTOQHOCTU IUTaTelbHOU
cpeipl Asis  cTepuaM3anuM. BeiOpaHHasi mnMTaTenbHas cpefjia JIO/DKHA CTUMY/IMPOBAaTh  POCT
I'PaMITOJIOXKUTE/ILHBIX U TPaMOTPHULIATEbHBIX OaKTepui, [POXOKEeBbIX W TIeCHeBbIX TpuboB. Ilpu
MOZIe/IMPOBAaHMM aCeNTUUeCcKOro TMpoLecca BCe AeUCTBUSI C MUTATebHOW CPeloM [JOJDKHBI KaK MOJKHO
Gosiee TOUHO BOCIIPOM3BOJWTHL [JE€MCTBUS, BBITOJHsIeMble C peasbHbIM MPOAYKTOM. Ha ocHoBaHMU
MOJIyUeHHBbIX pe3y/lbTaTOB OMpeJessieTcsl BepOSITHOCTh KOHTaMUHALMM  eIWHUYHOW TepBUYHOU
YTaKOBK{ JIeKapCTBEHHOTrO IperiapaTa BO BpeMsl peasibHbIX IPOM3BO/ICTBEHHBIX OMepanuid (Harnpumep,
3alyCK M HACTpPOMKAa TIPOM3BO/ICTBEHHOW JIMHWM, [J00aBjieHHWe CTepW/IbHBIX HHIPe/IMeHTOB,
acenTUUYeCKre COeJMHeHUs], HarloJIHeHye (PO3/MB), YKYIIOPKa).

235. Tlpu ™MoJenMpoOBaHWM acCeNTUYeCKOro Tpoliecca MPOBOJAT TaKOW »K€ MOHHUTOPUHT
OKpY’Karollleil MPOU3BO/CTBEHHOM Cpe/ibl M MepCoHasa, Kak Mpy MPOXU3BO/CTBE MPOAYKTA.

236. DyieMeHTbI MO/le/TMPOBaHUs acelTUUeCcKoro Iporecca pacCMaTpUBarOTCs B IpuioxkeHud N 2
K HacrosieMy PyKoBOACTBY.

NHTepnpeTauusa pe3ynbTaToB UCMbITAHUIA MO MOAENMPOBaHUIO
acenTUyeckoro npouecca

237. TIpousBojuTest0 C/iefiyeT YCTAaHOBUTH Tpejie/lbl YPOBHSI TPEBOTHM M YPOBHS JeMCTBUS /s
MO/Ie/IMPOBaHMs aceNTUUYeCcKOoro npoliecca Kakoro pasMepa Cepyu JieKapCTBeHHOI'0 Tpernapara.

238. TlonyueHHble B pe3y/ibTaTe WCIMBITAHWA YPOBHU KOHTaMMHALIUM, TpEeBbILLAOL[NE
yCTaHOBJIEHHbIe TIpefiesibl, TIo/|jie)kaT pacciie[joBaHUi0. B 3ToM ciiydae cjiefiyeT MpPOBECTU MOBTOPHbIe
vcnelTaHys.  [IpeBblllleHVe Tpefiesla YpPOBHS TPeBOTHM, KOTOpPOe TIPOM30OLIO JBaKIbl, CleAyeT
paclieHMBaTh Kak TMpeBbIllleHHe TMpefiesia ypoBHA JelcTBus. [Ipow3BojuTento ciefyeT ykKasaTb B
CTaHJAPTHOM OrepaljMuoHHOM TpoLielype, UYTO He0OX0AUMO TPeTIPUHSATE B TAKUX CIyYasiX.

239. Bce KOHTaMHUHUPYHOIIME MHUKPOOPraHW3Mbl, HE3aBUCUMO OT TOro ObUTM Wi He ObuTH
TpeBbIlIeHb] TIpefiesibl YPOBHEM TPeBOTU WM YDOBHeM [eWCTBUs, clefyeT WAeHTU(PULMPOBaTh, IO
MeHbILIeH Mepe, /10 YCTaHOBJIeHUsI UX PO/ia, @ eCJTH 3TO OCYIIIeCTBUMO Ha MPAKTHKE, TO [I0 YCTaHOBJIEHHUS
WX BU/Ia /IS OTipefiesieHusi BO3MO>KHOTO UCTOUHUKA 3arpsi3HEeHHSI.

240. Ecmm acenTuWyeckrde TPOLECCHI He BbIJEp)KaJd WCMbITaHHE 10 MO/[e/TMPOBAHUI0
acerTUYeCKOro Tipoliecca, [/si TIPOC/AeXUBaHWS TOYHOM TPUUYMHBI KOHTaMUHAL[MM W OLIEHKU ee
TMOC/Ie/ICTBUM MPOBOAAT aHa/M3 3allMCH BCeX OTK/JIOHEHWW BO BpeMsl UCIIBITaHUSI TI0 MOZeTUPOBAHHUIO
acenTUueckoro rpotecca. IIpu paccrefoBaHMM KaKAOro cjyudas KOHTaMUHAl[UM ClefyeT OLIeHUThb



BJIMSIHUE 3TOM KOHTaMHHAL[MM Ha MPOMBIILJIEHHbIe CePUM JIeKapCTBEHHBIX TpernapaToB, MPOU3Be/jeHHbIe
Ha JIMHUM C MOMeEHTa Toc/ie[iHero ycrelrHoro dacoBaHusi (pO3/MBa) MUTaTe/NbHBIX Cpefl 0 MOMEHTa
BBISIBJIEHHOT'O C/Tyyast KOHTaMUHaluu. CienyeT onpeenuTh MOPsAJOK JeHMCTBUN C JaHHBIMU CEepUSMH.

241. Kputepuu /il UHTepIIpeTaliiy pe3y/ibTaTOB UCIILITAHKH 110 MO/Ie/TMPOBAaHUI0 acelTHYeCKOro
rporiecca HWCIOMb3YHTCS B COOTBeTCTBUM ¢ rmipuiokeHneM N 1 k IlpaBunam Hajjexariei
IIPOM3BO/ICTBEHHOM ITPAKTUKH.

242. Tlpu mobOOM KOJMYECTBE HArOJHEHHbIX TepPBUYHBIX YIAaKOBOK TepPUOAWYecKUe C/Tydau
KOHTaMHWHALIUM MOTYT yKa3blBaTh Ha KOHTaMHWHALIMI0 C HU3KKMM YPOBHEM 3arpsi3HeHWs U TOAJIeXKaT
pacciiejoBaHuUIO.

243. [Ins TpOAYKTOB, KOTOpHIe TIOABEPrarOTCs acenTHUecKod o0paboTKe Ha paHHMX 3Tarax
MPOM3BO/JCTBEHHOIO0  Tpollecca,  UCC/Ae[OBaHMSI ~ MOJe/IMPOBaHMSl  aCeNTUYecKoro  Ipoliecca,
OXBaTbIBalOIMe 3Tarlbl [0 HAIOJHEeHWUs W YKYIOPKH, [AO/DKHBI ObITb CIJIAHMPOBaHbI TaK, UTOOBI
YUWTBHIBaTh BCE YC/JOBUS, MAHUIY/SLMA C TPOJYKTOM U BMellaTelbCTBA, KOTOpPble MOTYT OKa3aTb
B/IMSIHME Ha CTepUIbHOCTb TIPOAYKTa. Mo/iepoBaHUe acenTHUUeCcKOoro Tpoljecca, BK/IOUas paHHUeE
3Tarbl, JO/DKHO IIPOJEMOHCTPUPOBATh, UTO MepPbl KOHTPOJIS MPOM3BOZCTBEHHOI'O IpoLiecca MPUrOHbI
JJ/1s 3alUThl TIPOAYKTa BO BpeMsl MPOU3BOACTBA. Takue WCCIe0OBaHUS [OJ/DKHBI BK/IKOYAaTh BCe
MaHUIYJISALUU C TIPOAYKTOM, [o0aBreHHsi W TIpOLieyphbl, TpeAyCcMaTpUBAOIHe B3aUMOJeNCTBHe
KOHTaKTHPYIOLUX C MPOJYKTOM [MOBEPXHOCTeW C MPOW3BO/CTBEHHOW cpefoi. VccieoBaHus [JO/KHbI
BKJ/IIOUATh YC/IOBUSI HaUXY/IIEro ciayuasi, Takde KakK MaKCuMasbHas MPOJO/KUTENbHOCTh OTKPBITHIX
orepaluii M MaKCHMMajbHOe YHWC/IO 3a[elCTBOBAHHBLIX oOrepaTopoB. [Ipy 3TOoM MojenupoBaHue
acernTUYeCcKOTo Tporiecca He 00s3aHO OTPa)kaTh TOYHOE TIOJTHOe BPeMsi TIPOM3BO/ICTBA TIPH YC/IOBHH, UTO
MaHUITYJISILIMK, Peasr3yeMble BO BPeMsl TPOU3BO/CTBA, OTPaKEeHBI AODKHBIM 00pa3oM.

Takke Ba)KHO BKJIFOUMThH B MCC/I€[JOBAHUSI MOJENIMPOBAHUS aCeNTUYecKoro Irpolecca XxpaHeHue
HepacdacoBaHHBIX (apMalleBTUUeCKUX CyOCTaHLMN WM TPOAYKTa, a TakkKe TPAHCIIOPTHUPOBKY Ha
JIpyTre TPOW3BOZCTBEeHHbIe YUacTKU. HarpumMep, He0OX0JUMO rapaHTHPOBATh 11€/I0CTHOCTh eMKOCTH C
Hepac)acOBaHHBIM TIPOJ[YKTOM B TeUeHWe YCTAaHOBJEHHOTO BpeMeHU xpaHeHus. [lepemeliieHue
pPeakTopoB CO CTepW/IbHbIM HepachacOoBaHHBIM TMPOAYKTOM TOJJIEXKAT MOZETUPOBAaHHUI0 B paMKax
WCTIbITaHYsI HATlOJTHEHUSI CpeJlaMH.

X. AcenTtunyeckue npouecchbl
MpurotoBneHue pacTBOpoOB

244. TlpuroToB/ieHVe pacTBOpPOB, KaK [paBW/IO, SB/ASETCS CTafueHd, IIpeJllecTBYIOLeN
acenTUUecKoMy Iporeccy. PacTBOp /ieKapCTBEHHOrO MPOJYyKTa, MOCTYNAaLUi B KPUTHYECKYIO 30HY
acCernTUYeCcKOro TIPOM3BOJCTBA, [JO/DKEH ObITh cTepuibHbIM. OfHMM W3 Cr1oco00B  TOMyueHUst
CTepW/IBHOIO pacTBOpa JIeKapCTBEHHOTO TMPOJYKTa SIBJSIETCS ero IpUroTOB/IEHWe W3 CTepU/IbHBIX
WHTPeJVEHTOB WM, B C/lyyae WCTO/Ib30BaHMSI HECTEPWIBbHBIX CyOCTaHIMA W APYTMX HeCTePUIbHBIX
VHTpe/IMeHTOB TpOBeJieHre TMoc/eytollell cTepuin3ytoilel (puabTpaliid CMeIlaHHbIX WHTPeUeHTOB.
Ecmu crepunusytoiiass ¢uibTpaLusi 1o psily NMPUYMH HEBO3MOXKHA, [/isi TIPUTOTOBJIEHHsI pPaCcTBOPOB
c/lefiyeT UCTIOIb30BaTh CTePU/IbHbIe CyOCTAHIIUMU U IPYTe UHTPeJUeHThI.

245. Tlpoljecc MpUroToB/ieHUWsT W XpaHeHUsI HepachaCOBaHHBIX pPaCTBOPOB CjeAyeT TIATe/bHO
KOHTPOJIMPOBaTh [jIsl TPeJOTBpAllleHUs] TOBBILLIEHHS YPOBHSI 3arpsi3HeHUs] MUKDPOOpPraHM3MamMu |
SH/J0TOKCHMHaMU. [IpyUroTossieHVe pacTBOPOB [OJDKHO IMPOBOJWTHCS B UMCTBIX IOMELeHHSX He HUXe
knacca C. CrefyeT MUHUMU3MPOBATh BO3MOXXHOCTb KOHTaMUHALIMA PacTBOpa, €C/IM PacTBOP J0J/DKeH



XPaHUTBCSI HEKOTOPOe BpeMsi 10 PUIbTPaLUH.

246. [Ins TpaHCIIOPTHPOBAaHWS pacTBOPOB 110 TPyOOMpoBOzaM CieflyeT HCII0/Ib30BaTh
OoT(UNbTPOBaHHbI uepe3 (WIbTPbI CTEPUIM3YIOLIEr0 YPOBHS COKaTbld BO3JyX WIM  as3oT.
PekomeHgyeTcss u30eratb TpPUMEHEHHWs] HACOCOB BC/IEACTBHE TOTEHLMA/NBHBIX Tpo0/IeM ¢ UuX
repMeTUYHOCTBIO U pHUCKa BO3MOXKHOTI'O T10I1aJjaHus TBepZbIX YaCTUL] B paCcTBOP.

247. Cnenyet oripeJie/iuTh OMOHArpy3Ky MPUTOTOB/IEHHBIX PACTBOPOB Iepe]| UX CTepUIN3YoLeit
¢unbTpanueii. [lpaBuna  Hajjexalell MNPOM3BOACTBEHHON  TPAKTUKM He  yCTaHaBAMBAKOT
KOJIMUeCTBEHHBIX Tpe/ie/ioB COoJiep)KaHusi MUKDOOPraHU3MOB B TIPUTOTOB/IEHHBIX pacTBopax. Kak
[paBU/I0, B KaueCTBe HOPMAaTMBHOI'O 3HaueHus cjefyeT MCrosb3oBaTh BenuuuHy 10 KOE/100 mn
pactBopa (c ydyetoM oObeMa pacTBOpa (HWJIBTPYeMOro uepe3 oAuWH GuWabTp). as ompezaeneHus
OMOHATrpy3KU HCI0/Ib3yeTcsl (apMakoIelHbI MeToJ MeMOpaHHOM (uWIbTpaluu, C Banaujaluei
TOJTHOThI HeUTpaMM3alii aHTUMUKPOOHOTO IeHCTBUSI KOMIIOHEHTOB PacTBOpa.

dunbTpayusa B TeXHOSIOTrMYeCcKoOM npouecce

248. TIpu TIPOU3BOACTBE CTEPHILHOTO TMPOAYKTa METO/OM BbIOOpPAa CTEPWIM3ALMHU  SIBJISIETCS
CTepyM3aLusl MPOJyKTa B repMeTHM3UpPOBAaHHOM NEepBUYHOW ymakoBkKe. EciaM Takas cTepuau3anjust
HeBBINIOJIHMMA, TO IepeJ, acelTHYeCKUM HarloJHeHWeM PacTBOPOB W/IM JKUJKOCTeH B IpeJBapUTe/IbHO
CTepW/IM30BaHHYK IePBUYHYIO YMNAaKOBKY, WX CJejyeT IIPOINyCKaTb uepe3 CTepU/IbHbIM (GUIBTP
(punbTphl) ¢ HOMUHaNBLHBIM pa3MepoM 1op 0,22 MM (Wau MeHee) wind yepe3 GuabTp (GUABTPBI) C
5KBUBAJIEHTHBIMU CBOMCTBaMH M0 Y/ep>KaHHI0 MUKPOOPraHusMoB. Takoi ¢uabTp ((pUIbTPhI) MOXeT
3a/lep)KUBATh OOJIBIIYIO YaCTh OAKTEPHI WY T/IECHEBBIX TPUOOB, HO He BCe BUPYChI MJIM MUKOTL/IA3MBI.

249. Tlocko/bkKy Tpu  CTepwiu3yloller  GUIbTpalMM  CYL[eCTBYeT  MOTeHLUa/bHbIN
JIOTIOJTHUTE/TbHBIN PUCK KOHTaMHUHALIMU TIPO/IYKTA TI0 CPAaBHEHHIO C IPYTMMH CII0cob6aMu CTepuin3aLin
HETIOCPeJICTBEHHO TiepeJ] AaCenTHUeCKUM HaroJHeHWeM 1iesiecoo0pa3HO TMPOBOAUTL TIOBTOPHYIO
¢bunbTpaLuio uepe3 AOMOJJHUTE/IbHBIN CTePUIN3YIONMIN (PUILTP, 3a/iep)KUBAIOLMl MUKPOOPTaHU3MBbI.
[MocsieiHIO CTEPUIM3YIOMIYIO (GUIBTPALIMIO OCYIIECTB/ISIOT KaK MOYKHO OJIFKe K MeCTy HarloJHeHUs
(dacoanus).

250. L1esoCTHOCTb CTepUIM3YIOLLero (pUIbTpa NPOBEPSIIOT Mepe]| IpUMeHeHrueM (U/IbTpa U cpasy
)Ke TIoC/le ero MCIo/b30BaHMs. Vcrosb30BaHMe OJHOTO U TOro ke (uibTpa B TeueHHe Oosee, yeM 1
pabouero fHs (CMeHBI) CliefyeT MOATBEPUTb Pe3y/IbTaTaMU Ba/lu/lalivu.

251. Cpa3y mnocje HCIIOIb30BaHUSA C/lelyeT Takxke IOATBEep)KAaTb LIeJIOCTHOCTb KPUTHUUYECKUX
ra3oBbIX M BO3AYLIHbIX (UALTPOB. LlenocTHOCTH [pyrux ¢UIBTPOB C/eflyeT TOATBepXXJaTb uepes
yCTaHOBJ/IeHHbIe TTIPOU3BOUTEIEM IIPOMEKYTKU BpEMEHHU.

252. Tlpu Ba/iWAALMU yCTAHABIMBAIOTCS W TOATBEP)KAAIOTCS CJefyolliye YCJIOBUs TIpoliecca
dbunbTpaluu:

BpeMsi Bbl/Iep)KUBaHUs (XpaHeHHs1) pacTBOpa [0 MpOBeZeHUs (UIbTPALMU U BIWSHUE YC/IOBUI
TAKOT'0 XpaHeHUsI Ha OMOHArpy3KY;

BpeMsi punbTpaLuK pacTBopa (obiiee BpeMst KOHTaKTa (GUIbTpa C paCTBOPOM);

MaKCUMdAJ/IBHOE JOITyCTUMO€ YKMCJ/I0 TTIOBTOPHBIX d)HfILTp(:lL[HIZ;



CKOpPOCTh GHUIBTPALIK PacTBOPA;
(bunbTpyembiii 00beM pacTBOpa;
TemIiepaTypa ¢GuIbTpaliu pacTBOPa;
nieperna/ jaBjeHus Ha GUIbTpe.

253. B mpoTokose TIPOM3BOJCTBA CepUM CJielyeT YKa3aTb OWOHArpy3Ky [0 TIpOBe/eHUs
(dbumbTpalMM pacTBopa U HOMep TapTuu (cepuu) (puibTpa (IMIPUCBOEHHBIM U3roTOBUTe/IeM (PUIbTpA).
KoHlleHTpalsi MUKpOOpraHu3smMoB B cTepwinzyemoMm pactBope 10 KOE/100 mn B OO/bLIMHCTBE
CJlydyaeB CUMTaeTCs JOMycTUMOW. Ecaum 3To  ycioBue He COOJIOZAeTcs, C/iefiyeT TIPOBECTU
TIpeBapUTe/IbHYI0 (DUIBTPALIMIO Yepe3 Y/eP>KUBAIOIINKA MHKPOOPTraHU3Mbl (UILTDP, UTOOBI 1OCTHYb
JIOCTaTOYHO HU3KOT'O YPOBHSI UCXOJHOM OMOHArPY3KH.

254. B acertiueckoM IIpollecce PeKOMEHJYeTCs TPOBOAUTb MOHUTOPUHT OHMOHArpy3kul [/is
MOATBEPXKAEHUSI TOro, 4Yro peandbHass ((akTuueckass) OWOHArpyska He BK/IOUaeT B cebs
MUKDOOPTraHW3Mbl, pa3Mep U (WIKM) KOHLIEHTpAl[Usi KOTOPBIX CHU3UT YPOBeHb obecrieueHUs
cTepwibHOCTH. PeanbHasi ((pakThueckast) OMOHArpy3ka pacTBOPOB, TMOZJeXKalIuX (GUIbTPAI[UH, He
JIOJDKHA COZlep)KaThb MHMKDOOPTaHW3Mbl MEHBIIIUX pPa3MepoB M B OO/blled KOHILIEHTPAI[UH, UYeM
MHKDPOOPTaHK3Mbl B TIPOBOKAI[MOHHOM Harpy3ke, MPUMeHSIBIIIeCs TIPU Ba/IAalUN.

255. VHTepBan BpeMeHM OT OKOHYaHHsl (PMIbTPALMM M [I0 Hayaja HarojHeHus (po3nuvBa) He
[I0/DKeH TIpeBbllIaTh yCTaHOB/IEHHOr O [PU BaIUJaliui MaKCUMaJIbHO 01Ty CTUMOTO Mpefea.

AcenTuuyeckoe HanoJsiIHeHue (acenTUUYecKuii po3nue)

256. AcenTrueckoe HaroJiHeHUe (acenTUUeCKWd PO3/UB) NMPOAYKTA BBIMOIHIETCS B KDUTUUECKON
acerTUUeCKOW TMPOU3BOJCTBEHHOW 30He C JIOKAJbHOW 3all[UTON OT MUKDOOHOTO 3arpsi3HeHHusi MyTeM
NIpUMeHEeHUs M30/ISITOPOB WM YCTPOMCTB, obOecrieynBarolivx IoJauy OJHOHAIpaB/IeHHOIO I10TOKa
CTepPU/IBHOTO BO3/yXa, CIocOOHOTr0 3()()eKTUBHO BLITECHATH MUKPOOHBIE 3arpsi3HeHUs], T0Ma/jaloljie B
MPOAYKT M3BHe WM 00pa3ylomyecss BHYTPH 30HBI ACENTHYECKOrO HAroJHeHus (acernThyecKoro
po3/1MBa). JKCIUTyaTaL1I0 U30/ITOPOB B aCelITUYeCKOM IpoLiecce cjaefyeT IPOBOAUTH B COOTBETCTBUU C
npunoxxenreM N 1 k HacTosiemy PykoBoacTBy.

257. CTepwIbHbIM pacTBOp Tocje (UIbTPAI[UM MOXKET COOUpaThCsi B TePMETUUHbIE €MKOCTH,
MIPUCOeJUHEHHbIEe K  [JO3UPYIOIIUM yCTPOWMCTBaAM 00OpYy/0BaHHSI aCeNTUUecKOro HarloJHeHUs
(acenThueckoro po3nvBa), WM TI0AABATbCS HEMOCPEACTBEHHO K [JO3UPYIOL[UM YCTPONCTBaM
acernTUYeCKOro 000py/I0BaHUsT aCeNTUUECKOTO Haro/THeHUs (aCeNTHUeCKOT0 PO3JTHBA).

258. Bce KOMITOHEHTBI, KOHTAaKTHPYIOLIME C MPOAYKTOM, JO/DKHBI ObITh TIPe/IBaPUTE/TEHO BBIMBITHI
Y CTepWIM30BaHbl Mepefi UX Iepefauedi B MOMellleHWe HaroyHeHus. [I/1g CTeK/ISIHHbIX KOHTeHHEepOB
((pnakoHbl, aMIysibl ¥ Ap.) NPeANOUYTUTeTbHBIM METO/IOM SIB/ISIETCS aBTOMaTHyecKasi MalllMHHasi MOMKa C
MOC/IeYIOIMM TIPOXOJKAEeHHeM uYepe3 /lelMpOoreHW3al[oOHHbIM TyHHe/Ib. Pe3snuHOBbIe NMPOOKU criefyer
No/iBepraTh BaJUIMPOBaHHbBIM LIMK/IaM MOMKHM U CTePUIM3aljuM B IPOXO/HBIX NApPOBBIX CTePUIM3aTOPax
C UCI0JIb30BaHWEM CTaJMii UMIY/IbCHOTO BaKYyMHUPOBaHUS U BbICYIIIMBAHUSI.

259. T"a3bl, KOHTAKTUPYIOI[HE C TIPOJYKTOM U TIpUMEHsieMble B TOM Uuc/ie, it 6apOboTUpOBaHus,
Hac/lauBaHWUs WIX TlepeJjaBJIuBaHUs MPOAYKTa, JOJDKHBI CTePUIM30BaThCs MyTeM MPOXOXKAeHUs yepe3



ruipodoOHBIe GUIBTPBI CTEPUIU3YIOIIEr0 YPOBHS C HOMHUHAIBHBIM pa3MepoM 1op He 6osee 0,22 MKM.

260. Bce Haxopsivecs B TIOMeLleHWM HarojHeHus: (pO3/MBa) pacTBOPbl U KOMITIOHEHTHI
MEepPBUYHOM YIAKOBKU CJeflyeT XPaHUTb B TepPMETUUHBbIX KOHTelHepax. BCKpbITMe KOHTeNWHepOoB
MPOBOJMTCS MO/, 3aL{UTON OJIHOHAMNPaB/JeHHOI0 TOTOKA CTEPUIBHOTO BO3/yXa.

261. [lo Hayasa acernTHUeCKOTO HarojHeHUs1 (acernTHUecKoro po3/vBa) CjefyeT TPOBEPUTh
Ha/Muue YCTaHOBJIEHHOrO Tieperaja [aBjeHHsi MeX[Jy IIOMellleHeM HarlolHeHus1 (po3/ivBa) U
CMeXXHBIMH C HUM TIOMeIL[eHUsIMH.

262. COopka CTepUIbHBIX KOMIIOHEHTOB 00OpY/[OBaHHs acCelTHUecKoro po3/jvBa M COeAUHEeHHe
TpyOOIIPOBO/IOB BBITIONHSETCS C COOJIIOZieHHeM TIpaBW/I aceNTUKY TIOf 3allMTON O/IHOHATpPaB/IeHHOTO
[I0TOKA CTEePUIBHOIO BO3yXa.

263. Bo Bpems rpoljecca acenTruyeckoro HaroyiHeHusl (acenThyeckoro po3iuBa) ciieilyet n3beratb
130BITOYHOTO TTeHO0Opa30BaHus B MPOAYKTE, TIOCKOJIBKY 3TO MOKeT TIPUBECTU K 3arpsi3HeHUI0 BepXHel
yactd amrysn v (win) (IakoHOB TIPOAYKTOM, TIOTMA/IaHUI0 pacTBOpa T0j, TMPOOKU (JIaKOHOB C
ToC/IeIyOIel KpUCTa/UTM3aljied poAyKTa 1o/l mpoOKoi uar o0yrivBaHHeM CTEHOK aMITysl BO BpeMsl
WX 3arlauBaHMUsl.

264. Cnenyet peryiasipHO KOHTPOJMPOBAaTb CKOPOCTb O/IHOHAIPaB/IeHHOTO MOTOKa BO3Ayxa. Bo
BpeMsi TIPOM3BOZICTBA Ka)K[OM CepuM TMpoJAyKTa Tpyd paboTaroiieM KoHBeiliepe U 060pyZoBaHUN
acernTUYeCKOT0 HaroJHeHUs1 (aCenTUYecKOro poO3/MBa) TPOBOJUTCS MOHWUTOPHHT KOHL|EHTpALUuu
a3p030J/IbHBIX YaCTHI] B KpUTUUECKOMW acenTHUecKol 30He (Kaacc A).

265. CopiepkaHre MHUKPOOPraHHM3MOB B BO3/[yXe, Ha KPUTHUECKHUX MOBEPXHOCTSX 000pyoBaHMS,
pyKax ¥ ofex/e repcoHasa cjiefyeT IIPOBePUTh Cpa3y M0c/ie OKOHUaHUsA CMeHBI.

Nuodunusayusn
266. Tlpouecc nuodunvsaLyy TpPUMeEHsIeTCS [AJisl yAajeHusi PAacTBOPUTesiell M3 BOAHBIX U
HEBOJHBIX PpaCTBOPOB [yis obecrieueHusi Oosbliied CcTaOWIBHOCTH mpoAykTa. KoHTeliHepsl C
MO/I/IEXKAIUM JIMOPUIN3ALUY TIPOAYKTOM BO BpeMsi Mpoliecca CYIIKA OCTalTCs OTKPLIThIMU. [IpoayKT
clelyeT 3alllUTUTb OT 3arpsi3HeHUsi BO BpeMsi TiepeMellleHus] W3 30Hbl HaroJiHeHUs (pO3/MBa) B
MMo(UIBHYI0 YCTAaHOBKY, HAXOXKAEHWS BHYTPU MOPO3U/bHON Kamepbl (CybimmaTtopa) ¥ OKOHUYAHUS
rporiecca CyLIK! [0 YKYTIOPDUBaHUS.

267. Tpornecc nuodumm3anyy pa3padbaTbiBaeTcsi IPUMEHUTETBHO K OTpe/ie/IeHHOMY MPOJYKTY U
pa3Mepy CepyH 3TOTO MPOAYKTa W BK/IIOUaeT B CeOst:

oripeae/ieHre ABM>XKeHUA IMPOAYKTA BO BpeMs TeEXHOJIOTMYeCKOrI'o Iporecca,

TOPSiIOK  3arpy3ky  (pasrpy3kd) Kamepel JuoduIM3aTopa W CXeMbl 3arpy3Kd KaMepbl
nvoumsaropa.

268. KputnueckrMu rnapamMeTpamMmu TeXHOJIOTMYECKOTO MpoLiecca sIB/SIFOTCSl YCTaHOBJ/IEHHBIE:
JiMarna3oHbl TeMIiepaTyphbl U 1aB/leHus;

TMOKa3aTe/IM CKOPOCTH 3aMOPa>XKUBAHNA,



VHTEepBa/ibl BpEMEHU BblJepXKUBaHUs TPOJyKTa TMpPU 3a/laHHOM TeMriepatype U 3aJaHHOM
JlaB/IeHUH.

269. Ecmu TpebyeTcsi TipefiBapuTe/bHOE KOHJUIIMOHUPOBAHUE TIPO/AYKTA, 3TO JO/DKHO OBITh
yCTaHOBJIEHO U O(OpM/IEHO B MUCbMEHHOM BHZe TPOU3BOJUTENeM KaK COCTaBHasi 4acTh Ipoliecca
MMo(pUIN3aL1K.

270. Ins ompefiesieHHsi MaKCMMabHOTO Mepro/ia Bbl/leP’KMBaHHWs MPOAYKTa (Teproja 0XXKUJaHus)
MeX/y Ofpe/ie/IeHHbIMU CTaJusIMU TeXHOJOTMUeCKOro Tpolecca UCCIeAYHT C/eAyrolliyde Mepuojbl
MeX/ly CTa[iisIMH TIpoLiecca JTMoQUIn3aLu:

WHTepBa/l BPeMeHU MeXKy HauajioM acernTUYecKOTO Harlo/IHeHHsl (ACernTHueckoro po3/vBa) U
HayasIoM LMK/Ia THOGUIN3aL{IY;

WHTEepBa/l BpeMeHU MeXy OKOHYaHWeM I[MK/a JUO(PUIN3allid M HauaJoM BBIFPY3KH MPOAYKTa
(onst cimyyaeB, Korja He TMpefyCMOTPEHO TUJIOTHOe YKyINOpHBaHWEe KOHTeWHEepOoB [0 MOMeHTa
OTKpbIBaHUs KaMepbl TMOGUIbHON YCTaHOBKH);

WHTepBa/l BpPEMEHM MEXJy CTepuiu3aieli auoduIM3aTopa W HayajoM HOBOTO LIMK/IA
nodum3anuy;

WHTEPBA/I BPEMEHHU MEXAY CTepHHHBauHeﬁ BCIIOMOraTe/IbHbIX CpPeACTB (HO'Z[,I[OHLI, MeIIIKH,
MNMWHLEThI U ,I:Lp) N X HUCII0/Ib30BdHHEM.

271. TlepemellleHHe KOHTeWHEPOB C TIPOJYKTOM K JIMO(MWUIW3aTOPy M 3arpy3Ka HarogHeHHBIX
MIPOAIYKTOM KOHTEHHEpOB, TPUCIIOCO0/eHN W JIPDYTMX T[peJMeTOB B Kamepy JMOdHIM3aTopa
OCYLLECTB/ISIETCSI B KPUTHUYECKOM TPOM3BOJACTBEHHOW 30He. OTO MOJXKET [OCTUraTbCsl MyTeM
WCII0/Ib30BaHUS:

3dKPBITBIX WIH I10/1y3aKPBITBHIX I1€epeAdTOYHBIX KaCCeT,

KamMep C OJHOHAarpaB/ieHHbIM TMOTOKOM BO03/lyXa, COOTBETCTBYIOIL[MM Kjaccy A, WIM Kamep C
130BITOYHBIM JlaBIeHreM (71151 TiepeMelLljeHUsT KacceT);

OJJHOHANpaB/IeHHOr0 NTOTOKA BO3/jyXa, COOTBETCTBYIOIMM Kiaccy A, HaJl 30HOW 3arpys3Ku.

272. [lpeAriouTUTe/IbHBIM SBJ/ISIeTCS UCIIO0/Ib30BaHVe aBTOMAaTUUYeCKUX WM MeXaHUUeCKUX CHUCTeM
repeiaud KOHTEMHEepPOB C MPOJYKTaMH.

273. Tlpouecc nuoduMU3alMM TPOJAYKTa U T€PUOJ, BPeMeHU MeXAy 3aBepilieHreM I[UK/a
MMO(UIN3aLMMA U BBITPY3KOM TPOJyKTa Moc/e JUO(MUIN3aluu ClaelyeT COKPaTUTb, HACKOTBKO 3TO
BO3MOJXXHO.

274. Copoc BakyyMa B JMOGUILHOM yCTaHOBKe TMPOBOJAUTCS CTEPU/IbHBIM Ta3oM (BO3yX, a30T
WA [JIpyrOd TIPUTOJHBIA Ta3, COOTBETCTBYIOUUM (apMaKomelHbIM TpeOOBaHUSAM), TIPOILIEAIITHM
¢bunbTpaluio yepe3 GUILTPLI CTEPUIN3YIOLETO YPOBHSI.

275. TlepemellieHre OTKPBITBIX KOHTeHHepOB C JMOGUIM3UPOBAHHBIM TPOJAYKTOM K
000pyJ0BaHUIO /IJIs1 UX YKYTIOPUBAHKS TIPOBOAUTCSI B KDUTHUECKOM IPOM3BO/ICTBEHHOM 30He.



276. B TeueHrWe BCeEro TEXHOJOTMYECKOTO TMpoIlecca TMapaMeTpbl 3TOr0  Tpoljecca
KOHTPOJIMPYIOTCS, MOAepP>KUBAIOTCS B 3a/laHHBIX MpejiesiaX U peruCTpUpyrTCs [IepCOHAIOM.

277. Bo BpeMms TiepeMelljeHUs] TIPOAYKTa M €ro JUO(PWIKM3ALMKA TPOU3BOAUTENIO CefyeT
BBITIO/IHSITh MOHUTODHUHI 3arpsi3HEHUWs1 OKpYy»Katolljeld TPOW3BO/ACTBEHHOU CpeZibl a3p030/bHBIMU
YyaCTULIAMU ¥ MUKPOOpPraHW3MaMH.

278. TIpuHaA/IeXKHOCTH, HWCTIONb3yeMble [ TiepeMellleHus], 3arpy3Kd U BBITPY3KH TIPOAYKTa,
nesnHGUUMpyloT U (WiM) crepunusyroT. [lpoueaypsl JesvHbeKiMU U (WIM) CTEPUIU3aLMK 3TUX
TIPUHA/ITIE)KHOCTeN cieflyeT Ba/IuUpOBaTh.

279. CnenyeT TIPOBOAUTH OUUCTKY, Ae3MHGEKIMI0 U CTePUIN3alii0 BHYTPEHHUX TOBEPXHOCTeH
MMo(UIEHONM YCTAaHOBKU, BK/IIOUAsi TMHUM CTOKA BOJHOTO KOH/eHcaTa B MTMO(UILHOM yCTaHOBKe.

280. Eciv mipuMeHsieTcsl pydHasi OUMCTKA, TIPOU3BOJUTENIO Cre[yeT YCTaHOBUTH IOAPOOHbBIE
rpoLeAypbl OUKMCTKW, BaJUAWPOBaHHbIE C MCIO/Ib30BaHUEM YCIOBUWM HauWXyZLIero cjayuasi, C y4eToM
OTIbITa TeKyIled TPOW3BO/ICTBEHHON [esSTeTbHOCTM W OUMCTKM obopygoBaHusi. IIporjecc pyuHoi
OUMCTKHU JIOJDKEH ObITh CTIOCOOEH TPeZIOTBPAaTHUTh 3arpsi3HeHHe TPO/IyKTa XUMHUUYeCKUMH BelljeCTBaMu U
a3p030JIbHBIMA YaCTHLIAMH BO BpeMs JHOGWIM3aLMU W y[AaisATh JIFOOble OCTaTKW, KOTOpPble MOTYT
co3aath bapbep /7151 KOHTAKTa MEXKY CTePUIM3YIOLIM areHTOM U MIOBePXHOCThI0 000PYZOBaHUSI.

281. Hpe,qnhoHTeano MPpHUMEHSATDH aBTOMAaTHUeCKUM nponecc O4YHUCTKHM C TOYKH 3pEHHUA €ro
ITOCTOAHCTBA, HAZAE€>KHOCTH 1 0e3011acCHOCTH.

282. JInounumsaTop CTEPUIU3YIOT Mepej; KaXK/0u 3arpy3Koi MpoAyKTa WH, TPU Orpe/eneHHbIX
00CTOsITE/TECTBAX, TIOC/TEe Ba/JIMAMPOBAHHOTO KOJMUECTBA 3arpy30K OZHOTO BHZA TIPOAYKTa Tepef
ouepeHBIM LIUKJIOM 3arpy30K, ecyii paboTta 000pyZoBaHUsl ¥ TIPOM3BO/ICTBO TIPOJYKTa OCYIIeCTBIISETCS
M0 TIPUHLIUITY KaMTaHWM OAHOTHUITHBIX LIMKJIOB TMPOU3BOACTBA. Ko/MUecTBO 3arpy3oK TNpPOAYKTa B
KaMITaHWH1 [0/DKHO ObITh TOUHO OTpe/iesieHo Y Ba/uUPOBaHO.

283. CnegyeT yCTaHOBUTh MaKCMMa/IbHO JOMYCTUMbIN UHTEepBa/l BpeMeHU MeXX[y CTepuin3alyeit
000opy/j0BaHUS ¥ HAYa/IoM OUYepeIHOTO LUK/ TMOGMUILHOU CYIITKH.

284. MeTo/ibl CTepUIM3ALIMH THOPUIBHBIX YCTAHOBOK /I0/DKHBI OBITH BanuanpoBaHsl. [1pu BeiOOpe
MeTOo/la CTepUIM3aluu C/lefyeT OTAaBaTb MpeANoYTeHWe MeTo/aM CTepUIM3alidyd NapoM WU ra3’oM.
Cnemyer obecrieuuTh 3alfUTy JvoduIM3aTopa OT 3arps3HEHHs] TI0C/Ae €ro CTepUIr3alvu.
O (heKTUBHOCTH TaKOU 3aLLMTHI TOATBEPXKAAI0T BO BPEMS Ba/IMaALUU.

285. Ecnu npuMeHsieTcsl aBTOMaTAYecKasi CUCTeMa TUVIOTHOTO YKYNOpuBaHUs (DJIaKOHOB, ClelyeT
CTepUIN30BaTh LITOK MeXaHM3Ma yYKYIOPUBaHUS], BbIIBUTAeMbIi B KaMepy.

Mpouecc "BbigyBaHUe - HaNMoOJIHEHUe - repmeTusaymsa”

286. [Ilpouecc "BbiayBaHuWe - HaronHeHue - repMmeruszatua’  (Blow-Fill-Seal) -
aBTOMaTU3UPOBAHHBIN MPOLIECC, B KOTOPOM eMKOCTH BbIZIyBatOTCsl, HAllOJHSKTCA U FepMeTU3UPYIOTCS B
HerpepbIBHOM L{MK/e. DTOT INPOM3BO/JCTBEHHBIM TpoljecC He TpeOyeT IpeiBapuUTe/ibHON 00paboTKH
KOHTeliHepOB M KOMIIOHEHTOB YKYIIOPKH, YMeHblllaeT HeOThem/leMOe BMeIlaTe/lbCTBO IepcoHasa B
MPOM3BO/JCTBEHHBbIM TMPOLECC M YaCTO MCHOJAb3yeTcss [JJis HalloJHeHUsI U YNAaKOBbIBaHUS
o(ranbMoIOrHyecKux (peke MHBeKLMOHHBIX) JIeKapCTBEHHBIX (JOPM JIeKapCTBEHHBIX MperapaToB.



287. PaboTa TUMOBBIX MalllMH AJis TIporiecca 'BbiyBaHWe - HarlOJHeHWe - repMeTh3anys”
1o/ pasziesisieTcs Ha CaeAyrolye CTaiuu:

HarpeB TJIACTUYHBIX MMOJIMMEPHBIX TPaHy/T;

BbI/IaB/IMBaHKe paclijiaBa B BU/ie 3ar0TOBKU (B BU/e TPYOKU COCTOsIIeN U3 ropsuero rnoaumepa);
OTpe3aHHe 3aTO0TOBKH BBICOKOTEMIIEpaTyPHBIM HOXOM;

riepeMelljeHHe 3arOTOBKH B y3eJT BbIyBaHUs-HAMO/IHEHUs (OTIPaBKa);

pa3zyBaHHe 3ar0TOBKHU 10 CTEHOK OMpaBKu ()OPMbI KOHTeHepa;

Haro/iHeHHe C(hOPMOBAHHOTO KOHTeWHEePa >XKUJKUM MPOJYKTOM;

yZAajieHue orpaBKy (GOpMbI KOHTeHHepa;

3aravBaHue KOHTelHepa.

288. T1pu ucnosb30BaHUK 060pyAOBaHMs Tpoliecca "BblJyBaHHe - HallOJIHEHHe - TepMeTH3alus” B
acernTUYeCKOM IPOM3BO/CTBe YUUTBLIBAIOTCS C/Ie[yIOLUe YC/I0BUS:

B TUIIOBBIX MalllMHaX /Jis BBIMIOJIHEHWS Mpoliecca "BblAyBaHWe - HallOJIHeHWe - repMmerusanus”
MMERTCSl 3 KPUTUUECKUE 30HbI: Bbl[yBaHHE eMKOCTeM, TepeHOC eMKOCTeM U 30Ha UX HallOJTHeHUS;

OTKPbITaA €MKOCTb B MalllKMHEe [Jjid BBIIIOJIHEHWA IIpoLiecCa "BI:I,E[YBaHI/IE - Halio/IHeHue -
FepMETI/IBHL[I/II/I" SKBUBA/IEHTHd OTKPBITOMY KOHTEﬁHepy Ha JIMHWH;

B OOJBIIMHCTBE YCTAaHOBOK TOJBKO 30HA HArlOJTHEHWs 3alllvilieHa OJHOHAMpaB/eHHBIM TTOTOKOM
BO3/lyXa, COOTBETCTBYIOL[MM 30H€e KJ/lacCa UHUCTOTHI A.

289. [Ina peanmu3alyy NpPeWMYLeCTB Mpolecca "BblJyBaHUe - HAlOJIHeHWe - repMeTusalus”
Heo0OXx0MMO Hasmmure (QyHKIIMOHUPYIOIETO COOTBETCTBYHOIMM 00pa3oM rporjecca. Ocoboe BHUMaHHe
clefyeT  yAenuTb  KBanudUKaluu  000py/JOBaHMs W TPAKTUYECKUMX HABLIKOB  TEpCOHaa.
VccnenoBaHUsiIMM TI0 Ba/UZALMU Y KBaMU(UKALUK [O/DKHBI OXBaThIBAaThCS KPUTHUYECKHE 3/1eMeHThI
rpoLecca, K KOTOPbIM OTHOCSTCSI B TOM UHKCJIe:

cTepuin3alysi 060py10BaHMUS;

Harlo/iHeHHe 000py/I0BaHUsI TUTATeTbHOUM Cpejoi;

CTepuIn3aLus MoJMMepa;

yZAaleHre SHJ0TOKCHUHOB;

OLIeHKa COBMECTUMOCTH TI0/IMMepa C TPOAYKTOM;

IMMpOBEePKa LeJIOCTHOCTHU U TePMETUUHOCTHU KOHTEﬁHEPOB C IIPOAYKTOM;

KOHTPOJIb U3MEHUYHNBOCTH MACChI € JUHHL ITPOAYKTa.



290. CTepuIbHOCTh M alUPOreHHOCTb MPOJYKTa, W3rOTOBJEHHOrO IO TpoLieccy "BblAyBaHue -
Haro/JIHeHWe - repMeTu3alys’’, MOATBeP>K/aeTCsl COOTBETCTBYOIIMMHU Ba/IMALMOHHBIMUA JAHHBIMUA. JTO
MOXXET JOCTUraThCsl MyTeM BaluZALMM YCJIOBUM TpoLiecca SKCTPY3uM (TemrepaTtypbl U BpeMeHU), TIpU
KOTODBIX B MMOJIMMEPHOM MaTepurajie pa3pyllaeTcs SHJ0TOKCMHOBAsI Harpy3Ka sl yC/I0BUsI HAaUXyALLIero
clydasi. Beibop monvMepHOro marepuarna OCHOBbIBaeTcCsi Ha TpeboBaHusix ®apmakornien Coro3a, a Tipu
OTCYTCTBHHM B Hell - Ha TpebOBaHUsIX hapMakKorieli rocyjapCcTB - WwieHOB EBpa3uiicKoro 5KOHOMUYECKOTO
coro3a. BribOp W yTBep)K[eHUEe TIIOCTABIIUKOB TIOIMMEPHOTO TpaHy/sTa MPOBOJAUT TPOWU3BO/UTEID
JIeKapCTBEHHOTO Tpernapara.

291. O6opymoBaHue AJisi TIporiecca "BbIyBaHUE - HAIlOJHEHWEe - TepMeTH3alus’’ ¥ OKPY Karolue
€ro 3alluTHble Oaphepbl TPOEKTUPYIOT TaKMM 00pa3oM, UTOObI TIPeAOTBPAaTHUTh BO3MOXKHOCTH
3arpsi3HeHus W3BHe. [ns ctepunm3aiiuu 060pyZoBaHMs KOHBelepa, TT0 KOTOPOMY ABMXXETCS TPOAYKT,
cjlefiyeT WCIOJIb30BaTh BalMJUPOBAHHBIA LMK/ CTepuiu3auyu mapoM Ha wmecte (SIP). Jlrobas
MOBEPXHOCTb, KOTOpas MOXKeT CIYy>XUThb TOTeHLWaibHbIM KMCTOUHHMKOM 3arpsi3HeHHsi CTepUIbHOTO
MIPOAIYKTA, JO/DKHA OBITh CTEPHU/ILHOM.

292. Tlpu npoeKTHpOBaHWM 000PYZOBaHUs CJie/[yeT MPUHITb Mepbl, HallpaBjieHHbIe Ha CHIDKEHHe
3arpsAi3HEHHOCTH OKpY)Karolled TIpOM3BOJCTBEHHOM Cpe/bl a3p030/bHbIMM YacThllaMd. KoOHTpo/b
KaueCcTBa BO3Jyxa IIPU MCIIOJb30BAaHUM MalllMH /I [polecca '"BblZlyBaHWE - HarlOJIHeHUe -
repMeTusanus’ sB/IsSeTC KPUTUUECKUM I IIPOM3BOJCTBA CTEPUIBHBIX JIEKAPCTBEHHBIX IIperaparos.
YacTulipl, reHepupyemble BO BpeMsl 35KCTPY3MM 3arOoTOBOK, paspe3aHusi U TpOLIeCCOB 3amaliKu
KOHTEMHepPOB, SB/SIOTCS TOTEHLMAJbHBIMM  [1epeHOCYMKaMHA MUKPOOPraHU3MOB B OTKDBITbIE
KOHTeMHepHI [10 3aBepllIeHus Olepaiiy UX 3ariauBaHusl.

293. B TpybonpoBofiax YCTAaHOBKY CTEPU/IM3Al[MHM TeMIIepaTypHbIe JaTUUKK Pa3MeIaloT B MeCTax,
No/iBep>keHHbIX OJIOKMpOBKe (MapoBble ApOCCeNd U TUIACTHMHBI BXO0/la), U B MeCTax, T[e MOKeT
HaKarMBaThCsl KOH/IeHcaT.

294. [edekTbl B KOHTeHepaxX M KOMIIOHEHTaX YKYIIODKH SIBJISSIOTCSI TJIaBHOW TIpoOJiemMoit
KOHTDOJIS Ollepaljui mporjecca "BblyBaHWe - Hallo/JHeHue - repMerusauus’. Onepanuu rporecca
"BbIyBaHWe - HAllOJHEHWe - TepMeTH3alusi’ MPOeKTUPYIOT W HAaCTPAWBAlOT TaKuM 00pa3oM, UTOObBI
MPOU3BOJUTL ITIPOBEpeHHble Ha T'epMeTUYHOCTb W YIIAKOBaHHbIe eJWHHULIBI IIPOAyKTa. B KauecTBe
KpaliHeil Mepbl KOHTPOJISl IPUMEHUMO MCCJIe[lOBaHHe KaKJ0r0 HallOJIHEHHOTO KOHTeliHepa B Cepyy, Npy
3TOM HCIO/b3YeTCsl Hafle)KHbIA U UyBCTBUTEbHBIM MeTOJ, 0OHapy>keHUsl [je)eKTHbIX HerepMeTHUUHbIX
YIaKOBOK ITPOJYKTa.

295. OrtpenbHble METOAMKA MCIIBITAHWKA TI0 OOHApy)KeHWI0 YTeukd (HerepMeTHUYHOCTH
KOHTelHepa) HMeIOT CyLeCTBeHHble OrpaHWYeHHss IIPU MCIO0/b30BaHUM IIpollecca '"BblAyBaHUe -
HaroJiHeHre - repMeTu3anus’ (HarmpuMep, PyYHOe WCIbITaHHe C CO3[jaHHeM H30BITOUHOTO /IaBIeHUS
MOJKeT OBITh He/J0CTaTOYHO UyBCTBUTE/IbHBIM, UCIBITAHWE C TOTPYy)KeHHeM KOHTeiiHepa B pacTBOD
KpacuTenass He Bcerja T03BoJisieT OOHapyKUThb yTeUKM 110 IlIBaM KOHTelHepa, 0COOeHHO
pacrio/ioKeHHBIM B OCHOBaHMM KOHTelHepa (B (C/yyae MCII0/Ib30BaHUS BakKyyma IIocCje
aBTOK/IaBUpoBaHusi). CrefyeT MPOBOJAWTH TIIATe/NbHBINA aHaIM3 HOPMbI OTOPAaKOBKM HerepMeTHUHBIX
yIakoBOK. Ec/i B X0/ie UCIIbITaHUsI TI0 MO/Ie/TMPOBAHUIO aCeNTHUeCKOro MpoLiecca ypoBeHb yTeuek ObLT
3HAUMTE/IbHO BbIllle, YeM KOJIM4eCTBO Opaka MpU PYTMHHOM CEepPUMHOM acerTHUeCcKOM IpoLiecce, 3TO
yKa3blBaeT Ha He/J0CTaTOYHbIN ypOBeHb HaOJIFOZIeHHs U rapaHTUX KadecTBa IMPOAYKTa MPU OOBIYHOM
CepuiHOM aceNTHUUeCKOM IIpoLiecce 10 CpaBHEHUIO C MOJe/IMpOBaHKeM acelTH4ecKoro rporecca.

O6cnyxuBaHue U UCNbITaHUA 06OpPyAOBaHUSA



296. L]enoCTHOCTb KPUTHMYECKHX Ta30BbIX M BO3JYLIHBIX BEHTU/SLIMOHHBIX (PUIBTPOB CiieflyeT
MO/TBEPXKJaTb HENOCPeJCTBEHHO TI0C/Ae HallO/JIHEeHUsl CepuM KOHTeHMHepoB mNpoAykKToMm. Ecmm
L[eJIOCTHOCTb OKasa/laChb HapylIeHHOH, CJieflyeT BBINOJIHUTBL OL|eHKY PUCKa [/l KaueCTBa 3TOM CepuH
NpoAiyKTa. BeHTU/IALMOHHBIe (UIBTPLI YTPauMBalOT CBOIO 1[€JIOCTHOCTL Oosiee yacTo, yeM (UIBTPBI,
UCTI0/Ib3yeMble /s (UIbTpaliy MPOJYKTa, TaK KaK 0ObIUHO OHU 0OoJiee UyBCTBUTE/IBHBI K Ieperajam
JlaBJIeHus1 BO BpeMsl IIpoLiecca MapoBOi CTepUIM3aLiyH.

297. [lna acenTUuYeCKWX eMKOCTeM, TIpefiHa3sHAUeHHBbIX /I XpaHeHWs U HalloJIHeHMs,
TIPOU3BOAUTE/b TIPOBOJUT PeTyJsipHOe TPo(dUIaKTHUecKoe 0OCTy)KMBaHWe, B TOM UHC/Ie TPOBEPKY
YIUIOTHEHUH, KOJIbLIEBBIX MPOKJ/IaJ0K U CMOTPOBBIX CTEKOJI aCENTUYECKUX eMKOCTEM.

298. Bce acenTuueckve eMKOCTU CJieyeT Pery/sipHO HCIIbITbIBaTH Ha BO3MO)KHOCTb YTEUKH
(myTem yzaepXuBaHUWsSI [aBleHUs WX BakyymoM). Ecid MCHONb3yrHOTCS CTEK/ISTHHbIE acelnTh4YecKue
€MKOCTH, C/ie/lyeT pa3paboTaTh a/ibTepHATUBHBIN METO/, UCTIBITAaHUS Ha YTEUKY.

AcenTuuyeckuii npouecc NpPou3BOACTBA /IeKAPCTBEHHbIX NpenapaToB
Ha OCHOBE COMaTUUYeCKUX K/1eTOK M JIeKapCTBEHHbIX Npenaparos,
NPON3BEAEHHbIX WU BblAENEeHHbIX N3 6GU0MOrMYECKUX NCTOUHUKOB

299. JlekapCTBeHHbIe TipernapaTbl Ha OCHOBE COMaTUYECKUX KJIETOK U OT[ie/ibHbIe JIeKapCTBEeHHbIe
Tiperaparhbl, MMPOW3Be/leHHble WM BbiZie/ieHHble U3 OHOJIOTHUeCKUX WCTOUHUKOB (HAarpuMep, JU3aThl
OMOJIOTUYECKOTO ChIPbs, TOJYOUHMIIIEHHbIE SKCTPAKThI), TIPEACTAB/SIOT COOOM TpyImy MpPOAYKTOB,
KOTOpble He MOTYT OBITh CTEPWIHM30BaHbI C TIOMOIIBbIO (UILTPALMM W [JO/DKHBI T10/IBEPraThCs
acernTUYeCKUM MaHHUIYJISILUSAM B TeUeHHe BCero rMpou3BOACTBEHHOIO MpoLiecca.

300. B acentuyeckoM mpoLiecce TIPOM3BOACTBA TaKWX TMPOAYKTOB MPEUMMYIECTBEHHO
WCII0/Ib3YIOTCS 3aKPBIThle CUCTEeMBbI (M30/SITOPbI).

301. [l;nig /1eKapCTBeHHBIX IIperapaToB Ha OCHOBE COMAaTUYeCKUX KI/IeTOK, NMPUMEHSeMBbIX [/
K/JIeTOUHOM Teparnyy, 00paboTka Ha KaK/0W CTaJul TIPOM3BO/ICTBA, B YaCTHOCTH, HA CTA/IUSIX MEXKIY
BBIpAII[IBaHUEM U COOPOM KJIETOK, MOJyYeHHEeM KOHEUHOTO TPOJYKTa U €ro BBIMTYCKOM Kak TPaBUJIO
MPOBOJUTCA B KOPOTKME CpOKHU. JlomycKaeTcsl BBINYCK TakKUX JIeKapCTBEHHBIX IIperapaTtoB C
NIPOU3BO/ICTBA U MIPUMEeHeHNe Yy MaljeHToB, [0 TOro, Kak OyyT U3BeCTHbI OKOHUaTe/IbHbIe Pe3y/bTaThl
VICIIBITAHUS 3TUX TIperapaToB Ha CTePU/ILHOCTD.

302. B aiyuasix eciv pesysbTaThl 3aK/IHOUMTEIbHOIO UCTIbITAHNS Ha CTePU/IbHOCTD JIeKApCTBEHHbBIX
rperiapaToB Ha OCHOBe COMAaTHMYeCKUX KJ/IeTOK He [OCTYyIHbl [0 MOMeHTa WX [pUMeHeHud,
TIPOU3BOJUTEIIIO C/Ie[lyeT YCTaHOBUTH JOIIO/IHUTE/IbHbIe Mepbl KOHTPOJIS U UCIIBITAHUS JIeKapCTBeHHbIX
rperiapaToB Ha OCHOBe COMaTUYeCKuX K/eToK. Hanpumep, mnpousBogureseM JieKapCTBeHHbIX
rperiapaToB Ha OCHOBe COMAaTUUYeCKUX KJIeTOK MOI'YT BBIIIOJHATHCS [JOIO/JIHUTe/IbHbIe HUCIIBITAHUS Ha
CTepU/IbHOCTDL JIeKAPCTBEHHBIX IIperapaToB Ha OCHOBE COMaTHMYeCKUX K/IeTOK Ha MPOMEXYTOUHBIX
CTafusIX TIPOW3BOACTBA (HArpuMep, TOC/e TIOC/TIeAHeN MaHWITY/SIIMU C TIPOAYKTOM /10 ero cbopa).
CrnenyeT mnpeaycMOTpPeTb BBINIOJIHEHUE [IOTIOJTHUTE/bHBIX WCIIBITAHWM, KOTOpble MOTYT BBISIBUTh
MHUKpPOOHOe 3arpsi3HeHHe TIPOJyKTa, TaKUX KaK MHKDPOCKOIMYeCKOe HCC/Ie/[0OBaHHMe, OKpalllMBaHUe 10
['pamy (w1u ApyruMy KpacuTesisiMU), a TakKKe MpoBe/leHre UCTIbITaHUSI Ha HJ0TOKCHHBI.

303. Pe3sysbTaTbl HWCIBITAHUW [O/DKHBI COOTBETCTBOBaTb KPUTEPUSM IPUEMIIEMOCTH Tiepe]
BBIMTYCKOM TIPOAYKTa.



XI. Mpouyeccbl ouncTkn Ha mecTe (CIP) n ctepunusayumn
Ha mecTe (SIP)

Ouuctka Ha mecTe (CIP)

304. Copep)kaHHe OCTaTOYHBIX KOJMUYECTB MpeAbIAYLIero TMpoAyKTa, MOWIIUX CPeACTB U
MPOAYKTOB pa3/io)KeHusi Ha KPUTUUYECKUX TIOBEPXHOCTSX TPOM3BOJCTBEHHOW /MHUU He [JOJ/DKHO
TIPEBBIIIATh YCTAHOB/IEHHBIX TIPE/IE/IOB, KOTOPbIE SIBJISTIOTCS 0€30TacCHBIMU /1/1S1 TTAl[UeHTOB U TepCOHara.

305. TIpu pa3paboTke Tmpollecca OYMCTKH Ha MecTe TPOW3BOAMTENIO CefyeT 000CHOBaTh
rapaMeTphbl TIPOLecca OUKCTKU U AOTyCTUMBbIe TIpe/iesibl CO/iepyKaHusl OCTaTKOB 3arpsisHeHui. [Ipesenbi
KpUTEPUEB YKUCTOThI 3aBUCSAT OT TPUPO/bI TPOAYKTa, KOTOPBIM MOCTYIWA/I B TIPOM3BOACTBEHHBIN LUK/
riepe/i OUMCTKOM 000py/10BaHMsI, U YUUTHIBAIOT €ro:

aKTHBHOCTb;

TOKCUYHOCTB;

OMO0JIOTHYECKYH0 COBMECTUMOCTD;

KaHIIepOreHHOCTh;

MYTareHHOCTb;

CIOCOOHOCTh K CeHCUOMIM3aI[UN TKaHEeH.

306. MeTo/i OUMCTKH Ha MeCTe TIOZOHPAOT C yUeToM OCOOEHHOCTeN KOHCTPYKI[UM OUMII[aeMOTO
obopyaoBaHusi U (HU3UKO-XUMHUECKHUX CBOWCTB OCTAaTKOB yZajasieMbIX BemlecTB. Eciu  yaaneHue
OCTaTKOB TPOJIyKTa C AOCTaTOYHON 3(()eKTUBHOCTHI0O HEBO3MOXKHO, [Jjisi ero MpPOU3BOACTBA ClieflyeT
HCII0/Ib30BaTh CTelMalbHO BbiZieieHHOe 000py/ioBaHue.

307. TlapaMeTpslI Tpoliecca OUMCTKU Ha MecTe [JOJKHBI 00ecrieurBaTh OUMCTKY 000pyA0BaHuUs 10
TIpeJjBapyTe/IbHO YCTaHOBJIEHHOTO MPHUEMJIEMOT0 YPOBHSI YUCTOTHI. [1pu pa3paboTke MeTo/ja OUMCTKHY Ha
MecTe C/ieflyeT YCTaHOBUTD (TI0 Mepe HeoOXOANMMOCTH) C/ie/IyFOIIIre TTapaMeTphI:

TUI IPUMEHSIEMbIX MOIOIIUX CPeZCTB /ISl OUMCTKY;

KOHL|eHTpaL[1sl U TeMIiepaTypa MOIOIIUX CPe/iCTB;

CKOPOCTH IOTOKA U JiaBJIeHue /jisl TI0/lau MOIOII[UX CPeJICTB;

BpeMsi TIOIFOTOBKU CHCTEMbI K OUMCTKE Ha MeCTe, BBITIOJTHEHMS TIPOIjecca OUHMCTKHA Ha MecTe,
HMHaKTUBaLMU (TTIPOMbIBaHUSI) CUCTEMbI U PeHUPOBaHUs (BbICYIIIMBaHUsI) TTIOBEPXHOCTeH, BCTYMNalOIUX B
KOHTaKT C MIPO/IYKTOM;

o011iee BpeMsi OUMCTKH CHCTEMBI, BK/TFOUasi IPOMbIBAaHKE U BBICYIIIMBaHKE (€C/TU TIPUMEHHMO);

CKOPOCTBb U BpeMd pa6OTbI Mellla/IKU TIPpHU OUYHCTKEe CHMCTeMBI Ha MeCTe,

00beM MOIOIIEro PacTBOpPa U BO/IbI /IS OTI0/IAaCKUBAHUSI CUCTEMBI;



WHbIe TTapaMeTpbl (TP HeOOXOZAUMOCTH).

308. Ilpu MpoW3BOACTBE HAa OJHOM U TOM >Xe 00OpYy/OBaHHUM HECKOJIBKMX Pa3lWYHBIX BHOB
MPOJyKTa CeAyeT OIpeAeauTb U OPOPMUTh B MMUCbMEHHOM BH/le BHIOOD YC/IOBHI HauUXy/IIeTro CyTyvast
JJIs1 OUMCTKH Ha MecTe. Bbibop Hauxy/iero cydasi OCyIjeCTB/IsIeTCSI HA OCHOBe:

aHasv3a pUCKOB;
MMeIoI1[erocsi COOCTBEHHOTO MPaKTHUUeCKOT0 OTbITa PA0OTHI C IaHHBIMU BU/JaMH IPOJYKTOB;
PacTBOPUMOCTH, TPYJHOYAAIMMOCTU OCTaTKOB JJaHHBIX BU/IOB TIPOAYKTOB;

JIOTTyCKaeMOT0 YPOBHsI €XeIHeBHOTO BO3/elCTBUs, TOKCUUHOCTA, MUHUMA/IbHOW [JHEBHOU [03bl
aKTUBHBIX (hapMalleBTUUeCKUX UHTPe/IUeHTOB JJaHHBIX BU/IOB TIPOAYKTA;

Apyrux (pakTOpPOB BAMSIOMIMX Ha Oe30MacHOCTh MalMeHTOB U TIepcoHasa.

309. CneanyeT yCTaHOBUTb U ODOPMUTHL B MMCbMEHHOM BH/je METO/WKHU BBITIOJTHEHUS KOHTPOJIS U
yrpaBJ/ieHUs TapaMeTpaMu IpoLjecca OYMCTKU Ha MecTe.

310. Metog (metoabi) orbopa Tipob csiemyeT 0OOCHOBaTH C Y4eTOM KOHCTPYKTHUBHBIX
ocobeHHOCTeM 000py/IOBaHMS, a TAKXKe C y4eToM (U3MUEeCKUX U XUMUUYECKHX CBOWCTB TIPOAYKTA.
[oryckaeTcsi pyuMeHeHWe KOMOWHAI[UM BH3ya/IbHOTO OCMOTpPA, METO/la aHa/u3a CMBIBOB U MeTO/a
aHaJTM3a MPOMBIBHBIX PaCTBOPOB.

311. AHanuTHyecKrWe MeTOJWKU MCIbITaHWM, BK/IIOUasi CTeleHb U3BJeUeHUs] aHa/M3UpyeMOoro
Bell|eCTBa, C/ielyeT Ba/IUUPOBaTh.

312. Kputepuu mnpuemiemMocTd s 3(DPeKTUBHOCTU TMpoljecca OUYUCTKM Ha MeCTe JIO/DKHBI
OCHOBBIBAThCSl HAa pacueTax TeOpPeTUUeCKOro IMepeHoCa aHaJu3MpyeMOro BelecTBa B MOC/AeAYHOLIUN
npoaykKr. [Ipu pacyere repeHoca cielyeT yUUTbIBATL BO3SMOXKHOE pacIipefie/ieHre OCTaTKOB BellleCTB BO
BCeM 00beMe TIPOMBIBHOI'O pPacTBOpa W B TEepBOHauYa/IbHOM 00BEMe MPOMBIBHOTO pacTBopa (3ddekT
MepBOro TIPOXOXKJeHWs1). KpuTepuu MpHeMeMOCTH TakXe [O/DKHbl YUWUTBHIBaThb JaHHbIe TIO
TOKCUYHOCTHM aHaIM3UPyeMOTro BelleCTBa, IMpejesn ero 0OHapy)XeHHsI U BO3MOYKHOCTH OCYIL[eCTBJ/IEHUS
Trporiecca OYMCTKUA Ha MecCTe.

313. Cnepnyer BBINOMHATH TEKYIIMA KOHTPOJb WU MOHWUTOPHHI IIpoLiecca OYMCTKM Ha MecTe.
Pe3ysibTaThl KOHTPOJIA U MOHUTOPUHI IIPOLiecca OYMCTKA Ha MeCTe [JOJDKHBI NTOATBePAUTD, UTO IIPOLiecc
OUMCTKU Ha MeCTe TIOCTOSIHHO BBITIO/IHSIETCS B paMKax yCTaHOBJIEHHBIX MapaMeTpoB U obecrieunBaeT
TIpe/iBapyTe/IbHO yCTaHOBJIEHHBIN YPOBEHb UMCTOTHI TEXHOJIOTHYECKOTO 000PYA0BaHUS.

314. 3amucu 110 TPoLieCcCy OUMCTKU Ha MeCTe BK/IFOUAIOT B ceOst:

J,aTy BBITIOJTHEHUS] OUUCTKY;

HasBaHWe NIPOAYKTa, KOTOPBIA NTPOM3BOJWIICA ITepes] OUMCTKOM Ha MeCTe, U HOMep ero Cepuy;

cBesileHUs 00 oreparope (omepaTopax), MPOBO/MBILIEM OUUCTKY Ha MECTE;

OTUET O Mnpoueaype O4YnMCTKHU Ha MecCTe (HapaMeTpBI rnponecca OYNCTKH Ha MeCTe U IMoATBepKAeHre



HX COOJTIO/IeHUS).

315. 3anwmcu 1o Mporeccy OYMCTKY Ha MeCTe MOTYT Tak)Ke BK/IFOUaTh B ceDsl pacrieuaTKH JJaHHbBIX
O [JITeJIbHOCTH KOHTAaKTa UMCTAIIEro CpefCTBAa C TNPOM3BOACTBEHHOM JIMHWEW, TemrepaTypel M
JlaB/ieHUs], W3MepeHHble B TIpeJBapUTe/NbHO ONpeZe/IeHHbIX YuyaCTKax [POWU3BOJCTBEHHOW JIMHUM,
CUTHa/Ibl TPEBOTM WM Jpyrue IapameTpbl, KOTOpble BAUSIOT Ha 3(()eKTUBHOCTb OUMCTKA Ha MecTe
(HaripuMep, orpejiesleHVe HaaUuWs MOIOLIEro CpefCcTBa M ero KOHLieHTpalys). 3anucy M0 MpoLeccy
OYMCTKM Ha MeCTe YUYMTBIBAIOTCS TPU MPUHITHU pellleHHs O [JoMycKe 000pYZOBaHUS K TTPOU3BOACTBY
C/lefyroler cepur NpoAyKra.

Banugauus npouecca OUMCTKU Ha MecTe

316. Bamupauus miporiecca OYMCTKA Ha MeCTe BK/IOuaeT B cebsi TpoBeZieHHe KBanu(uKaLyu
obopyoBaHusi, IPUMEHSIEMOTO B TIpOLiecce, ¥ Ba/IMZALIMIO MPOLIeAYPbl OUMCTKH. J]aHHbIEe, TIOTyYeHHbIe
BO BpeMs BbIMO/MHeHUs1 KBamupukaimu craguii MoHTaxka (IQ) u  dynkuuonupoBanus (OQ)
000py/J0BaHUSI CUCTEMBI OUMCTKHA Ha MeCTe, YTBEPXKJAOTCS /10 Hauana KBalM(MUKAI[UKM SKCIUTyaTariuu
(PQ) obopyaoBaHusI CHCTEMbI OUMCTKUA Ha MeCTe 1 Ba/U/al[iy MpoIjecca OUMCTKUA Ha MecTe.

317. Kak mpaBu/io, AJisl Tpoliecca OUYMCTKA Ha MecCTe, CTaAus KBaau(UKaLMy SKCILTyaTaluu
000opyJj0BaHUSI CUCTeMbl OUMCTKMA Ha MeCTe W BajMjalius Tpoliecca OYHUCTKU Ha MecCTe TPOBOASTCS
coBMmecTHO. CrieflyeT TNpOBeCTH HECKOIbKO TOC/Ie[0BATeNbHbIX YCIeIIHbIX MPOTOHOB (M0 MeHbliei
Mepe, 3) AJis TIOATBeP>K/eHNsI BOCTIPOM3BOAUMOCTH U 3(h(heKTUBHOCTH MPOLecca OUUCTKU Ha MecTe.

318. Kpurepuu npuemsieMOCTH Ppe3yabTaTOB BajujalMyd [polecca OUYMCTKM Ha MecTe
yCTaHaB/IMBAIOTCSl IPOM3BOANTE/IEM Ha OCHOBe pacueToB. [Ipy HeoOX0JMMOCTH B Ba/lualvIo TIpoLjecca
OUMCTKM Ha MeCTe BK/IHOYAlOT TIPOBEPKY CHOCOOHOCTM TIpoliecca OUMCTKM Ha MecTe YZajsTh
MHUKpPOOHOIOrHYecKye 3arps3HeHus], WCIO/b3ysl pa3/MuHble MeTO/bl aHaiu3a (HarpuMmep, aHaau3
CMBIBOB C IIOBEPXHOCTH, aHa/MU3 IPOMBIBHBIX pacTBOPOB U Jp.). Bamupauus mnpoliecca OYMCTKU Ha
MecTe /J0/DKHA MO/ TBepAUTb, UTO TeKyIIass OUMCTKA Ha MecTe ¥ MoC/eyollee XpaHeHe 000py/j0BaHUs
rpeZioTBpallaloT pa3MHOKeHHe MUKPOOPraHU3MOB.

319. 115 npo/iyKTa, B crielii(UKaijiio KOTOPOro BK/IFOUEHHBI Mpeiesibl CoZiepKaHUsl 3HJ0TOKCHHOB,
BO BpeMsi BaJMJallUM TIpollecca OYMCTKM Ha MeCTe TIPDOBOJUTCSI OLleHKa YPOBHSI COJlep>KaHUs
9H/IOTOKCHOB B 000DYZI0BaHUM.

320. VismeHeHusi 000Opy/IOBaHMs, 3aMe€Ha MOMIUX CPe/CTB, U3MeHeHHUs] TlapaMeTpOoB Tpoliecca
OUMCTKA Ha MeCTe WM TMPOJYKTa, NMPOM3BOAUMOrO Ha OUHMIIlaeMOM O0OpY/JOBaHUH, OLIEHWBAIOTCS TI0
CTelleHW UX TIOTeHLMaJbHOrO BO3/ehCcTBUS Ha 3((EeKTUBHOCTh Tpoljecca OUMCTKA Ha MecTe U
Heo0OX0/IMMOCTH MPOBe/IeHNsI TOBTOPHOM Ba/W/jaliuK 3TOT0 MpoLiecca.

Crepunusauyus Ha mecte (SIP)

321. ObopyzoBaHre 60bIINX pa3MepoB (pe3epByaphbl, TAHKH, JIMHUS aCeNTUUeCKOTr0 HAIlO/THEHHS
(acenThueckoro posnuBa), NepefaTouHble JIMHUM, CACTeMbl (DUIbTPALMM WM CUCTEMbI TOATOTOBKU
BOJbI [/l UHBEKLIUM), KaK TIpaBU/IO, CTepuan3yeTcs: Ha MecTe (insitu). B mpoueccax crepuivsaiuu Ha
MecCTe CTepu/IM3alisi BBINOIHSETCS MyTeM MPSIMOr0 KOHTAKTa MOBEPXHOCTEM C MapoM WU ApPYyTrHMHU
CTepWIM3YIOIUMHK areHTaMyd. HecmMoTps Ha TO, UTO MeTOJOM CTepwiIM3alMd Ha MeCTe BCA
TPOU3BO/ICTBEHHAsI CUCTeMa MOJKeT CTePUIM30BaThCs KakK eUHOe 1iesioe, [1/Is1 YIIPOLLeHNs BbITOJTHeHUs
MpoLelyp CTepWIv3aluu MPeANOUYTUTE/IbHO pa3/ie/IuTh TPOU3BOACTBEHHYH) JIMHUIO Ha HECKOJIBKO
vacreid. Ecri crepunusaimu nogsepraeTcst 00sibIlasi IPOM3BO/ICTBEHHAsI CUCTEMaA C pa3zesieHreM ee Ha



HECKOJTbKO YacTel, TO 3TH YaCTH JI0JDKHBI TIepeKPLIBaThCs MEXKY CO00H /71s1 00ecrieueHus Toro, UTo BCe
KOMIIOHEHTbI CUCTeMbI ObLTH TIPaBUIBHO U 3G GEKTUBHO MPOCTEPUIN30BaHbl. JTO MOXKET MPUBECTH K
HE0OXO/IMMOCTH BBITIOJTHEHUST OTKPBIBAHUS W 3aKPbIBaHUS K/allaHOB B TPYOOIPOBOJaX CUCTEMBI B
C/IOKHOM TOC/Ief0oBaTebHOCTA. [IpM pyyHOM yIpaBleHWHM TakUM IIPOLIECCOM CJleflyeT 3apaHee
MO/JITOTOBUTE TIOJPOOHOe OIHMCcaHKe TI0C/e/[0BaTe/lbHOTO BBITIOJIHEHUsT OT/e/bHbIX Orepaluii B
0o(OpMJIEHHOU B MUCbMEHHOM BHJe mpoleype. Eciu yrpaBieHWe OCYLIeCTBI/SeTCS aBTOMaTUUeCKH,
CUCTEMY aBTOMaTHUYeCKOTr0 yIpaB/ieHusi cjieflyeT Tipe/iBapuTe/IbHO Ba/IUAUPOBaTh.

322. CnefilyeT yCTaHOBUTH Mepbl, TapaHTUPYHOLIHe, UTo CO0M (DyHKUWU yIpaBIeHUs] CHUCTEMOMN
CTepuIM3alM Ha MecTe He TIpHMBeZieT K OLIMOKe B 3allMCH [apamMeTpoB TIpoljecca CTepWIN3aliiM Ha
MecTe /sl TIpeJOTBpallleHHsi OLIMOOYHOTO TMPHHSATHS pelieHus 00 3((heKTUBHOCTH BBITIOTHEHHOTO
rpoLjecca CTepuInd3aliy Ha MecTe.

323. Vcnosb3yeMblli CTEPUIU3YIOIIUM areHT [J0/DKeH ObIThb COBMECTHM C 0OpabaTbiBaeMbIM
obopyJoBaHHeM U criocobeH obecrieunBaTh 3asiB/IeHHBIM TIPOU3BOJUTENIEM YPOBeHb OOecrieueHust
CTEPWILHOCTH TIPH  yTBEPXKJEHHbIX Tapamerpax crepwim3anuu. CreayeT WMeTh JJaHHBIe,
TIOATBEPIKAAIOIIe CIIOCOOHOCTh CTEPUIM3YIOIIEr0 areHTa OKa3blBaTh JieTalbHOe [IefCTBHe Ha
MHUKPOOpraHu3Mbl. [IpousBoguTento cienyeT pa3pabotaTb U OGOPMHUTb B THCHBMEHHOM BHJE
crielMUKaI[|MI0 Ha CTEPUIM3YIOIINI areHT, KOTopasi BK/IFouaeT B ce0st TpebOBaHMs K ero YUCTOTE.

324. [lomiofHUTENBHO K crieliuUKaLyy caefyeT WMeTh TMacrmopT 0e30MmacHOCTH aKTUBHOTO
BeriectBa (MSDS) wiv aHanornuuHyto emy HWHGboOpMaLyo0 1o 6e30MacHOCTH CTePUIU3YIOIEro areHTa
(macrioptT ¥ uHboOpMalUsg He TPeOYIOTCS B C/iyyae, eC/M B KadeCTBe CTEPUIM3YIOIIEero areHTa
WCIO/b3YeTCs1 BOASHOM Map).

325. IlpousBojuTeNto cefyeT yCTaHOBUTh W OQOPMUTHL B MHUCbMEHHOM BHe CJefylolire
rapamMeTpsl IpoLjecca:

KOHLIeHTpaLsl CTePUIU3YIOLLero areHTa;
BJI&)KHOCTb, TeMIlepaTypa, JlaB/jieHre Mpoliecca CTepyuIn3aliy Ha MecTe;
BpeMs BbI/IeP)KKH 000py/ZI0BaHMs B YC/IOBUSIX CTEPUIM3ALIMM HA MECTe;

nojiiep)kaHue yCJIOBUM CTepyuIM3aliud Ha MecTe (HampuMep, TpPOBeZieHWe TOCTOSTHHOTO
3aMelrieHUs] MTHaKTUBUPOBAHHOTO CT@PU/IM3YIOIIEr0 areHTa, UCTILITAHUS 11e/IOCTHOCTH BEHTU/ISILIMOHHBIX
(bUIBTPOB, KOHTPOJIS TIOJIOKUTE/ILHOTO /IaB/IeHUS] B CUCTEMe CTePU/IM3al[ii Ha MecCTe);

THIT CTePH/IBHOM CpeJibl [iJ1sl TIPO/IyBKU CUCTEeMBI CTEPH/IM3ALY Ha MecTe, BpeMsi, CKOPOCTh ITOTOKa
U TemIiepaTtypa, HeoOXOJWMble /s TIPOJAYBKH U CYIIKH CHCTEMbI CTepWIM3allud Ha MecTe TOC/ie
cOOpKH.

326. IIpousBoauTesito cjieyeT YCTaHOBUTh U 0()OPMUTL B MMCbMEHHOM BH/le CpeJCTBa KOHTPOJIS
Y ynpaBJ/ieHUs lepeMeHHbIMU TlapaMeTpaMu MpoLiecca CTepuIn3aliiy Ha MecTe.

327. Cnemyer yCTaHOBUTb Haubosiee TpyAHBIE [JjisI CTepUIM3allMM Ha MeCTe Y4YacTKH
o0opyJoBaHUsI U TIOATBEPAUTb, UTO B 3TUX Yy4acTKax CTepUIM3alids Ha MecCTe SIBJISIETCS AOCTaTOUHO
3¢ dekTBHON 151 00ecrieueHHsI COOTBETCTBHUSI CTEPWIBHOCTH TIPeJBApUTENBHO YCTaHOB/IEHHOMY
YPOBHIO.



328. Tlocse crepumm3ani Ha MecTe 000py/0BaHME [JO/DKHO TOAJEPKUBATHCS B CTEPUTBHOM
COCTOSIHUM MyTeM MOJJeprKaHusl LIeJIOCTHOCTA CTepuIn3yeMon cuctemsl. [lepros BpeMeHU BbIEP)KKU
CTepWIN30BaHHOTO 000PY/I0BaHMSI [I0 €T0 UCII0/Ih30BaHUs B TIPOU3BO/ICTBE C/IelyeT Ba/IUUPOBATh.

329. [Insg KakzAol craguyd pa3paboTKu, BanualM, TeKyIllero MOHWTOPWHTa U yTIpaB/IeHUs
TIPOLIECCOM CTepU/IM3aliK Ha MecTe pa3pabaThIBalOTCs M MPUMEHSIIOTCS Ha TMPAKTHKe 0QopMJIeHHbIe B
MMCbMEHHOM BHJe mpoleAypsl. IlpousBogurento ciefyeT COXpaHATb BCe 3allUCUM O MPOBeJeHUU
CTepU/IM3al[uM Ha MecTe.

330. M3meHeHust 060py/[0BaHUs, CTEPUIM3YIOLIEr0 areHTa, MapaMeTpPoB MPOL{ecca WX MPOAYKTa,
obOpabaTbIBaeMOro Ha CTepW/IN3yeMOM 000pY/I0BaHWH, AOJDKHBI MOJyUHUTh OLIEHKY TIPOM3BOJUTEIS TI0
WX TIOTeHL[Ma/IbHOMY BO3/lefiCTBUI0 Ha 3(QeKTUBHOCTb TMpoLiecca CTepuIM3alldd Ha MecTe W
He00X0/IMMOCTH MOBTOPHOM Ba/IWALIMU MpoLiecca CTepUIn3aLiy Ha MecTe.

331. YKazaHud 10 CTepWIX3aLUM [TapOM Ha MecTe NpuBeeHbl B MpuiokeHnU N 3 K HacToslemMy
PykoBopcTBy.

Banugauus ctepunusayum Ha mecTe

332. PesynbraThl KBanugukauuy npoekta (DQ), monTtaxa (IQ), dynkuuronupoanus (0OQ)
000pyioBaHUsT CUCTEMBI CTEPU/IM3aLMM Ha MecTe JI0/DKHBI MOJTBepPAUTb MPUrOAHOCTh U CIIOCOOHOCTH
CUCTeMbl CTepWIM3aL{ii Ha MeCTe BBIMO/IHATh Criel{M(UIMPOBAHHBIN MIPOLIeCC CTepU/IM3aliii Ha MecTe B
paMKax yCTaHOBJIEHHBIX I1apaMeTpoB. /[laHHble, IIOJlyueHHble BO BpeMs BbINIOJIHEHUS CTafuu
kBamMpukaiuu MoHTaxka (IQ) u kBamudukaiuu dyHkuroHupoBanusi (OQ), yTBep)KaroTCs
MIPOM3BO/IMTE/IeM JIeKapCTBEHHBIX CPeJCTB [J0 Hauasa KBaaudukarmuy sxkcrtyaraimu (PQ).

333. IlepBoouepeHbie GYHKLUMU CUCTEMBI CTePWIM3al[dd Ha MeCTe, BbIIOJTHEHHEe KOTOPbIX
cjlefiyeT TIOATBEPAUTb TIPOM3BOJUTENO0 BO BpeMsi KBaqu(UKalLMyd 000pYZOBaHUs, HCTIOIb3yeMOro B
rporjecce CTePUIM3alK Ha MeCTe, BK/TFOUAl0T B ceOst:

HapabOTKy CTepUIU3YIOIIero areHTa (€C/ii MpUMEeHHUMO);

1ojjauy CTepUIM3YIOIero areHta B CTepuiM3dyeMoe 000py/JOBaHWe KOHTPOJIMPYEMBbIM U
0e30IacHBIM CII0COO0M;

pacripe/ieieHHe CTePUIU3YIOIIero areHTa BHyTPY CTePUIM3yeMoro 06opy10BaHus;

ro/iiepsKaHue ycaoBui Ayist 3¢ deKTUBHON CTepuIn3aii 000py/J0BaHMS;

KOHTPOJTb YCJIOBUM CTEPU/IM3ALIUU B OTIpe/ie/IeHHbIX Y4acTKax 000py/10BaHMS;

Oe3omacHoe y/lasieHre CTePUIU3YIOIEro areHTa;

nofiiep>kaHue CTePUIBHOTO COCTOSTHUSI 000PYAOBaHUSI.

334. [Ins moATBepKAeHUsT BOCIIPOU3BOAUMOCTA U 3(D(PEeKTUBHOCTH TIpoljecca CTepuIu3aliuu Ha
CTaivuv KBanmuduKaiuu sKcrutyaraiuu (PQ) crenyeTr TpoOBeCTH CEPUIO TIOC/Ie[0BaTeTbHBIX yCIEITHbIX
TPOroHOB (TI0 MeHbIllelt Mepe, 3) TMpoijecca cTepwind3alud Ha Mecte. CreiyeT TOATBEPAUTb, UTO

NeTanbHOCTh CTEPWIM3YIOIIero areHTa M0 OTHOLIEHUIO K YCTOWUYMBBIM TECTOBBIM MUKPOOPraH13Mam
JIOCTaTOYHA [Jisi JIOCTVDKEHWsT yPOBHSI oOecrieueHWsi CTePWJIHLHOCTH He MeHee 10 . Boibop Buga



TeCTOBbIX MHKPOOPraHM3MOB /[IO/DKEH OCHOBBIBAaTbCS Ha XapaKTepUCTHKaxX LUKAa U YCIOBHUSX
Hauxyzuero cieHapus. ObOocHoBaHMe BbIOOpa BHA TECTOBBIX MHUKPOOPTaHW3MOB O(OpMIISeTcCs B
MYMCbMEHHOM BH/le IPOM3BOJUTEJIEM.

ITpunoxenue N 1
K PyKOBOZICTBY 110 acenTH4YeCcKyM Iporieccam
B (hapmMal|eBTUUeCKOM MPOM3BO/ICTBE

YKA3AHUA
Mo IKCNNYATAUNN NU3ONATOPOB B ACENTUHECKOM MNMPOLLECCE
B NMPON3BOACTBE CTEPWU/IbHbLIX IEKAPCTBEHHbIX NMPEMAPATOB

1. Wcnonb3oBaHHWe B acelTHUYECKOM IIPOIiecce B TIPOM3BOJCTBE CTEPU/IbHBIX JIEKAPCTBEHHBIX
rpernapaTtoB (Jasee - acenTHYeCKWd TIpollecC) U30/STOPOB TI03BOJISIET OT/eMUTh BHEIIHIOH
TIPOM3BO/ICTBEHHYIO CPe/ly UHMCTBIX MOMeI[eHUi OT acenTUYeCKOM MPOX3BOACTBEHHOW JITMHUU U CBECTH K
MUHUMYMY BO3/I€HiICTBHe TepCOHa/la Ha AaCeNMTHUeCKylH TIPOW3BO/ICTBEHHYIO JMHUIO. OCHOBHBIE
rapaMeTpbl M30JIMpyHOLiero 000pyZOBaHUs TPOW3BOAUTE/NO JIEKAaPCTBEHHBIX CpeJCTB (Janee -
TIPOM3BO/IUTE/IL) CJIelyeT OMpeAeUTh A0 MPOEKTUPOBAHUS U30JITOPA, C YUETOM (PU3MKO-XUMUUECKUX
XapaKTepUCTUK JIeHCTBYIOIIEro BelljeCcTBa JieKapCTBEHHOTO Tiperapara M 0COOeHHOCTel mpoliecca
TIPOM3BO/ICTBA JIeKAapCTBeHHOro rmpenapata. CrefyeT oOmnpeAenuTb TakWe YCJIOBUS —Tpoliecca
TIPOM3BO/ICTBA JIEKAPDCTBEHHOTO Tperapara, py KOTOPbIX MPUMeHeHHe U30/ITOpa U BCTIOMOTaTeIbHOTO
obopyoBaHUsT 00eCreunT HaJ|e)KHOCTh M 0e301MaCHOCTh TMPOM3BO/ICTBA JIEKAPDCTBEHHOTO TIperapaTa.
OnpeziesieHre BO3MOKHBIX KOHTPOJIBHBIX TOUEK TIporiecca U (JakTOpOB, CBSI3aHHBIX C 000pY/J0BaHUEM,
KOTOpPbIe MOT'YT HEO/IarorpHUsITHO BO3/1€HCTBOBATh Ha M30/IMPYIOL[YI0 CUCTEMY WM/IM KaueCTBO MPOAYKTa,
BBIMOJTHSIETCS TIPOM3BO/JUTE/IEM Ha OCHOBE aHa/ln3a PUCKOB. M30/1TOpbI, MHTEp(deChl B3aUMO/1eHCTBUS
C orepaTopoM M BCIOMOraresbHOe 000pyZoBaHHWe CreJyeT CIpPOeKTHPOBaTh TaKuM 00pa3oM, uToObI
obecrieunTb HEOOXOAWUMBINA AOCTYI oOrepaTopa KO BceM pabouum 3oHam 0e3 HapylleHWsl KauecTBa
MIPOAIyKTa, 6e301MacHOCTH 1 KOM(OPTa oriepaTopa, WK 1[eJIOCTHOCTH U30/ITOpA.

2. Hapnexaium 00pa3oM CIIPOEKTUPOBAaHHBIA H30/IATOP C TIOJIOXKUTEbHBIM [JAaBJIEHUEM U
COOTBETCTBYIOL[UMHM TIPOLIeJypaMU TEXHHUECKOTO 00C/Ty)KUBaHHsI, MOHUTOPHHTA M KOHTPO/Is 00/1ajaet
TPerMMYILeCTBOM 110 CPaBHEHHIO C PyTUHHBIM aCeTUUeCKUM MPOLeCCOM.

3. Tlpu wuCrosb30BaHUM TIPOM3BOJIMTENIEM H30JISTOPOB CjieflyeT pa3paboTaTh TMpOLIeAYDHI,
CBsi3aHHBIE C OCOOEHHOCTSIMU WX 3KcIuTyaTanmd. OOcC/y>KMBaHMe CHCTEM H30/IATOPOB CYI[eCTBEHHO
OT/IMYAeTCsI OT 00CTY)KMBaHUST 0OBIUHBIX, HEU30/TUPOBAHHBIX aCeNTUUeCKUX TIPOU3BO/ICTBEHHBIX JIMHUM.
HecMoTpst Ha TO, UTO HU OIVH W30/ISITOP He TI03BOJIsIeT 00ecreunTh abCOMIOTHY0 FepMeTHUHOCTh, B
Ha/iJIeXXalyM 00pa3oM CIpOeKTHPOBaHHOM 000pYJOBaHUH MOXXET OBbITh [JOCTUTHYTAa OU€Hb BBICOKAs
L[e/IOCTHOCTb MU30J/19TOPA U JOCTaTOYHAs! CTeleHb ero repMeTUUHOCTH.

l. MomelweHuns

4. Yucrtota BO3AyXa B TIOMEIeHUM, OKPY’KarolleM H30JATOp, AO0/DKHAa OCHOBBIBAaTbCS Ha
KOHCTPYKLIMM U30J/I5iTOpa (HarpyuMep, Hauuve B HeM Mepe/JaTOUHbIX YCTPOWCTB), a TaKKe UCXOAUTh U3
ero Ha3HaueHWs, BU/la U KOJMYeCTBa BBITIOHSIEMbIX Orepaljuii Mo repejiaue MaTepuasoB B U30JIITOPeE.
Oxpyskaroljasi TpPOU3BOACTBEHHAass cpeja /sl CUCTeM H30/STOPOB, KakK [IpaBW/IO, [JIOJDKHA



COOTBETCTBOBaTh Kiaccy D. [/ romellleHWH, SIBASFOIUXCS OKPY»Katollleid MPOW3BO/ICTBEHHOW Cpe/ioi
JUIST W30JIATOPOB C OTPUILIATE/IbHBIM TIEperaloM [IaBJIeHUs], CeyeT YCTaHOBUTh CIIel[UaTbHbIe
TpebOBaHUSI.

5. V3onmpytolije CUCTEMBI, TIpeAiHa3HAUeHHbIE /11 BBITIOJTHEHUSI UCIILITAHUSI Ha CTEPU/ILHOCTD,
MOTYT pa3MeIlaTbCsl B HEKIaCCU(PUIIMPOBAHHOM I10 UMCTOTE TOMEIIIEHUH C OrPaHUYEHHBIM JJOCTYIIOM
repcoHa’a.

Il. O6opypoBaHue
1. OCHOBHbIE TUNbI N30/1TOPOB

6. B acerntuueckoM Tpoliecce yaille BCEro MCIIOJb3YIOT 3aKpbIThle U OTKPBITbIe H30JISITOPHI.
3aKpbITble M30/STOPhl  IKCIIyaTUPYIOT C 1eJIbI0  MCK/IIOUeHWs KOHTaMMHAIUK JIeKapCTBEHHOT'O
rperiapara M3BHe M3 BO3Jyxa WIM [PYTUX HMCTOYHHMKOB. B0O3yX K3 MpPOM3BOJCTBEHHOrO IOMeILlleHus,
rpeXk/ie 4eM MOCTYIIUTh B U30JISTOP, A0/DKEH MPOUTU (PUIbTpaLivio yepe3 BbICOK03((eKTUBHBIN (HUIBTD
(HEPA ¢unbtp). Bce MaTepuasbl, WCMOAb3yeMble B U30/STOPE, JO/DKHBI MPOUTHU /1eKOHTaMUHALIUIO
win crepuimsanyio. OnepaTtop [O/DKeH HaxOAWThbCsS CHapy)Ku H3ojsiTopa W paboraTh 6e3 mpsiMoro
KOHTaKTa C MaTeprasioM, pa3MelljeHHbIM BHYTPH U30/TOpa. 3aKpbIThle U30JITOPbI JO/DKHBI OCTaBaThCS
3aKPBITBIMK BO BpeMsl ITOCTYIUIEHHS U BbIX0/]a MaTepHUasoB B MpoOLiecce BCEro Ij1kK/ia paboThl.

7. OTKPLITLIE H30/IATOPBI aHA/IOTUUHBI 3dKPBITHIM 3d MCK/IFOYEHHWEM TOr'0, UYTO B HUX OOITyCKAeTCHd
HeripepbIBHAA W/IW IIepruoruecKas rnepegada MaTepraioB B U30/IATOP U M3 HErO BO BpeMs BBITIO/THEHUA
LHWKJId TIPOU3BOACTBEHHBIX onepaum‘fl.

8. TlpoekTHble TpeOOBaHHMSI K HM30JIATOPY BK/IHOUAlOT B Ce0si Mepbl 10 3allyTe 1[eJIOCTHOCTH
BHYTPEHHero TIPOCTpaHCTBa wu3o/dTopa. I[lepefaTouHbie yCTPOWCTBA U30JSITOPA  JO/DKHBI  OBITH
3allUIIeHbl OJJHOHATpaBJIeHHBIM TTOTOKOM BO3/yXa W (WIM) MyTeM TO/Aep>KaHusl B HUX U30BITOUHOTO
JlaB/IeHMUs.

2. MaTepuabl KOHCTPYKLUU U30NATOPOB

9. Marepuasbl, WUCTO/Ib3yeMble B KOHCTPYKLIMM HW30/ISITOPOB, BK/IFOYAsi MaTepHUasbl MPOK/IAOK,
JIOMACTH BEHTWISITOPOB, BEHTH/ISILIMOHHBIE CHUCTEMbI, TPYOOIMpPOBOABI, CMOTPOBBIE TaHeMd (OKHA),
JIO/DKHBI ObITb XMMHUYECKH W MeXaHHUYeCKH COBMECTHMBI C Tpe/IojiaraeMbIMH TPOW3BO/ICTBEHHBIMU
nporieccaMu, oOpabaThiBaeMbIMH MaTepuajiaMd UM TpeJroJiaraéMbiM TIPUMEHEHHEM H30/ITopa. JTH
MaTepHasibl JJOJDKHBI ObITH TaKXKe COBMECTHMbI C MOKOIUMH U 1€KOHTAMUHHUPYIOIUMHU CPEICTBAMU U
XOpOIII0 ouuIliaeMbl. ITpy BEIOOpE MaTepUaioB U30/STOPA C/IeAyeT YUUThIBATh UX 3allJUTHBIE CBOWCTBA
NPOTHUB KOPPO3WHM, [erpajialivid, BO3AEHCTBUS TUIAMEHH M Telyia, ecau 3To Heobxoaumo. Ilpu
HEOOXOZIMMOCTH TIPOU3BOJUTE/ISIM CJIeJlyeT TPOBEPUTh TEIUIOBble XapaKTEPUCTHUKU HCII0/Ib3yeMbIX
MaTepHaioB U30/IITOPa, UX COPOIMOHHBIE U /lera3alluOHHbIe CBOWCTBA. MaTepHasibl CMOTPOBOH TTaHE !
(oKHA) W30/19TOpa JO/DKHBI OCTAaBaThCs TPO3PAaYHBIMM U OBITh YCTOWUYMBBIMH K (hakTopam,
BBI3BIBAIOIIUM CHIKEHHE WX TMPO3PauHOCTH. 'MOKHe CTeHbI W30/TOpa /I0/DKHBI UMETh J0CTaTOUHYIO
TOJIIMHY, 4YTOOBI TIPOTMBOCTOSITh BO3MOXKHBIM MEXaHHUECKHUM TIOBPEXKAEHHUSIM M B TO XX BpeMms
COXPAHUTH TMOKOCTh, TO3BOJISIOIIYIO oriepaTopy 6e3omacHo U 3¢ heKTHBHO paboTaTh.

10. KoHCTpyKiusi BceX TMPUCOEJUHEHUM BCIIOMOraTe/lbHbIX CHUCTeM K W30JSTOPY JOJ/DKHA
rpefoTBpalljaTh KOHTAMUHALIMIO H30/5iTOpa BO BpeMsi COelMHEHUsI M IKCIulyaTaluu. [l Bcex
JKUJIKOCTe! U CKaTbIX ra30B I0/jaBaeMbIX B U30JIATOP CJieflyeT NIPUMEHSITh CTepUINU3yIoLie (UIbTphI.
LlenocTHOCTh (DWIBTPOB Ha peryJisSiPpHOl OCHOBe TPOBEPSIFOT U TPOBO/SAT CBOEBPEMEHHYI0 MX 3aMeHY.



BakyymHbele cuctemMbl (MpM WX HaAMYMM) [JO/DKHBI  OBITE  00Opy/J0BaHbI  YCTPONCTBaMH,
NpeIOTBpALLAIOLMI 00paTHOe JBIIKeHHe BO3Ayxa. Bce mopThI JOCTyNa BCIIOMOTaTe/IbHBIX CUCTEM B
W30JISITOpE MPOBEPSIIOT Ha OTCYTCTBHE yTeueK M 00paTHOTO JBMKEHUS BO3yXa.

3. Cuctema noaroTtoBKM Bo3gyxa

11. CkopocTh (KpaTHOCTb) BO3AyxooOMeHa [0/DKHAa OBITH TIpUEMIEMOW [/isi TJIAHUPYEMOTO
npuMeHeHust u3onsTopa. OHa [o/DKHA obecrieurBaTh BEHTU/ISLIMIO W30/ISTOPA, KOTOpPAas IO3BOJISIET
130e)KaTh HAKOTUIEHHUS] B HEM a3P030JIbHBIX UaCTHLI, IPYTUX 3arpsi3HEHUI U OCYIIIeCTB/ISITh OTBOJ, Terlia.

12. B wn3ongTtopax acenTHYecKOro mnporiecca, Kak IpaBWIO, MCMO/b3YIOT OJHOHANpaB/eHHbINA
MOTOK OUMIeHHOro (CTepwibHOro) Bo3zyxa. CrnezfyeT MOATBEPAUTb, UTO HarpaBieHHe BO3JYLIHBIX
MIOTOKOB B M30/4TOpe  CIOCOOCTBYeT  TIOAJEP)KaHHIO  UMCTOThl  BO3/YLIHONM  BHYTpeHHeM
NIPOM3BO/ICTBEHHOM Cpe/ibl U30JIATOpa.

13. Yucrora BO3AyXa B H30/IITOPE [O/DKHA COOTBETCTBOBaTH TPeOOBAaHWSIM IpeJBapUTETbHO
COCTaB/IEHHbIX ~CrelU(UKaLMi To/b30BaTesss H30/ATOpa. BO3Ayx [JO/DKeH, KakK MHUHHUMYM,
¢bunbTpoBaThC uepe3 BbICOKO3((eKTHBHbIe (UAbTPHl. KpuUTHyecKas TpPOW3BO/CTBEHHasi 30Ha
M30JIITOpA [JOJKHA COOTBETCTBOBATh B OCHALL|EHHOM M 3KCIIIyaTUPyeMOM COCTOSIHUW KJ1aCCy YMCTOTBI
A 1o yacTtulaMm, pa3Mep KOTOphIX paBeH WM 6osbite 0,5 MKM. Bo3ayiiHble ¢uibTpel B U3074TOpE
c/ieflyeT epuouueck 00C/TIy)KUBaTh U 3aMeHSITh.

14. Cucrema 006paboTKu BO3ZyXa [O/DKHA MO/EepP’KUBaTh HEOOXOJUMbIe YC/IOBUSI OKPY KaroIei
TIPOU3BOACTBEHHOW CpeZibl BHYTPH u3ossatopa. CreyeT KOHTPOIMPOBaTb COOTBETCTBUE TIOAIeP KaHUS
TeMIlepaTypbl ¥ BJIa)KHOCTU [Jaria30HaM, TPUTOAHBIM [IJisl BBITIOJTHEHUS] KOHKPETHBIX TeXHOJIOTUYeCKUX
TIPOLIECCOB, B KOTOPBIX UCTIO/Ib3YeTCsl M30/IATOP. DTH JUara30Hbl MOTYT OTJIMUATLCS [I/Is Pa3HBIX CTaJuM
WCII0/Tb30BaHUSI U30/1TOpa (Harpumep, pabora, 6romoruueckas JeKOHTaMAHALS | T.J.).

15. Bo3ayx, LMpPKy/JMPYIOL[UM B W30/4TOpe, TMPU TOBTOPHOM IOCTYIUIEHWHM BO BHYTpEHHee
MPOCTPAHCTBO H30JISITOPa [JO/DKEH TPOWTH (M/IBTPaIiio, KaK MUHHAMYM, 4epe3 BbICOKO3((eKTUBHBIHI
¢bunbTp.

4. O6ecneyeHne nepenaga gaBneHus

16. BOJIBIIMHCTBO M30JIATOPOB 3KCI/TyaTUPYIOTCS TIPU TMOBBILLIEHHOM JaByieHuu. [1010XKUTeTbHbINA
repernaz, AaBjaeHUs] MeXXy BHYTPeHHUM MPOCTPAHCTBOM M30/ISITOPa U OKPY»Karoljel TPOU3BOCTBEHHON
CpefloH, Kak MpaBW/Io, HaXOAUTCs B Arana3oHe ot 17,5 no 50,0 [Ta u moaTBep KAaeTcsi IPOU3BOAUTEIEM
npu KBaiubuKalyuyd wusojstopa. Ilepera JaBreHus cjiefiyeT ONpeJeNsTh B OCHAI[EHHOM W B
9KCITyaTUPYEMOM COCTOSIHUAX U30/saTopa. Ecm 3 deKTHBHOCTL paboThl M30/1ATOpA 3aBUCUT OT
rieperiajia iaBjieHus, TO cjieiyeT 0becreunTh BHITIOJTHEHHE KOHTPOJIS Tiepera/ia JaBJieHus], 10 KpaiHe
Mepe, BO BpeMsi pabOThl U30J/1ATOpa M ero OMOOrMUecKol JeKOHTaMHMHAL[UM, a TakXKe IMpeJyCMOTPETh
Ha/Myve aBapUMHOW CHUTHanu3aluuu B u3osgrope. Ilofaua curHaza TpeBOTW WM BKJIFOUEHHWE [IPYTHUX
npefynpeXAarlliiX yCTPOUCTB JO/DKHBI HM3BelllaThb OIlepatopa O BBIXOJe II0Ka3aTesen Ieperaza
JlaBJIeHus 3a [OMYCTUMBIE TIpe/iesibl.

17. OTpuiaTe/bHbLIN Tepera/ /AaB/ieHUus 00bIYHO MCMO/b3yeTcs Tpu 06paboTke B M30/sSTOpax
OTaCHbIX MaTepUasoB.

18. Ilepenaj paBiaeHUss MeXJYy HW30JIATOPOM M HeENOCPeJCTBEHHO TPUMBIKAIOIIMM K HeMmy
obopyioBaHMeM (HarpuMep, CyX0>KapoOBOM TyHHeJIb) JO/DKeH ObITh aTTeCTOBAH.



5. O6opyaoBaHue 06/1aCTV KOHTaKTa C ONnepaTopom
YcTpoiicTBa gocTyna v nepegaTouHblie ycTpoiicTBa

19. [Insa ynpas/ieHHsl TeXHOJIOTMUECKUMH TIpoLieccaMy, paboThl C MPOAYKTOM WM UHCTPYMEeHTaMU
BHYTPM H30JI5ITOpPa HCIIO/IB3YIOT YCTPOMCTBA JOCTyNa W TepelaTOuyHble yCTpoiicTBa. PaboThl 10
yTpaB/lIeHUK TeXHOJIOTMYeCKUM IIPOLIeCCOM MOTYT TIPOBOJUTHCS BPYYHYH) WM C [OMOILBIO
aBTOMAaTUYECKUX YCTPOWCTB. YCTPOWCTBA [/l PYYHOIO YIIpaBJeHHWs TEeXHOJIOTMYeCKHMM IIpOLIeCCOM
COCTOSIT U3:

a) yAJIMHEHHBIX TepYaTOK;
0) TepuaTOYHOM CHUCTEMBI (HalpHUMep, TiepuaToK, PYKaBOB, KOJIel] C MaH)XeTaMu);

B) TIOJTYKOCTIOMOB WJTA aHAJIOTUYHBIX YCTPOMCTB, 00eCreurBarolix AOCTYII orepaTropa K paboueit
30He U30JIsiTopa.

,[[JIH yIipaB/IeHHUsA TeXHOJ/IOTUYECKHM IIPOLIeCCOM TaKXKe MOT'YT HCII0/1b30BaThbCA AWCTaHLIMOHHBIE
MAdHMUITYJIATOPHI.

Y3nbl "nepyartku - pykasa”

20. Y3nbl "mepuaTku - pyKaBa' KOHCTPYHPYIOT TakuM 00pa3oM, uToObl OHM obecrieurBaiv
ruOKOCTh U CBOOOZHOE JBYIKEHHE orepaTtopa BO BpeMsi pabOThI U ObUTM YCTOMUMBBIMU K pa3pbiBaM M
npokosiaM. Marepuaribl y3710B "MepuaTku - pyKaBa'" I0/DKHBI ObITh COBMECTUMBIMH CO CPeJCTBaMHU JIJIsI
OUMCTKM W JeKOHTaMHWHauuu. [Ipou3BoguTento ciieflyeT peryysipHO (B 3aBUCMMOCTHM OT YaCTOTbI
HCII0/Tb30BaHusl) TIPOBEPSITh Ha L1eJIOCTHOCTh Y3/1bl "'TiepuaTKU - pyKaBa' U30JIITopa.

21. OmnepaTop MOKeT HUCIO/b30BaTh JBOWHBIE TTePUATKH, YTOObI CBECTH K MUHUMYMY BEPOSITHOCTh
BO3HHMKHOBEHHSI Pa3pbhiBOB U TMPOKOJIOB, MPUBO/SAIIMX K KOHTaMUHALIUU U30J/IMPYIOLel CUCTeMbI U 110
TUTMeHUUeCKMM TpuyrHaM. [IBOiiHble TiepuyaTKd BK/IIOUAlOT B Ce0s HajZieTble OIMEpaTOpOM
JIOTIO/THUTE/TbHbIe TIepUaTKH /1J1s1 HOLLIeHUS], paCIiO/I0’KeHHbIe N0/ IlepuaTKaMy U30JIATopa.

22. Ecim BTOpasi mapa TepuaToOK Ha/|eBaeTCsl OTrlepaToOpoM /Ijisi MeXaHWUeCKOH 3al[UThI MOBEPX
NepyaTok H30J/I9TOpPa, TO STU I1epYaTKW [O/DKHbI OBbITh H3rOTOB/EHbl U3 TOAXOZMILEro IS
TEXHOJIOTMUeCKOT0 TIpoljecca MaTepHajga M CTepUIM30BaThCs B COOTBETCTBUH C Ba/IMUPOBAHHBIMU
TMpOLIeCCaMH.

KocTtiom (nonykocTiomM) onepatopa

23. KoHcTpykiusa KocTioma (TIOJYKOCTIOMA) oOrepaTropa /Jo/DKHa obecrieudBaTh KOMQOPT
orieparopa, TMOKOCTb U CB0OOOAy ABWKeHUs BO BpeMsi paboTbl. KocTiom (TMOMyKOCTIOM) oOrepaTopa
JIO/DKeH OBITh YCTOWYMBBIM K pa3pbiBaM W TIPOKOJIAM W COBMECTUMBbIM C TIPUMEHSIEMBIMH [IJISI €T0
OUMCTKM U JIeKOHTaMUHaluu cpezictBaMu. KocTioM (TIOJTYKOCTIOM) oriepatopa, BK/IIOYasl MepuaTKH,
c/lefiyeT perysisipHo (B 3aBUCUMOCTH OT YaCTOThI MCIT0/Tb30BaHMsI) POBEPATH Ha I1€JI0CTHOCTD.

24. CnefyeT peryJisipHO OUMIIATh BHEIIIHIOK MOBEPXHOCTb KOCTIOMa (TTOJYKOCTIOMA) Oreparopa,
BCTYTIAIOIIYI0 B KOHTaKT C BO3JyXOM BHYTPH H30JISITOPA, U BHYTPEHHIOI TIOBEPXHOCTb KOCTHOMaA
(monykocTioMa) (MCXO0/Isl U3 TUTUeHWYeCKUX TpeOoBaHui).



MNepepaTouHblie ycTpoiicTBa (CUCTEMbI)

25. Ha coxpaHeHHMe 11e/I0CTHOCTH [leKOHTAMUHMPOBAHHOI'O COCTOSTHUS U30JIITOPA MOJKET MOBJIUATh
KOHCTPYKLIMSI €ero IepefaToOyHOro yCTPOWMCTBA, IIOCKOJIbLKY BO BpeMsl IIPOM3BOJCTBA CEpUH
JIeKapCTBEHHBbIX TIperapaTtoB OCYILLeCTB/SIeTCS MHOTOKpaTHasi mepefiaua MarepuasnoB. [IpaBuibHO
ro/jo0paHHOe TiepelaTOYHOe YCTPOMCTBO ZIO/KHO TIO3BOJISATH TIPEJOTBPATUThL PUCK TOMaJaHust H000ro
3arpsi3HeHUsi BO BHyTPeHHee MPOCTPaHCTBO M30JSTopa.

26. B «iyyae BO3HMKHOBEHMs pHCKa 3arpsisHeHus [ TIPOAYKTa M Ipoliecca nepegada
MaTepuajgoB B H30/STOP OCYLIECTBISeTCS IOJ 3alUTOM JIOKaJIbHOIO OJHOHAINpPaBIEHHOIO MOTOKa
BO3/lyxa, MpodUIbTPOBAHHOTO Uepe3 BbiICOK03(h(deKTHBHbIE (DHUTBTPHI.

27. IlepeaTouHble yCTPOWCTBA He JO/DKHBI YXYZLLIAaTh XapaKTePUCTUKU U30/ATopa. V30/5TOpBI €
rnepeJlaTOUHbIMA YCTPOWCTBaMM TWIA "MBbIILIMHAs 1e/b" WM aHaJOTMYHBIMM YCTPOMCTBAMU AJisi
CHIDKEHMsI PUCKA TIOMAaJjaHusl 3arpsisHeHUi CjieflyeT 3KCITyaTUpPOBaTh TPU I0CTaTOUYHOM H30BITOUHOM
JlaBJIeHUU.

28. Crnenyer TpegyCMOTpeTb, UTOOBI TIepeJjaTOuHOe YCTPOMCTBO UMeI0 OJIOKUDOBKY,
WCKJTIOYAFOIIIYO IOCTYII OTlepaTopa ¥ MaTepuasioB B U30JIATOP MPU OTK/TFOUEHHH 3IEKTPO3HEPTUH.

29. TIpu KCOIB30BAaHUK KOHTPOJILHOIO 000pYy/I0BaHKs BO BpeMsl SKCIUTyaTal[dd H30/ITOpa /s
TOJK/TFOUeHUs1 3Toro 00opy/oBaHMsl cjiefiyeT 00ecreunTh Haauuhe TIOPTOB JOCTyra, 0e3 ero
TIOMeIIIeHHsT [IeJTMKOM BO BHYTPEHHee TMPOCTPAaHCTBO M30/STOpa. KommuecTBo Takux TMOPTOB AOCTYyIa
JIOJDKHO OBITH MUHHUMAJIbHBIM.

30. IepenaTouHbie YCTPOKMCTBA O/KHBI 00eCreunBaTh CBOOOHOE TMPHUCOeAUHEHHE (CTHIKOBKY)
TepeHOCHOr0 WX MOOWIBHOTO 000py/0BaHMsI K HM30JiTOPY 0e3 HapylleHusi UUCTOThl BHYTPeHHeM
NIPOM3BO/ICTBEHHOM Cpebl H3osATOpa. llepeparouHble yCTpOMCTBA CileflyeT JAeKOHTaMUHUPOBATb
(ouniaTth) A0 Hauvana TIpolecca Iepejaud MaTepuanoB. Oreparopsl IepeMellal0T MaTepuasbl,
co0OJTro/1ast aCeNTUYEeCKYI0 TeEXHUKY padoT, yTOObI M30eXaTh BO3MOXKHOTO 3arpsi3HEHUST U TIOBPEXKeHUS
riepe/laTOYHOr0 ycTpoiicTBa. Heobxoaumoe zisi paboThl BHYTPY M30/STOpA MePeHOCHOe U MOOWIBHOE
o0opy/Ji0BaHUE [IO/DKHO MMeTb KOHCTPYKIMIO, TIO3BOJISIFOIIYIO BBITIOMHATE MPOLeAYPLI €r0 OUMCTKU U
(M) cTepuv3aLvy.

31. KoHTelHepsI /1/1s1 OTXO/I0B [JOJDKHBI UMeTh TaKyl0 KOHCTPYKI[HIO, UTOOBI OTXOZBI He IoTajaan
oOpaTHO B W30/TOP, W 4YTOOBI TPOCTPAHCTBO BHYTPU M30/ATOpAa He 3arps3HS/IOCH BO BpeMsl UX
yAaneHus..

6. O6cnyXXnBaHne N30NATOPOB

32. TIpuMeHeHWe yCTPONCTB AocCTyra (repyaTok, KOCTIOMOB (TI0JIyKOCTIOMOB)) U TlepeAaTOYHbIX
YCTPOWCTB COTIPOBOYKAAeTCS TIOBBIIIIEHHBIM PHUCKOM KOHTAaMUWHAI[UM BHYTPEHHeW Cpe/ibl W30JATOpa,
MO03TOMY WX pEry/sipHO TIPOBEPSIFOT. BHYTPEHHIOIO TIOBEPXHOCTh BCTPOEHHBIX TIEPUYATOK C/IeAyeT
pery/sipHo 06pabaThIBaTh.

33. BosgyiiiHble (GUIBTPhI TPOBEPSIIOTCA TOCTAe WX YCTAaHOBKM U TIEPUOAMUECKUA TIPU UX
9KCITyaTaruu. VcrnbiTaHusl GUIBTPOB AO/DKHBI BK/IIOUATh B Ce0si MPOBEPKY 11eIOCTHOCTH (PUIbTpa U
CKOPOCTH MOTOKA BO3JyXa.



34. TIpodunakTrueckoe o6CTyKMBaHKE W30JITOPOB, BK/IIOUasi KaTMOPOBKY CpPe/ICTB W3MepeHHH,
cnefyeT TIJIAHUPOBATh, BBIMIOMHATh U JOKYMEHTa/bHO O(OPMJISITh B COOTBETCTBUU C TPOLielypaMyd U
WHCTPYKLUSAMH 110 6€3011aCHOCTH U30JIITOPOB.

lll. MogroTtoBKa nepcoHasia (onepaTopos)

35. TlpousBoguTento cienyer pa3paboTath, yTBepAUTb, OGOPMHUTHL B THMCbMEHHOM BHIE U
TPYMEHSATh CleLMaJbHY IporpaMmy IMOATOTOBKM IepcoHasa. [Iporpamma MmoAroToBKU IepcoHasna
BKJTFOUaeT B ce0sl C/IeIyroIye TeMbI:

Ha/ljierkalllee MCI0/Ib30BaHKe NepyaToK U KOCTIOMOB (TIOTYKOCTIOMOB) ITepCOHA/IOM;
JIeKOHTaMHHaLMs ITepUaToK, KOCTIOMOB (TIOJTIyKOCTIOMOB) U CaMOU U30/IMPYIOLEN CUCTEMBI;

WCTIbITaHUe 1[eJIOCTHOCTH TIepyaToK, KOCTIOMOB (TIOJIyKOCTIOMOB) M CaMOW W30/MpYylollei
CUCTEMBI;

riepesiaua MaTeprasaoB B U30/IATOP U U3 U30JITODA;

pabora obopyzOBaHUs, AEUCTBUS MEPCOHA/A, CBS3aHHbIE C MOHUTOPHUHTOM IPOH3BO/ICTBEHHOTO
TnpolLiecca, ¥ poLeAypbl 00C/TyKUBaHUsSI 000pYI0BaHMUS;

0e3011acCHOCTh HCIIO0J/Ib3yEMBIX CpeACTB AJi1 OUUCTKHU U A€KOHTAMHWHALIMWU Y BOTIPOCHI 3PrOHOMHUKU;

(h13UKO-XMMHUUeCKHe CBOWCTBA CPeACTB /ISl OUMCTKU U JeKOHTaMUHALIMY, TIPUMeHsIeMble MeTO/Ibl
XpaHeHUst ITUX CPeJICTB U MOPSAO0K o0OpallieHny C HUMH;

WCTIO/Tb30BaHUe reHepaTopa a3po307is [Jis CPeZCTB AeKOHTaMUHAL|H;
WHbIe, OTHOCSILIMECS K aCeNTUIeCKOMY TPOLIeCCY MPOoLieyphl.

IV. OuuctKka U geKoHTaMuHaLusi U30IATOPOB
OT 6MOJIOrNYecKkux 3arpsasHeHuin

36. BHyTpeHHMe MOBEPXHOCTH M30JIITOPa U TepelaTOuHbIe YCTPOMCTBA HEOOXOMMO OUHINATh U
Mo/IBepraTh [JeKOHTAMUHALIMH OT OHOJOrMYecKHX 3arpsi3HeHWH C YCTaHOBJIEHHOW IPOM3BOAUTE/IEM
MePHOAMYHOCTEIO. TTpOI[eCChl OUMCTKM M [[eKOHTAaMUHALIMK TIOBEPXHOCTEH [JO/DKHBI OBITH MMOAPOOHO
H3yueHbl TIPOM3BOJUTENIEM M BalHUAUPOBAHBI C IL[€JIbI0 JIOCTI)KEHHS 3aJaHHOTO KOJMYEeCTBEHHO
0XapaKTePHU30BAHHOIO M BOCIIPOM3BOJUMOrO CHIDKEHMsI KOJIMYeCTBA OCTATKOB 3arpPsi3HEHHH B ydacTKax
W30J/IATOpPa, OTPEeZIeNIeHHBIX /JIST YCIOBUN HAMXY/IIEro CiieHapusi. ABTOMaTW3HMpPOBaHHas IpoLieaypa
OUMCTKY Ha MECTe SIBJISIeTCS TIPeIIOUTUTE/IbHOM 110 CPABHEHHUIO C PYUYHBIMH METO/IaMU OUMCTKU B CBSI3U
¢ OosblIIeli Ha/IeXKHOCTBIO 1 0€30IMaCHOCTHIO.

37. BbiOpaHHOe TIPOW3BOJUTEIEM CPECTBO i OUHUCTKH JO/DKHO OBITH COBMECTHMO CO BCEMH
MarepuanamMu (BK/IrOYasi TiepuaTku, IIPOK/Ia/IKM, BHYTPeHHMe TIOBEPXHOCTHM H30JATOpa W T.A.),
WCI0/Ib3yeMbIMU B HW30/Mpylolleid cucteme. Ilepes HauaioM TpoLeAypbl AeKOHTaMHHALUM OT
OMOJIOTUYECKUX 3arpsi3HEHUM CiefiyeT 00ecrieunTh y/ajieHne OCTAaTKOB MOIOIIEr0 CpPeZCTBa [0
3a[JaHHOT'O YPOBHSI.



38. BrbiOpaHHOe TMpOM3BOAUTENEM CpEJACTBO /s [JeKOHTAMHUHALMM OT OHOIOrMYecKux
3arpsi3HeHUH [J0JDKHO:

OBITH COBMECTUMO CO BCEMU MaTepHa/laMU U30/IATOPa, CpeACTBOM [JI1 OUHMCTKU;
COOTBETCTBOBATH HA3HAUEHUIO IIpOLeCCa;

coxpaHATh 3(h(dEKTUBHOCTb TIPU 3a/laHHOM 00beMe U KOHGUTrypaluu 3arpy3kd U B BUJE
O10JIOTHYECKOTO 3arpsi3HeHUs BHYTPeHHel cpe/ibl U30JITopa.

Haubosee pacripocTpaHeHHBIM CpPe/ICTBOM /I/Isi IEKOHTAMUHALIMK OT OMOIOrMYecKUX 3arpsi3HeHuiH
SIBJIIETCSL TIEPOKCHZ BOJOPOZAa B TapooOpa3Hoi ase. [Ipyrumu MOAXOASIIAMH CPeACTBAMH IJist
JeKOHTaMUHAL[UM MOTYT OBbITh MMEePOKCUYKCYCHasi KMC/I0Ta (HaAyKCyCHasi KMC/I0TA), AUOKCUJ, XJlopa |
o30H. [Tpu BeIOOpE Cpe/iCcTBa /15 AEKOHTaMHUHALIMY CJIe/lyeT OLeHUTh ero 0e30macHOCTb [iis TiepCoHarla.
[Tacriopra 6€30mMacHOCTY Cpe/iCTB /151 IeKOHTaMUHALIMY [10JDKHBI OBITh OCTYTIHBI 711 TTepCOHasa.

39. CpefcTBO 151 IeKOHTaMHUHALMK 00BIYHO T10/jaeTCs B U30JIATOP C MCII0/Ib30BaHUEM T'eHepaTopa
a3po030Jisi (HampuMep, XXUJKUM MepPOKCH/ BOJOPO/a MepeBoAUTCs B rapooOpasHoe cocTosiHue). [Tocre
OKOHUAHHWSI Tepuoia SKCTIO3UIMK CPeJCTBO [/l [IeKOHTAMUHALMM JO/DKHO OBITh yJaneHo u3
W30JIMpYIOLLel CUCTeMbl MeXaHUYeCKUM MyTeM WK IyTeM MPOJyBKH HM30/IMPYIOLIell CUCTeMbl UUCTBIM
¢GbuIbTpOBaHHBIM Yepe3 BbICOKO3((deKTHBHbIe (UALTPEI BO34yXOM. Bpems aspauuu u3oivpytolei
CUCTeMbI JI0/DKHO ObITh BaJMJWPOBAHO M YCTAHOBJIEHO MCXO/s W3 3HAUeHWH [IOMyCTUMBIX Tpe/iesioB
COZlep’KaHusl OCTaTKOB CpeACTBa /il JeKOHTaMMHalMu. [IoCKO/bKY BO3MOXKHO IIPOHHMKHOBEHHe
CpefCcTBa /s IeKOHTaMUHALIMK B MaTepHas M30/MPYIOLel CUCTeMbl C TIOC/IeAyioleil fecopbryeli B
BO3/lyX MPOU3BOZCTBEHHOW 30HBI U30JISITOPA, 3TO HEOOXOIMMO yUUTHIBATE MIPY yCTAHOB/IEHUH BPEMEHH
aspaLuu.

40. OcTaTKu CpejCTBa [jisi JEKOHTaMHHAI[UM OT OWOJIOTMUECKUX 3arpsi3HEHUM [JJO/DKHBI ObITh
yZiaJieHbl /10 33/laHHOT0 YPOBHSI M0C/Ie OKOHUAHUS IeKOHTaMUHALUH.

V. Banuaauusa acenTMUYecKoro npouecca npoussBoacTBa
C NPUMeHeHNeM U30/IATOPOB

41. Banmupaiusi acenmTUUecKoro Tporiecca MpPOW3BOACTBA C MPUMEHEHHEM H30JIITOPOB B 00IeM
clydyae BK/IHOYaeT B cebsi KBa/mu(UKaIMIO TTPOEKTa, MOHTa)Ka, (YHKI[MOHHPOBAHUS U IKCIUTyaTallvu.
Banupauys acenTuueckoro mporiecca C TMpPUMEHEeHWeM H30/STOPOB [JO/DKHA TIOATBEPAUTh, UTO
acernTUYeCKUi TIPOLIeCC TIOCTOSIHHO COOTBETCTBYeT 3aZlaHHBIM TpeOoBaHUsIM. Bamuiaius acenTiuueckoro
Trporiecca C MpUMeHeHNeM H30/IITOPOB BKJTFOUAeT B ce0s Ba/TU/IAIUIO:

nepeziaur 000pPyI0BaHKSI U MaTePUAJIOB;

WMUTALIUM TeXHOJIOTMUeCKOro Tipoljecca rmyTem ¢acoBaHus (PO3/MBa) MATATeIbHOMN Cpeibl;

noAiiep>kaHusi 1|eJIOCTHOCTH M30/15ITOpa B TeueHue orpe/ie/IeHHOT0 Mepruoza.

VI. Tekywuii MOHUTOPUHT U KOHTPOJIb COCTOSIHUSI U30/IATOPOB

1. CoxpaHeHue LenoCcTHOCTHU



42. TlpowusBojuTesito CjleflyeT peryaspHO IIpOBepsATb COXpaHeHue 1[eJIOCTHOCTA CUCTEMBI
M30/IITOpa uepe3 TOCTOsIHHbIe WHTEepBasbl BPeMEHW U Tiepesi BbIOJIHEHWEeM KaK[Ooro mnporecca
JIEKOHTaMHWHAIIUH W30/ITOpPa OT OMOJIOTMUeCKUX 3arpsi3HeHui. 1]e/I0CTHOCTh MepuaToK, KOCTIOMOB U
W30JIITOPOB  CJielyeT TIPOBepPATh uepe3 TIOCTOSIHHbIe HWHTepBajbl BPeMEHH C HCI0J/Ib30BaHUEM
MOAXOSIINX BaTUAUPOBAHHBIX METO/I0B UCHbITaHUW. CoXpaHeHHe LIeJIOCTHOCTUM MOXXHO TPOBEPUT,
HCII0/1b3Ys1 MUKpOOHOo/ioThueckre v (Mn) hr3nuecKre MeTO/IbI.

2. MOHUTOPUHT OKpYXXalolleii NpoM3BoOACTBEHHOl cpeabl

43. Cnepyer 00eCrieuTh MOCTOSIHHBI MOHUTOPHHT TOKa3aTtesiell paboThl CHMCTeMbI TIOATOTOBKU
BO3/lyXa, KAK MUHUMYM 0 TaKUM IIOKa3aTessiM, KakK Mepenas JaBjeHusl U CofiepkKaHhe a3pO030JIbHbIX
4yacTul, B BO3/lyXe IPOU3BOJCTBEHHOW 30HbI. YacTOoTa MOHWUTOpPMHIra [OJ/DKHAa OCHOBBIBAThbCS Ha
pe3y/bTaTax Ba/JWZALMOHHBIX HCIBITAHUNW. PeKoMeH/yeTcsl BBINOJHATh IOCTOSIHHBI MOHWTODPHHT
rokasaresiel paboTbl CHCTeMbI TIOATOTOBKM BO3JyXa /IS TIOATBEP)KAeHUs Hazie)kalieil paboTbl 3TOM
cucteMmbl. Bce mapameTpel, nojBeprarolujecss MOHUTOPUHTY, [JO/DKHBI 3anucbiBaThcsl. CreflyeT uMeThb
cucTeMy TIpeAyIipesk/ieHus], CUTHaIM3UPYIOLIYIO O BbIXo/le pabounx mapaMeTpoB CHUCTeMbI TIOATOTOBKU
BO3/lyXa 3a yCTaHOBJ/IEHHbIe TIpe/ieIbl.

44. MuKpoOUOJOTMUECKUH MOHUTOPUHT [IO/DKEH BBITIOJHATBCS COTJIACHO YCTaHOBJIEHHOMY
rpaduky c coOmojeHMeM CXeM YyuyacTKOB OTOopa mMpoO, Kak 3TO ObIJI0 yCTaHOB/EHO BO BpeMs
Ba/IM/IAIIMU U TTOBCETHEBHOM JKCIUTyaTal[il U30/IUPYIOIIel CUCTeMBI. YYacTKH 0TOopa Tpob BK/IIOUAIOT
B ce0si MOBEPXHOCTH BHYTPH H30JIATOpA, TEpUYATKU, a TaKKe TIPeJIMeThI, IepeMelllaeMble BHYTDb
usosiATopa. Ilpu OOHapy)XeHHH MHKPOOPTaHW3MOB TPOW3BO/IUTE/bL TPOBOAMT paccieloBaHUe MU
MIPUMEHSIET KOPPEKTUPYIOIMe AeHCTBUsl. Pe3ynbTaThl pacciefioBaHUs O(GOPM/ISIOTCS B MHChMEHHOM
BU/IE.

45. TlutarenbHasi cpefja, UCHOAb3yeMasi [jii MUKPOOHOJOTMUECKOT0 MOHHUTOPUHTA TIpU
repeMell[eHUM ee BHYTPb M30JIATOpa J0J/DKHA TOAJeP)KHUBATh POCT CreludUI[MPOBaHHBIX IITAMMOB
MUKPOOPraHW3MOB, KOTOPbIe MOIJIU OCTaThCS MOCJ/Ie TIpoLecca JeKOHTaMUHALUK.

3. MoHUTOpUHT Npouecca AeKOHTaMUHaLumn
OT 6MOJIOrNYecKkux 3arpsasHeHuin

46. IlpousBopuTento cjeflyeT YCTaHOBUTb COOTBETCTBYHOIME IlapaMeTpbl (Harpumep,
TeMIlepaTyp, BJI&KHOCTb, KOHLIEHTpPALMSl areHTa [yl JeKOHTaMHHAl[i) OOBIYHOTO LKA
JeKOHTaMUHAL[UM B 3apaHee BbIODAaHHBIX TOUKaX W30/MPYIOI[EH CHCTeMbI U MOHHUTOPHUDOBATh WX
No/IleprKaHue.

[Tpunoxxenve N 2
K PyKoBOZCTBY 10 acenTUueCKUM IpoLeccam
B (hapMar|eBTUUeCKOM IIPOU3BO/ICTBE

YKA3AHNA
no MOAE/TMPOBAHUIO ACEMNMTUYECKOIO NMPOLUECCA B NPON3BOACTBE
CTEPU/IbHbIX NTEKAPCTBEHHbIX NMPEMAPATOB



I. OGLMe NoNoXKEeHUA

1. [ina OLeHKA BO3MOJKHOCTEH HaJjie)kallero BbINOJHEHUs] TEeXHOJIOTMYeCKHX IIPOLeCCOB B
acenTUUeCKOM IIpollecce B TPOU3BOJCTBE CTEPU/bHBIX JIeKapCTBEHHBIX IIperapaTtoB (zanee -
acenTUUeCKWM TMpoLlecC) WCIOJ/b3YIOT TpPOBeJieHHe OJHOrO0 WM HECKOJbKUX MOJeTMpOBaHuM
acenTUUecKoro mpornecca. MojenpoBaHue aceNnTUYecKoro Ipoliecca WMUTUDPYET BbINIOJIHEHUE
acenTUUeCKOro MpoLiecca B peasbHbIX YCIOBUSX CO CTaUM CTePUIN3ALIUU MPOJYKTa U KOMIIOHEHTOB /10
CTaJu¥ TepMeTU3alliy TEePBUYHOW YIIAKOBKM (a Takke JI0OOTro Moc/ieAyomiero mporecca (CTafum)
10CJIe TepMeTU3aliui [epBUYHOM YIaKOBKHM, KOTOpPblEe MOT'YT MOBJIMATh HA COXpaHeHHWe L1eJIOCTHOCTU U
repMeTUYHOCTH TIePBUYHOM YIMAaKOBKM), 3aMeHsil [pPU MOJeIUPOBAaHUM CTEPU/IbHBIA TMPOAYKT
MUKPOOMOIOTHYeCKOl MUTaTeTbHON Cpeioi.

2. MogenupoBaHUe acenTHYeCcKOro Tpoliecca, Kak MpaBWIo, BK/IIOUaeT B ce0si CTaJui0 KOHTaKTa
OTKPBITOW MUTATe/LHOW Cpe/ibl C TIOBEePXHOCTSAMU 000pY/I0BaHMsI, IEPBUYHON YTIaKOBKH, OKPY>KaroIei
Cpeflod B KDUTUUECKOW TMPOM3BOJACTBEHHOW 30HE, a TakKe BMeIaTe/JbCTBO MepCcoHana B
TeXHOJIOTUUeCKHI TPOLiecC BO BPeMsi 3TOT0 KOHTAKTa, YTOObI KaK MOYKHO 0ojiee TOYHO MMHUTHPOBATh
aHaJIOTUUHOe BO3/eiCTBUe, KOTOpoMy OyJeT TmoJBepratbCsi TMPOAYKT B IIpOLecCe PYTUHHOTO
npou3Bo/icTBa. Ilocsie 3TOro pe3ynbTaThl MOJEIMPOBAHHMS acenTUYecKOoro Ipoliecca Io/[BepraroTcs
aHasmm3y, 4To0bl pacCUUTaTh KaKOM MPOLIEHT MePBUYHBIX YITAaKOBOK JIEKapCTBEHHOTO IperiapaTa MOKeT
ObITh KOHTAMUHUPOBAH BO BPeMsI peasibHbIX OTepaljiil acenTruyeckoro mpoiiecca.

3. MogenvpoBaHyie acernTHYecKoro TIpoljecca He T[03BOJsieT TO/AyuYdTh UH(OpMaLULo,
OTHOCHTE/IbHO HeIoCpe/ICTBeHHON CTepU/IbHOCTH KOHKDETHOW CcepuM TNpoAyKTa. Pe3ynbraThl
MO/Ie/IMPOBaHMusl  aCerTUUeckoro Tipoljecca He  COOTBETCTBYIOILIUMe TpeOyeMbIM  KpPUTepUsM
TIpUeM/IEMOCTH, He 00s13aTelbHO yKa3bIBalOT Ha MPo0ieMy CTepU/IbHOCTH [1Jisi KaKoW-IM00 KOHKPEeTHOM
cepyud TMpOJyKTa, MPOU3BEJEHHOro Iepes TaKUM MOJeIUpoBaHUeM. DTO HECOOTBETCTBUE SIBJISI€TCS
rokKasaresieM TOTO, YTO BO BpeMsi MO/e/IMPOBaHUs aCeNTHYecKoro Mpoliecca TMPOM30LII0 KaKoe-TO
coObITHe, TIpUBe/Ilee K KOHTaMWUHALIUM OJHOW WM HECKOJbKHUX IePBUUHBIX YIAKOBOK TMPOAYKTA.
AHaNIOTUYHO, YCIIeIIHOe BBLIMO/HEHHE JIIOOOTO KOPPEKTHPYIOIIero BMellaTelbCTBa KaKOW-TH00
TeXHUKW WM TIPAaKTUKW B aceNTUYeCKUi TMpOoLeCcC C BHICOKWUM PUCKOM KOHTaMHMHAL[MHM, BO BpeMsl ero
MO/Ie/IMPOBaHusi caMoO TI0 cebe He OMpaBAbIBaeT MUCII0/b30BaHUe [JAHHOTO KOPPEKTHUPYIOIIero
BMellaTe/IbCTBa WM TIPUEeMJIEMOCTb TaKOT0 KOPPEKTUPYIOLEro BMellaTe/IbCTBa B MPOLiecce pyTUHHOTO
npour3Bo/icTBa. Mo/lelMpoBaHue acenTUUecKOro Tpoliecca sIB/sSeTCS OJAHUM U3 WHCTPYMEHTOB Jisi
OLIeHKM pYCKa KOHTaMHHAl[uM (3arpsi3HeHusi) BO BpeMsi BBIMIO/THEHUs TIPOU3BO/ICTBEHHBIX CTaZiUi, Mpu
TIPOM3BO/|CTBE CTEPUIBHOIO NIPOAYKTA.

Il. OCHOBHbIE NPUHLUNBLI MOAEe/IMPOBaHNA acenTUYecKoro npowuecca
1. KonnyecTBO U YacToTa MOAENNPOBaHWUIA

4. BriOOp KO/IMUECTBa ¥ BU/IOB NTPOBOJAMMOTO MOJe/TMPOBAHMS aCeNTHUeCcKOro IMporecca J0mKeH
OCHOBBIBAaThCSI Ha OIIEHKE PHCKOB, KOHTAaMHMHAI[UW (3arpsi3HEHUs) CBSI3aHHBIX C TPOWU3BO/ICTBEHHBIM
MPOLIECCOM W/IM BBEJI€HHBIX 3HAUMTE/LHBIX H3MEHEHMsSX B TPOM3BOJCTBEHHBIM mpoliecc. HoBble
TIPOM3BO/ICTBEHHbIE yUaCTKM W HOBble TIPOU3BO/JCTBEHHBbIE TIPOLIECCHI CJieiyeT pacCMaTpUBaTh
TM0-Pa3HOMY C TOUKU 3peHUsI KOHIIETI[UU OI[eHKU PUCKOB.

5. [lnst HoBOro 0OBeKTa Ha TPOW3BO/ICTBEHHOUN TUIONIAZIKe WM TIPOM3BOCTBEHHOTO TIPOIiecca,
MO/Ie/TMPOBaHKe aCeNTUUYECKOro Tporiecca MPOBOAMTCS B PaMKax OOI[UX MEPOTPUSTHHA 0 BaUAal[uH
rporjecca TNpPOM3BO/CTBA. [lepBoHauanbHOE MOJEIMPOBaHUE aCENTUUeCKOro TMpoLecca Kak IpaBUIO
BBITIOJTHSIETCSI T10C/Ie 3aBepIlieHusi Cie/IyIollero Komriekca pabor:



KBa/mMQuKaiys 000pyJ0BaHuUS U TTIOMeITeHNH;

Ba/TU/IALINS TIPOIIECCOB CTEPU/TM3ALINY;

BHe/IpeHHe TIpoLieiyp JeKOHTaMUHALIH;

TIOJTOTOBKA TIepCoHara 1 arTecTalysi mpoLeAyp repeojieBaHus;

pa3paboTKa TIPOM3BOJUTE/IEM TIPOrpaMMbl W TIPOLEZAYP MOHUTOPUHIA  OKpY>Karoilei
TIPOU3BO/ICTBEHHOM Cpe/ibl;

pa3paboTKa MPOW3BOAUTEIEM CTaHJAPTHBIX OTePAllMOHHBIX TIPOLIeyP.

6. [lns onipeiesieHus KOJTMUECTBAa MO/IeTMPOBAHUM aCeNTHUeCKOro MpOoIiecca MOYKHO MCTIO/b30BaTh
METOZbl YIIpaB/IeHUss PUCKaMU. [[JI1 HOBOT'O TEXHOJIOTHUECKOro OOBLeKTa, JMHUU (hacoOBaHUS WM
acenTUYecKOTO0 TIPOM3BO/ICTBEHHOTO TIpollecca CjeqyeT TIpOBeCTH, TI0 KpaiiHeli Mepe, 3
TOC/IeZIOBATe/IbHBIX ~ YCIEIHbIX  MOZEIMPOBaHWK — acerTHUeckoro Tmpolecca. B mocsieayroiem
TIOBTOPHbIE MO/IEJTMPOBAHMSI aCeNTHUECKOro Mpoliecca CaeyeT MPOBOANTE, M0 KpakiHel Mepe, pa3 B 6
MecsitieB. Ha OCHOBe TpUMEHEHHMsI MeTO/[IOB aHa/lu3a pHUCKAa MOKET TMOTpeboBaThCsl TPOBEZEHHEe
JIOTIOJTHUTE/TBHOTO MOZIe/TMPOBAHUsI aCeNTHUeCKOro Mporiecca TMpHU OL[eHKe BHECEHHBIX W3MEeHEHWH B
TEXHOJIOTUUECKHe TIPOIelyphbl, PYTHHHYIO TIPOM3BO/ICTBEHHYIO TMPAKTHKY WM KOH(UTryparuio
obopyoBaHHuSl.

7. J1nst ©301S9TOPOB, 00ecrieurBarolIX Ha/leXKHOe pas/iesieHre U TOBbIIIeHHbIA YPOBEHb 3allUThI
MPOZIYKTa OT 3arpsi3HeHUs, MO’KeT TPUMeHATbCST Oosiee THUOKWM TMOAXOJ TIPU  OTpe/esieHUH
He0OX0IMMOT0 KOJIMUeCTBa MOZIeJTMPOBAHUM acerTHUeCKOro Mpoljecca.

2. MogenupoBaHue yCNOBUiA HAaUXyALIEero cLueHapus

8. Ipu Bamuaayy apMareBTHUeCKHX TTPOL[eCCOB IITMPOKO MPUMEHSIETCS] MeTO/, MO/Ie/TMPOBaHUS
yCJIOBUM HauXy/IIero CleHapusi - TIPOBe/IeHHs] acelTHUeCcKOro Tpoliecca B YCAOBUSX TIOZAepyKaHUS
KpallHUX 3HaueHWN TipuemsieMoro pabouero guama3oHa. [Ipy MozeMMpOBaHWUM YC/IOBUM HaWXy/IIero
CIleHapusi TIOJTyYeHre TPUeM/IEMbIX pe3yJ/IbTaTOB aCeNTHUecKOoro Tpoliecca MO3BOJsIeT ¢ HauboJIbIIen
JIoJiel BEPOSITHOCTHM TIO/ITBEPAMTb HA/I@XKHOCTb CUCTEMbI TIPM OOBIYHBIX YCIOBUSIX aCENTHYEeCKOTO
nporiecca. MogienmMpoBaHye yC/IOBUM HauXy/IIero CleHapusi He O3HauaeT CO3/jJaHMe HCKYCCTBEHHBIX
YCJIOBUI aceNTUUYecKoro Mpoiiecca, KOTOpbie TIPEBBIIIAIOT Mpefie/IbHO JJOMyCTUMble KpaliHUM 3HaueHus
€ro Anaria3oHa, v (MIM) yC/IOBUH, KOTOPbIe MOTYT BbI3BaTh COOM B paboTe WK 0TKa3 CUCTEMBI. Y CJIOBUS
HauXYy/IIIero ClieHapysi BapbUPYIOTCS B 3aBUCMMOCTH OT BH/Ia BaJMIUPYEMbIX OTepaljuil Wi OIjeHKe
pucKa 3arpsisHeHUs. Harpumep, MojenupoBaHue YCJIOBUM HaWXY/IIEro ClieHapusi B acenTH4YecKoM
ripoliecce C BepOSITHBIM TepeMelljeHreM TlepCOHala MeXXy MPOU3BOACTBEHHBIMU 30HAMU BBITIOTHSIIOT C
HCII0/Ib30BaHeM MaKCUMa/IbHOTO KOJMUeCTBa TepCoHasia B TeUeHUM TPOM3BOZCTBEHHOTO IIMKIIA,
MOCKOJIbKY ~ Orfepaijdsi CMeHbl  OJeXbl  TepCOHA/IOM  SIBJISIETCS  OCHOBHBIM  WCTOUYHHUKOM
MUKPOOMOIOTHYECKOTO 3arpsi3HeHUs B aceNTU4YecKOM Tipoliecce. B To ke BpeMsi BBITOJIHEHHE
MO/Ie/TMPOBaHUs aCeNTUUeCKOoro Tporiecca C MpUBJieueHHeM MeHbBIIer0 KOJHUUeCTBa MepcoHasa, MOKeT
ObITH 1Ie/1IeCcO00pa3HO AJisi BaMWjAllM TeXHOIOTHUYECKUX TIPOIIeCCOB C BBICOKMM PUCKOM 3arpsi3HEHWS,
CBSI3aHHBIM C HeMeXaHW3WPOBAHHbIMU (PYYHBIMU) OIEpAl[UsIMH, TTOCKOJBKY TIPUBOJUT K Ooee
MHTEeHCUBHOMY /IBV)KEHHIO OTIepaTOPOB BO BpeMs aCeITUUeCKOTo Mpoiiecca.

9. Ipyrue mpuMepbl MO/Ie/TMPOBAaHUS YCIOBUM HaMIXy/IIEro ClieHapusi MOTYT BK/IIOUaTh B Ce0st



crefiyroliee:

UCTIO/b30BaHue ToMelljeHUst (000pyjoBaHUSI) uepe3 MaKCHMaJIbHbIA TIepHOJ] BPEMEHH I10C/Ie
OKOHYaHUS CAaHUTapHOW 00paboTKy (cTepunu3anym) (BpeMst BbIIeP)KUBAHHUSI TTOC/IE OUHCTKH);

UCII0/Ib30BaHME CaMOil HM3KOM CKOpOCTH (pacoBaHMsl [JIsi KOHTeliHepa HauOoJiblLIero pasmepa
(MakcuMmasbHast 5KCIO3ULMs POIYKTa B OKpYy»Katollleld TPOM3BOCTBEHHOMW Cpejie);

WCII0/Ib30BaHHe CaMOW BBICOKOM CKOpPOCTU (hacoBaHUs [Jisi KOHTelHepOB HavMeHbIIlero pasMepa
(c/1o)KHOCTB 00CTY)KMBaHUSI KOHBelepa).

10. VYcnoBusi HauxyAlero CreHapws, BbIOpaHHbIE /i BK/IIOUEHHS B MOJe/TUPOBaHUE
acerTUUeCKOro IpoLecca, C/efyeT YCTaHOBUTb 3apaHee Ha OCHOBAaHMM H3YyUeHHUs XapaKTepUCTHK
TeXHOJIOTUUeCKUX orepaluii. MieHTH(hUIIMPOBAaTh COOTBETCTBYIOIIME YCIOBUS HAUXY/IIEro ClieHapus
c/lefiyeT TyTeM IpOBe/ieHUsl OLeHKU pe3yJIbTaTOB MO/Ie/TMPOBAHUs acelTUUecKoro mpoliiecca, ¢ yUeToM
rpUeM/ieMbIX [Mara30HOB COOTBETCTBYIOLMX T[epEMEHHBbIX U BEpPOSITHOCTM MX HEraTWBHOIO
MHKPOOHOIOTMUeCKOT0 BO3/IEMCTBHS Ha aCeNTUUYeCKHH TPOH3BO/CTBEHHBIN Tpolijecc. Bo BpeMs Takoi
OLIeHKU cJieflyeT TPUMEHSITh TNPUHLUIBI yTpaB/ieHusi puckamu. B BbIBoflax MO pe3y/jbTaTaM TaKoi
OLIEHKHU C/Ie[lyeT yKa3aTb 3HaueHUsl IepeMeHHbIX, BbIOPDAHHbIX KaK YCIOBUS HAMXY/IIETO CIieHapws, U
000CHOBAThb BLIOOP KaXK/0M TIEPEMEHHOM.

3. OueHKa pucka

11. OmacHOCTb 3arpsi3HeHUs IPOAYKTA, CBA3aHHAsg C aCeNTUYeCKUM IIPOLIeCCOM, 3aK/H0uaeTcs B
BO3MOJKHOCTH BBIITyCKA HECTEPU/ILHOI'O JIEKapCTBEHHOI'O Iiperiapara WM B BO3MOXHOCTU BBINTyCKa
JIeKapCTBeHHOI' 0O IperiapaTa, cofepskaliero muporeHbsl. OLjeHKa pUCKa [jIs acelTUUeCKOro Ipoliecca
MOXKeT [POBOJUTHCS B LIeJISAX:

a) onpejeneHusi, UAeHTUGUKALIMM U OLIEHKH TeXHOJIOTMUeCKUX CTaIui acernThuecKoro mnpoiecca u
BMeIIlaTe/IbCTB, Ha KOTOPBIX HMeeTCs TIOTeHI[MaJbHbIM PUCK OTpHULIATeTbHOTO BO3/EeWCTBUS Ha
obecrieueHre CTEPUILHOCTH MPOJYKTa;

0) ompezeneHus yCAOBUM HaMXY/IINX CLIEHApHEB, B 3aBUCHMOCTA OT pa3MepoB KOHTeHHepa,
KOH(QUrypalMi JIMHUM, CKOPOCTM pabOThl JIMHUM, YCAOBUM SKCIUlyaTalud JIMHWH, pa3Mepa
MPOMBIILJIEHHOW CEPUHU.

12. OueHKy pucka cneayeT o0GOpPMUTbL B TIMCbMEHHOM BHZEe U [IOBeCTU [0 CBejleHUs
3aMHTepeCcOBaHHbBIX yUaCTHUKOB MPOU3BO/ICTBEHHOIO TIPOIiecca, BK/ItOUasi Cy»KOy KauecTBa.

13. Ec/in BO3MOXXHO, C TeXHOJIOTMYECKOM TOUKM 3peHUs CjieflyeT MPUHSTb Mepbl, /ISl CHKEeHHUs
WZIeHTU(ULIMPOBAHHOTO PUCKA MyTeM yCTPaHeHUs] WM U3MeHeHUs CTaJuil acenThyecKoro mpotiecca C
Ha/IMUMeM TaKOro pHCKa, a Takke MOJEepHHU3ALMM TIOMeIleHHs, 00O0py/Z0oBaHUS U J0pabOTKH
acenTUUeCKOro mporecca.

14. [lns rapaHTUM TOrO, UTO BCe 3alJlaHUPOBAHHbIE MEpOIpPUATHSl TPU MOJE/NIMPOBaHUU
acernTUYeCKOTO TIPOL[ecca BBIMOJHEHBI TIPAaBU/ILHO, C/eyeT OpraHu30BaTh HaOmoeHWe 3a
MO/Ie/TMPOBaHUEM AaCeNTHUeCKOro mpoliecca. Habumo/ieHre MOXKeT TakKe HCIIO0/Ib30BaThCS B I[EJIAX
YyCOBEPILEHCTBOBAHUS aCeNMTUYECKOT0 TTOBeieHUs TIepCOHasa MU MEeTOIUKU ero MOArOTOBKHU.

15. Ha6JII-0,Z[8HI/Ie 3da MOJe/IMPOBAHMEM dCerITU4YeCKOoro IrponecCa HaUMHAKT C MOMEHTA C60pKI/I 44



HaCTPOWKU 000PYZOBaHUs U MPOZO/DKAIOT [0 TeX Top, TIOKa MOZeJTMPOBaHKe aceNTHUeCcKoro mpoliiecca
He 3aBepumrtcsa. HabmroseHue BBITIOMHSIOT JiKIa, O0O/afaroe 3HAHUSMM U JOCTAaTOYHOM
KOMIIETEHTHOCTBIO /Il OL[eHKU Ha/IJIeXKallero coO/IroieHrsT aCenTHUeCKOW TEXHUKH OTIepaTopaMH U UX
nioBefienyst. HabsoieHre 0/DKHO TapaHTUPOBATh, UTO acelTHUeckKue AeCTBYS B XO/le MOZe/TUPOBaHKs
rpoijecca ObUIM BBLITIOJTHEHBI [IO/DKHBIM 00pa3oM W 00ecrieurBarOT TI0/yUYeHHe peasbHBIX OLeHOK
KOHTPOJISI CTEPU/IBHOCTH.

16. Pe3ynbTaThl HaOJOZIEHMSI 32 MOZETUPOBAHWEM AaCeNTHUeCKoro mporecca oGopMISIIOTCS B
MUCbMEHHOM BUje U (WIK) 3aluChiBalOTCSI Ha BUjeo. lcrosb3oBaHHWe BUJEO03alUCU HMeeT
MPeMMYIIeCTBO, TaK KaK JeMCTBUSI MepCOHasa BO BpeMsi MOJeIUPOBAaHUS aceTUUecKoro rporecca B

AaﬂbHEﬁMEM MOT'yT OBITh PaCCMOTPEHBI HO,Z[pO6HO, U MOryT IIOMOYb TIIpHU TIOATOTOBKE W/
pacciiejoBaHWHU TIIPUYUKH HEeYAdUHBIX HCTILITAaHU.

lll. MocnepoBaTeNnbHOCTL BbIMNOJIHEHUA PabOT NpPU MoAeNMpPoOBaHNn
acenTuyeckoro npouecca

17. Tlpu MopenMpoBaHUM ACeNTUYeCKOro Tpoliecca paboThl C/ieAyeT BBINOJHATh B CIeAYIOIEH
TI0C/IeI0BaTeTbHOCTH:

a) TIOATBEpPJWTb YAOB/IETBOPUTENbHBIM TEKYIIMM CTaTyC KBaJudUKal[My, Balufalud U
9KCTTyaTal[iy acenTHYeCcKOro Mpoliecca, CTePUIN3al[il CUCTEM;

0) orpe/ieMTh aCEeNTHUECKUH TPOLIeCC, TO//IeXKallui MO/JIe/TMPOBAaHUIO U €T0 TlapaMeTphbl, B TOM
yucse:

acernrtuyeckoe MpUroToB/ieHUe, 000py/j0BaHKe U OTlepaLiyy;
acernrtuyeckoe HarojiHeHre, 060pyi0BaHKe U OTiepalii;

YCJIOBUS 9KCTUTyaTal[iM MPOU3BO/ICTBEHHOU TMHUM (060pymoBaHs);
KOJINYeCTBO OTIepaToOpOB;

HACTPOWKU TIPOW3BO/ICTBEHHON J/IMHUM (000py/I0BaHMsI), HEOThbeM/IEMOe BMeIIaTebCTBO U
KOPpeKTUpYOlljee BMellaTe/IbCTBO, 0CTAHOBKU IPOLeCCa;

NIPOJ,0/DKUTEIbHOCTD TIPOLeCca, BK/II0Uasi lepephiBbl U [IepeCMeHKY OIepaTopOB;

YCJIOBUSI OKpY>Karolljel MpOu3BOICTBEHHOM Cpe/ibl, TTOTOKOB BO3/[yXa, TEMIIEPATYPY U BIA’KHOCTb,
repernazibl aB/eHUMH;

B) OIpeJenuTb YyCJOBUS BBINOJHEHUS MOJeIMPOBaHUS aceNTHUecKoro Ipouecca s
aCerTUYeCKOTo TMpoLecca, BBIOPaHHOTO B TIOAMYHKTe 0" HAaCTOSAIIero MyHKTa;

r) pa3paboTaTh TIaH MOJENMPOBAaHUS aCeNTHUecKoro mporecca C OOOCHOBaHWEM YCIOBHA
MO/IeTUPOBaHUs aCeNTUUECKOT0 TIPoIiecca ¥ KpUTEPUEB TTPUEM/IEMOCTH;

1) pa3paborats GopMBI /151 3aIHMCH X0/ia BLIOIHEHHsT MO/[e/TMPOBAHKS acelTUYeCKOro MpoLiecca;

€) BBIIOJHUTH MOJIeIMPOBaHME aCeNnTUYecKoro TpoLecca W TPOBECTU €ero KOHTPOJIb B
COOTBETCTBUM C Pa3pabOTaHHBIM IJIAHOM W JOKyMeHTal[iel Ha cepuio (He MeHee 3 TIPOTOHOB JJist



HayvasbHOTO MO/Ie/TMPOBAHUS aceNTHUeCKOro rporecca U 1 wiu 6osiee MPOTOHOB /IJisi TIEPHUOJUUECKOTO
TIO/ITBEPIK/IEHUS CTaTyCa aCeNTHUeCKOro Tporiecca);

)K) MMpOBeCTU MPOBEPKY LIe/IOCTHOCTKU IIE€PBHUYHBIX YIIAKOBOK, YUYET YIIAKOBOK JIEKAPCTBEHHBIX
IMperapaToB, YAOBJ/IETBOPAIOILINX KDUTEPUAM ITPUEMJIEMOCTH;

3) OpraHu30BaTh IlepeBOpauMBaHWe BCeX TepBUUHBLIX YIAaKOBOK Iepe] WX WHKyOarued st
obecrieueHnst KOHTaKTa pac)acoBaHHOM Cpeibl CO BCeMHM BHYTPEHHHMHM MOBEPXHOCTSIMU KOHTelHepa U
YKYTIOPOYHOW CHUCTEMBI;

M) MHKyOMpOBaTh TEepBHUYHBbIE YIIAKOBKH, YZOBJIETBODSIOIINE KPUTEPUSM IPUEM/IEMOCTH TIpU
oripe/ie/IeHHOM TeMIlepaType U B TeueHHe yCTaHOBJIEHHOTO BpeMeHH;

K) TIPOBECTH y4eT U OCMOTP KBa/lU(HUI[MPOBAHHBIM T€PCOHA/IOM TIEPBUUHBLIX YIIAKOBOK TIOC/IE
MHKyOaly. BBISSBUTH BCe YIIAKOBKH C TTOIOXKUTETLHBIMUA TIPU3HAKAMH MUKPOOUOIOTMUECKOTO pOCTa.
YCTaHOBUTh W WCC/Ie[OBaTh TIPUYMHY 3arpsi3HEeHUst [Jii BCeX IIeJibIX TepBUYHBbIX YIaKOBOK C
pacdacoBaHHOM Cpe/iol, MPOSIBJIAIOIIMX TTPU3HAKK POCTa MUKPOOPraHH3MOB;

J1) TIDOBECTH WCITBITAaHUS TI0 CTUMYJMPOBAHWIO POCTa B TMOCTUHKYOAI[MOHHBIX TIEPBUYHBIX
yMaKOBKax C pacacoBaHHOI cpefioi;

M) odopMHUTL B MHUCbMEHHOM BH/e Ppe3y/bTaTbl MOJeIMPOBaHUsl acenTUYecKoro IpoLecca,
MPOBECTH UX OLIEHKY W CJenaThb 3ak/iioueHWe B OTYeTe, YTBEP)KIEHHOM CIy>k0ol obecrieueHUs
KauecTBa;

H) wuAeHTUGULMPOBaTb W OQOPMUTH [AOKyMeHTa/lbHble CBHUJeTeNbCTBA HAa OINEpaTopoB,
y4aCTBOBABIIMX B MO/Ie/TMPOBaHUM aCENTHUYECKOTO MpoLiecca, ¥ yKa3aTb CPOK UX aTTecTal[uu.

IV. NMnaH mogennpoBaHns acenTUyecKoro npouecca v sanmucu

18. o Havana uCObITaHUM MO0 MOZe/TMPOBAaHUIO aceNTUUeCKOro MpoLecca ciefyeT MoArOTOBUT,
COT/IacOBaTh U YTBEP/AUTh MTMCbMEHHbIM T/IaH MO/Ie/TMPOBaHUs aCeTUYeCKOro Mnpoliecca.

B muchMeHHBIN TI7IaH MO/Ie/TMPOBAHUS aCeNTHUECKOT0 TPOIiecca JO/DKHBI ObITh BK/IFOUEHBI BCE
HeoThbeM/ieMble BMeIllaTe/lbCTBA C yUYeTOM WX KOJIMYeCcTBa, BUJA U CJAOXKHOCTHA, a TakKxe
KOPPEKTHPYIOI[He BMEIIaTe/TbCTBA M COObITHUS (HampuMep, TeEXHUUeCKOe 00C/Ty)KUBaHWe, OCTaHOBKA M
peryivMpoBKa obopyaoBaHus). st IMHUN aceNTUUeCKOTO PO3/TMBa, KOTOPbIe UCTIO/Ib3YIOT aHa/IOTUYHbIe
KOHpUryparuu CcOOpDKM W HACTPOWMKKM 00OpyZOBaHUs, TIpU ITUIAHUPOBAHUM  MO/e/IMPOBaHMUS
acenTUUECKOTro Mpoliecca ceyeT UCI0/b30BaTh KOH(GUTypaLiuK yC/I0BUI HAUXY/ILLIEro CLieHapusl.

19. BbImnosiHeHUe BMellaTelbCTB [JO/DKHO OCYIeCTB/SATHCS aTTeCTOBAHHBIM TE€PCOHA/IOM, B TOM
YKC/ie UHKeHePHO-TEXHUUECKUM, C COOJII0IeHreM Tpolie/lyp, YCTaHOBJIEHHBIX TIJITAHOM MO/Ie/TUPOBaHHUS
acerTUUecKoro rporecca. Harnpumep, eciv mpou3BouTe b B MpoLiecce MO/Ie/TMPOBaHUs aCeNTUUeCKoro
riporiecca M3ydas MoJoMKy 000pyZi0BaHHsl, TO TIOCKOJIbKY YaCTOTy BO3HMKHOBEHMS TIOJIOMOK, 3aMeHbI
JeTajiell WM JAPYruX HelITaTHbIX KOPPEKTUPYIOIIMX [eMCTBUN TPYAHO TMpe/cKa3aTh Takve BUbI
KOPPEeKTUPYIOL[UX BMeIaTe/TbCTB JO/DKHBI ObITh W3yUeHbl UM TIPeJBapUTE/IEHO BO BPeMsI BBITTOJTHEHHUS
DYTHHHOM oOTlepariid acernTHYeCcKOTO TPOI[ecca, a CBs3aHHbIe C HUMH [IeMCTBUS aTTECTOBAaHbI Ha
3¢ heKTUBHOCTD.

20. ITnaun MOJe/IMPOBAHUSA dCEIITUUECKOI'0 IIpo1ecCa BK/IK0UAeT B cebst:



Tpe/BapUTe/IbHYI0 TPOBEPKY CTaTyca KBalWu(UKalMM KPUTUYECKUX CHUCTeM, aTTecTaluu
repcoHasna, BaJWJaliiu TIPOU3BO/ICTBEHHBIX TMPOLIECCOB TMepefi BbLITIOJHEHUEM WCIbITaHUN 110
MO/Ie/TMPOBaHMIO aCeNTUUeCKOro NpoLecca;

000CHOBaHHE BBIOpAaHHBIX TTAPaMETPOB MO/Ie/TMPOBAHUS YCIOBHUM HAaUXY/IIIEro ClieHapHs;

oripegesjieHre MpOn3BOACTBEHHOI'O IpoLecca AJ/id MOJAe/IMPOBAHUSA dCEIITUUECKOro ITpo1ecca,

oripejie/ieHHe TIOMeIlleHHsI WK TIOMelleHWi, B KOTOpbIX Oy/eT IPOBOAWUTCS MOJeTMpOBaHKe
acenTUUeCKHX MPOLIECCOB;

orpeZie/ieHHe TIPOM3BOJCTBEHHON JIMHUM W 00OpYyJOBaHMWS aCeNTUUeCKOro HarloJHeHHUs
(acenrTuueckoro posnMBa), B TOM UHC/Ie KOHPHUTypaLuu TPyOONPOBOOB, NMPU HAaIWYUK HECKOJIBKUX
KOH(UTyparuii;

BbI60p BH 4 HepBI/I‘-IHOI‘/JI YIIaKOBKM W MHWHHUMA/IBHOE KOJIMYECTBO T[I€PBHUYHBLIX YIIdKOBOK,
nogiexKalrx Hario/JIHEHUIO;

yCTaHOBJIEHWE CKOPOCTH pab0Thl IPOU3BO/ICTBEHHOU JTMHUY;

BbIOOpD BHJA TIMTATe/IbHBIX Cpeli U Oo0beMa [jiss aCenTHUeCKOro Haro/HeHHs (aCenTUyecKoro
pO3/1MBa) NEPBUYHBIX YIIaKOBOK;

Bb160p KOJ/IM4eCTBa U BUJd BMELIATE/IbCTB U OCTAHOBOK dCEIITUYEeCKOr'0 rponecca,

BLIOOD TemrmepaTypbl W TMPOJAO/IKUTENILHOCTH WHKYOALMU [IJIi  HArOJHEeHHBIX TePBUUYHBIX
yTaKOBOK;

000CHOBaHMe, B CTydyae UCK/TIOUeHUsI TIePBUYHBIX YITAKOBOK U3 UHKYOALWY;
MIPO/I0/DKUTETbHOCTb MO/Ie/TMPOBaHUsT aCelTHUYeCcKOoro MpoLiecca;
TIPO/IOJDKUTETBHOCTh 0OBIUHOTO (hacOBaHUS MPOW3BOZCTBEHHOW CepHH;

oripegesjieHUe YCHOBHﬁ, KOTOpbIE MOT'YT IIpUBECTU K IPHU3HAHWUIO PE3yJ/IbTaTOB MOJE/IMPOBaHUSA
dCerTru4YeCKOoro ripouneccda HeﬂeﬁCTBHTeﬂBHbIMH, Y TIOJTHOMOYMI repCoHa/ia Ha MpUHATHE PeU.IeHHﬁ;

OlMMCaHKWe KOJIMUeCTBad, [AdHHBIX MW KOHKPETHBIX 00s13aHHOCTeH YUaCTHHUKOB MO/Je/MPOBaHNWsA
dCeIrTrYeCKOro rporecca,

MOHHTOPHHI COCTOSTHUSI OKPY>KarolLjeil TPOM3BO/ICTBEHHOM Cpe/ibl;

oripe/ie/ieHHe TOPsIKa 3aIlkucel U APYrod JOKYMEeHTAaI[U| Ha CEepHUI0 JIeKapCTBEeHHOTO mperapaTa (¢
yKa3aHHeM ee BU/ia);

Bbl60p KpUTepueB IpuUeMjIieMOCTH [Jjid BCeX BHAOB [AeATeJIbBHOCTU TI10 MOJe/TMPOBAHHIO
dCerTrYeCKOro rpoLecca,

ornvcaHue TpeOOBaHMI K OTUETY O MOZeJTMPOBAaHUN acelTHUYeCKOTo MpoLecca.



21. 3amucu 10 BBLIMOJIHEHWIO MO/Ie/TMPOBAHKUSI ACENTHUECKOro TIporiecca [O/DKHBI  OBITh
BBITTO/THEHBI TaK K€, KaK ¥ TPY PYTUHHOM MPOU3BO/CTBE CEpUH, BK/IIOUATh B ceOst BCe 0OBIUHbIE JaHHbIE
U TpeboBaHMsI K TOANMHUCSIM. Bcs wHbopMaiys, KoTopas BHOCHTCS B 3alKMCHA [0 CEpPUHHOMY
TIPOM3BO/ICTBY, TAKXKe AOJDKHA TMpHUIaraThCs K 3arucsiM MOZe/upyeMou cepud (Haripyumep, 3arucy 1o
OUHCTKE U CTEepUIM3alUM UCTIOb3yeMbIX eAWHMI] 000pyA0oBaHUsl, STHUKETKU [JIi MaTephasioB
MepBUYHOM yMakKOBKM U T.[.). Bce BMelaTenbCTBa (HeOTbem/ieMble U KOPPEKTUPYIOILLWE),
HeoOXo/MMbIe [JIsi TIOAJep)KaHus pabOoThl, a TakKe OCTAHOBKU JIMHUM aCelTUYecKOro Harlo/HeHHUS
(acenTvueckoro pos3nauBa), [AO/DKHBI OGOPMJISATHCS B TMHCbMEHHOM BHJEe C yKa3aHHeM BHja
BMeIllaTe/IbCTBA, BpEMEHH, KOrJa BMellaTe/bCTBO TMPOM30IILIO, YUYaCTBYIOIIUX  OIEpaTopoB,
JUTATEeIbHOCTY BMelllaTe/TbCTBa WK cOosi, 1 HOMepa 3alloJTHEHHOTO B 3TO BpeMsi MOZ/J0OHa WX JIOTKaA.

22. 3amucH BKIIOYAIOT B ce0si cyieyroiiee, HO He OrPaHUUMBAIOTCS STUM:

(haMuIMK UL, YYaCTBYIOLIMX B MO/Ie/TMPOBAaHUM aCeNTUYEeCKOro MpoLiecca;

KOIMUeCTBO pachacoBaHHbIX NMePBUYHBIX YTIaKOBOK;

KOJINYeCTBO MHKYOHWPOBaHHBIX TTEPBUYHBIX YITAaKOBOK;

BpeMsi Hauasa, TeMIepaTypy W TMpOJO/DKUTETbHOCTh WHKYOAlMM TIePBUUHBIX YIAKOBOK C
MUTaTe/IbHOU Cpefio;

KOIMUeCTBO KOHTaMMHUPOBAHHBIX YMaKOBOK W HOMep (HOMepa) JioTKa (MojJ0Ha), B KOTOPBIX
obHapy>keHa KOHTaMMHaLsI;

KOJIMUECTBO TIePBUYHBIX YIIAaKOBOK, y/ja/leHHBIX TIPY NIPOBepKe Tepe] MHKyOaluell U UX ornrcaHue
(HarpuMmep, TTOBpPeXXAeHHbIM ()JIakOH, HapyllleHHasi TePMEeTUUHOCTb);

TIPOBEpPKA POCTOBBIX CBOWCTB Ccpe/ibl (TIOC/Ie MHKYOarmn);

yueT pac)acoBaHHBIX TIEPBUUYHBIX YTIAKOBOK;

JlaHHBIE O CTEePUIH3allMY TTUTATeTIbHOU Cpe/ibl;

JlaHHbIe UIeHTU(PUKALUU PUIbTPa U pe3y/IbTaThl UCIIBITAHUM (DUIbTPA Ha 1[e/IOCTHOCTD;

pe3y/ibTaTbl MOHUTOPUHIA OKPY>Karolljell MPOM3BOACTBEHHOM Cpe/ibl U TIepCoHaa;

3aMUCH WM JKypHa/l TUIAHOBBIX WM BHEIUIAHOBBIX COOBITHH, B TOM UHC/Ie TIPOU3OIIEANINX B
MOMeIlleHUU acenTUUeCKOro HaroJiHeHUs (acelTUYeckoro po3/uBa), KOTOpble MOTYT OKa3aTb BI/MsSHUE
Ha pe3y/bTaThl UCTILITAaHUM;

orvcaHue /I00bIX OTKJIOHEHUH OT IlaHa U TIPUHSTHIX JIeHCTBUM.

Bce 3amucu 1o MozienMpytolieil cepyum JO/DKHBI ObITh AaTHPOBaHbI, MOAMUCAHBI U YTBEPK/IeHbI B
yCTaHOBJIEHHOM MOPSiZIKe.

V. OCOGEHHOCTN MOAEeNIMPOBaHMUS acenTUUYeCcKoro npowecca
ANA pasINYHbIX NeKapCTBEHHbIX hOpM



23. HeobxoauMoli 4YacTbIO MOJE/IMPOBAHUS aCeNTHUYeCKOro TIpollecca SIBJISFOTCS  TFOObIe
acenTUUeCKre Orepaluy, BbITIOJHsIeMble BO BpeMsi MPUIOTOB/IeHUs JieKapCTBEHHOM (POPMbI COTJIAaCHO
MPOU3BO/CTBEHHOM pelienType. Ecv npyu MOZAeNIMpPOBaHWM acCernTUUeCcKOro MpoLecca HMCIOIb3yeTcst
nuTaTe/ibHasE Cpefla, ee TIpe/[BapuTe/ibHasi CTepWIM3alldsl He [Oo/DKHA TPOBOJUTHCS CIOCOO0M,
WJIeHTUYHBIM TOMY, KOTOPBIM MCI0J/Ib3yeTCsl B TIpoLiecce MPOM3BO/CTBA [/is1 TIPoJyKTa. Haripumep, B
MOZie/IMpOBaHMe aceNTUUeCcKoro TIipoliecca He C/elyeT BK/OUaTh Ba/lIWJali0 CTepPUIU3YHoIei
¢bunbTpaLuy, MOCKOJBKY pa3iduus B IUOWaAd (UAbTpa, (UIbTPYIOLEM MaTepuane U T.[. MeXAy
MO/Ie/IMPOBaHHBIM Y pealbHbIM aCeNTUUYeCKUM MPOLIeCCOM, SBSIFOTCS NPUEeM/IeMbIMU MPU yCJIOBUH, UTO
3T U3MEeHEeHUs He TPUBOJAAT K MOAU(UKAIIMM acenTUuUecKoro Tpoliecca WM YCTPaHSIOT CTafUio
TPOM3BOZCTBEHHOr 0 MpoLiecca, KOTopasi MOXKeT OTPULaTe/IbHO TOBJIMATh Ha FapaHTHUI0 CTePUIbHOCTH
MPOAYKTA.

1. AcenTnyeckne NpoLeccbl CMeLMBaHUA (MPUroToBIEHUSA)
ANA No6bIX NPOAYKTOB

24. MogenupoBaHie aceNTUUeCKOr0 TMpolecca CMelluBaHUsl (TIPUTOTOBJIEHUS])) MOXKET
BBLITIOJTHATBCSI KaK CaMOCTOSITe/TbHOe MEPOIIPUSiTUe WU ObITh TIOJIHOCTbIO WHTETPUPOBAHHBIM B
acerTHUeCcKUi rpotiecc gacoBaHUsl.

25. VcrnbiTaHus 1O MOJE/NVMPOBAHUI0 aCerTHUUecKoro Ipolecca CMelIMBaHus (TIPUTrOTOBJIEHUS)
JIOJDKHBI TIO3BOJISITh OLIEHWUTh BCE acenTUuYecKe oOrlepaljuM, BBITIOJHseMble TI0C/Ae CTepUIn3alyu
MaTepuasoB, UCIO/Ib3yeMbIX B 3TOM MPOM3BOCTBEHHOM IIpoLiecce, IIPU 3TOM C/eflyeT JOMOJIHUTebHO
YUUTBIBATh C/efyoLiee:

a) WCIBITaHUS aCeNTUUeCKUX CTaZiuii TIpoljecca CMeIvBaHUs (TIPUTOTOBEHMS) AJi TIPOAYKTA,
KOTOPBIM SIB/IIETCS PAaCTBOPOM, MOTYT OTrPaHWUMBATBCS TMPOBEPKOWM HACTPOWKH, OoTOOpoM mpob u
UCTIbITaHWeM (UIbTPA Ha L[eJIOCTHOCTb B MECTe ero yCTaHOBKH;

0) WCIBITaHUS ACENITHUECKUX CTAJUM Tpoljecca CMelIuBaHWs (TIPUTOTOBJIEHUs) [/Isi CyCITeH3UH,
Ma3el W Apyrux He UIbTPYeMbIX JIEKAPCTBEHHBIX IPErapaToB MOTYT TpeOOBaTh TIPOBEIEHUS OI[eHKH
1[eJIOTO PsiJla aCeNTHUeCKUX CTajivi, (Harpumep, 100aBieHre CTEPUIBHOTO TIOPOIIKa, FTOMOTE€HU3aIHsI U

Ip.);

B) WCIBITAHUS acCeNnTUUYeCKUX CTafuil [Jis TIpOLleccoB, TpeOyromux Ao0aB/ieHUs] CTepU/IbHBIX
TIOPOIIIKOB B KOHTeWHepHI CJie/lyeT MPOBOJUThL C UCIOIb30BaHHWEM MOAXO/SINero MaTepuasna Iiaieoo,
WJeHTUYHOT0 MaTepuay, KOTOPhIM UCI0/Ib3YeTCs B OLIEHHBaeMOM acerTHYecKoM TpoLiecce;

I') UCTILITAaHWS aCeNTUUeCKUX CTafWid [Jisl MPOLIeCCOB CMeIIMBaHUs, W3MeIbUeHUs] W pa3fieeHus],
MPOBOZIMMbBIE HA y4YacCTKe TPOU3BO/ICTBA CTEPU/IBHBIX TMOPOIIKOB, TPEOYIOT aHaJIOTMYHOTO TOAX0Ja K
TIPOBe/IeHHUIO.

26. Crepwiu3aiyss 000py/JOBaHUSI ¥ KOMITIOHEHTOB, a TakKKe TPOBepPKa HX IeJIOCTHOCTH ITI0C/Ie
CTepyIn3aluM, Ba/TMAUPYeTCs He3aBUCUMO OT MO/Ie/TMPOBaHMs aCelTUYeCcKOoro rnpotiecca.

2. XXugkune npoaykKrbl (pacTBOpbI)
Onepauyun cmelwnBaHusa

27. Tlocne crepyunu3aldy >KUJKas MWTaTe/lbHas Cpefia [O/DKHA IPOXOAUTh uepe3 LIeMOuKy
00opyi0BaHus, WAEHTUYHYIO (PAaKTHIeCKOMY CepPUIHOMY MPOM3BO/CTBY. MOZeMpyOTCs BCe pyTHHHBIE



acemnTUUeCKHe TIPOLIeCChl, HCIO/b3yeMble B TPOU3BOJCTBE CEPUM JIeKAPCTBEHHOTO IIperiapaTa
(Hanpumep, oTOop Tmpob, acenTuueckue coefuHeHuss W T.4.). CriefyeT MoOJenMpOBaTh JIFOObIE
acenTUUeCcKWe MaHUIYJISLUH, OCYI[eCTB/IsseMble BO BpeMsi U B KOHI|e MepUo/ia BBIAEP)KKU (Hampumep,
oT60p MpoO, TTOBTOPHAsT PUIBTPALIUS U PELMPKYJISLINS TIPOAYKTA).

Onepayun acenTUYECKOro HanoJIHeHUsA (acenTUYECKOro po3sinBa)

28. KoHTeliHepbl 1 yKYTIOpPOUHbIe CpeZicTBa (MPU He0OXOANMMOCTH), 000pyI0BaHKe, BCTYTIAIOIIME B
KOHTaKT C TIPOAYKTOM, [OJ/DKHBI OBITH TIOATOTOB/IEHBI B COOTBETCTBUM CO CTaHAApPTHBIMU
OTMepaljMOHHBIM TMpoLiefypaMu TPOU3BOJAWTENS JIeKapCTBeHHbIX IIperapaToB. ['oToBag >kupakas
MuTaTe/bHasl CpeJla XpPaHUTCS B COCYZie, B TeueHHMe MaKCUMa/bHO JOMyCTUMOIO IPOM3BO/JCTBEHHBIM
MpoLIeCCOM BpeMeHU Tepej, HauajioM MMUTALMOHHOTO UCIbITaHus. Eciu HepacgacoBaHHBIM pacTBOP
JIeKapCTBEHHOT 0 TperiapaTa B PyTUHHOM MPOM3BO/CTBE XPAHUTCS OXJIaXKAEHHBIM, TO TaKUe >Ke YCI0BUS
JIOJDKHBI  COOTIOIaThCS W /I JKUJKOM MUTATeNbHOW Cpeiibl TPU MOZETUPOBAHUM aCeNTHYeCKOTO
ripoLecca.

29. MaiHa acenTHYeCKOTO PO3JIMBa J0/DKHA paboTaTh Ha 3apaHee OMpe/ie/IeHHOW CKOpPOCTH
HaTOJIHEeHUST i MCIO/bh3yeMOro B DYTHHHOM IPOM3BO/ICTBE pa3Mepa KOHTeiHepa. HarmosiHeHHBIe
JKUJKOW TUTaTe/NbHONW Cpefiol KOHTeWHepbl TIepMeTH3WPYIOT W COCTaB/SIOT B T0C/Ae[0BaTe/IbHO
MIPOHYMEpPOBaHHbIe JIOTKW WM SIIUKA. EC/IM BO3MOXKHO C/ieflyeT 3amucaTtb BpeMsi cOopa KaxKaou
MapTUW, UYTO TI03BOJIUT YCTAaHOBUTH CBSI3b KOHTAMWHHPOBAHHBIX TEPBUYHBIX yMAaKOBOK C
NIpUO/IM3UTE/ILHBIM BPEMEHEM UM BUZIOM TIPOW3BO/CTBEHHOUW MaHMITYJISL[UN, MO/EUPYEMON BO BpeMs
acemnTUUeCKOTO PO3/iMBa Cpejbl. 3aro/THeHHble U repMeTU3UpOBaHHbIe KOHTEeWHephbl IepeBOpaurBaroT
ropJioM BHU3 /17151 0becrieueHUst KOHTAKTa BCeX BHYTPEHHUX TTOBEPXHOCTeHM KOHTelHepa U YKYTIOPOUHOM
CHUCTEeMBI C >KUJJKOM TUTaTeTbHOU Cpejoi.

MpoAyKTbl B NONIMMEPHbIX KOHTeliHepax

30. YimiHble W TI/Ia3Hble Karli Kak IIPaBU/IO, YIAKOBBIBAIOTCS B TIOJMMEPHbIE KOHTEMHEpBI.
KoHTeliHepbl, MPOK/IaIKK, KOMIIOHEHTBI YKYTIOPKU M, TZie IPUMEHUMO, IOTIOTHUTE/IbHBIE YKYTTOPOUHbIe
ripycriocobieHnsT  TIO/IBEPraloTCs Takod >ke 00paboTKe KakK TIpU PYTHHHOM IIPOM3BO/CTBEHHOM
nipoiiecce. B3aMeH CTepWIM3alvy TEIJIOM MCIIO/Ib3YeTCsl CTepUIM3aliis o0byueHrueM Wid 00paboTKoOi
OKCHUJIOM 3THieHa. HecMOTpsi Ha TO YTO, TIPY TIPOBEZIEHWH MO/Ie/TMPOBAHUST aCelITUUeCKOro Tpoljecca
C/lefiyeT WCII0/Ib30BaTh IpPO3pauHble KOHTeHHephl, TOJMMEPHbI Marepuan OObIYHO HEeZO0CTATOUHO
Mpo3paueH U 3TO 3aTPYJHSET WAEHTUGHUKAI[MI0 KOHTAaMMHHUPOBAHHBIX KOHTEMHEPOB, B KOTOPBIX
HabJ/TF0/IaeTCsl TO/ILKO JIETKOE TIOMYTHEHHE Cpejibl, B KaueCTBe WH/AMKATOpa KOHTaMHMHAIL[UU. B Takux
C/lyyasix BU3yaslbHbI OCMOTP TIPH €CTECTBEHHOM M MCKYCCTBEHHOM OCBeIIleHUH Oy/ieT He[0CTaTOUHbBIM.
Ec/u UCMob3yl0TCsl Hempo3pauHble KOHTEWHEPhI, C/IefyeT U3BJ/eUb BCe COJEP)KUMOe KOHTelHepa [ijis
UCCIIeIOBaHMS.

3. InochnnusupoBaHHbIe NPOAYKTbI

31. BonBLUIMHCTBO MO(PUIN3UPOBAaHHBIX NTPOAYKTOB Ha MPOMEXYTOYHBIX CTaJUsX MPOM3BO/CTBA
SBJIIIOTCST  A@CeNTUUeCKUMM pacTBOpaMM, KOTOpble TiepelatoTcsi B CTePWIM30BaHHble KaMepbl
no¢uv3anuMu  T0C/Ie  acenTUYecKOro pO3avBa B KOHTeiiHepbl (MIepBUYHYHO YIIakoBKy). B
MIPOMBIIJIEHHOM MPOU3BOJCTBe JTUO(UIN3UPOBAHHBIX MPOJYKTOB UCMO/b3YIOTCSI Pa3/IMuHble CUCTEMBI
YKYTIODKHM KOHTelHepOoB (Hampumep, ¢JiakoH C pudieHoi pobKoi, (h1akoH ¢ KoMOMHaIMel MPOOKK U
KOJ/Iauka, MHOTOKaMepHbIW ()1akoH, Mpe/iHaro/IHeHHbIi MHOTOKaMepHbIN 1rpuL). [IpruMeHeHre MHBIX
MeHee pacClpOCTpaHeHHbIX YMAKOBOK MOXKET T0TpeboBaTh JajbHeHllell ajanraliid MeTO[O0B
MO/Ie/IMPOBaHMs aceNTUUeCcKoro Nporiecca, ONMCaHHbIX B HACTOSIIIEM TO/paszere.



32. MeTtoppl, UCTIOb3yeMble [Jisi MOJe/JMPOBAaHUsl aCeNTUUYeCcKOoro mporiecca Auo(uimsanny, Kak
MpaBWIO, aHA/IOTUYHBI TéM, KOTOPbIe UCIOJIb3YIOTCS [I/Is1 MO/Ie/TMPOBaHUs acelTUUeCKOro Tpoiecca Ajis
acernTUYeCKOro PO3/IMBa pacTBopa C A00aB/ieHWeM CTaZiiii TPAHCIIOPTUPOBKH, 3arpy3Ku, TUOMUILHON
CYIIKH, OKOHYATe/IbHOTO YKYTNOPUBAHMS, BBITPY3KM M CTaJMK OOKAaTKU KOJIMAUuKOM. Tak>ke BO3MO>KHO
TpUMeHeHte APYTUX MOAXO/0B AJis MO/Ie/TMPOBAaHUS aCeITUUECKOT0 Mpoiiecca TMohyIM3aliiu.

MogenupoBaHue 3arpy3Kku (Bbirpy3Kku) TMOpUIM3MpoBaHHbIX
NPOAYKTOB C YKOPOUEHHbIM BPEMEHEM BblZePXKN

33. Tlpu MoJenMpoBaHUU 3arpy3Ku (BbITPY3KH) JTMO(UIU3UPOBAHHBIX TIPOYKTOB C YKOPOUEHHBIM
BpeMeHeM BbI/IeP)KKH 3TUX MPOAYKTOB (IaKOHbI 3arl0J/IHSFOTCS XKUJKOW MUTaTe/IbHOW CpeJjoi, B HUX He
MI0THO (HEerepMeTHYHO) BCTAB/SIOTCS MpoOku. KoHTeliHepbl 3arpy)karoTcs B JUOGUIM3aTOP TpU
TeMIiepaType OKpYy’Karollleld TPOM3BOJACTBEHHON cpeZbl. B Kamepe co3jaeTcsi HENOMHbIA BaKyyM
(HeoCTaTOUHBIH, UTOOBI BRI3BATh KUTIEHUE >KUZKOW TIUTATe/IbHOW CPEe/Ibl) U 3TOT YPOBEHb pa3pekeHust
yZlep)KUBaeTCsl B TeUeHHe 3apaHee OTpe/ie/IeHHOro BpeMeHU. [1py 3ToM >Ku/Kasi uTaTebHasl cpefia He
3amMep3aeT M 3TO TI03BOJISIET YCTPaHWUTh MPOOJieMy, CBSI3aHHYHO C HapylIeHHeM >KHU3HeCcrioCOOHOCTU
MUKDOOPTaHM3MOB B TIPOLIeCCe 3aMOPa)KUBaHUSI WM HECIIOCOOHOCTBIO 3aMOPO’KeHHOW  Cpejibl
obecrieunBaTb pPOCT MUKDOOPraHM3MOB. 3aTeM Kamepa BeHTWIHDYeTCs U TIPOOKHA TUJIOTHO
YKYTIOPUBAIOTCSl [laB/ieHWeM TPOTUBHEN B Kamepe. YKYIODeHHble KOHTeWHephbl YJa/sitoTCsl U3 30HbI
acenTUUYecKo 00paboTKM 1 00KATHIBAIOTCS KOJITIAUKAMH.

[lpu MopenupoBaHUX 3arpy3ku (BBIFPY3KH) AMOGUIM3UPOBAHHBIX MPOAYKTOB C YKOPOUEHHBIM
BpeMeHeM BbIJIeP)KKY OCHOBHOE BHUMaHUe C/leflyeT y/le/IUTh OLjeHKe TpoLiecca 3arpy3Ky U oreparjii no
obOkaTKke (TepMeTH3al[iM) KOHTEMHEPOB, KOTOpble, KaK IpeJriosaraeTcs, sSIBASIOTCS CaMbIM OOJBIIMM
VICTOYHHUKOM [OTEeHLMa/IbHOTO 3arpsi3HeHusl.

MogenupoBaHue acenTUYecKoro npouecca nmogunmsauum

34. ®nakoHbl 3aroOHSIOT Hepa3baB/ieHHOW >KUJKOW TMUTaTeNbHOW Cpefliod, He TIJIOTHO
(HerepMeTUYHO) YKYTIOPHUBAIOT MPOOKaMH, TPAaHCIIOPTHUPYIOT K JIMOPUIN3ATOPY U 3arPy>Kal0T B KaMepy
miodum3aiui. B Kamepe co3/aeTcsl YaCTUUHBIM BakyyM (HeZOCTaTOUHBINM, UTOObI BbI3BaTh KHUITEHHE
JKUJKOW TIUTaTeNbHOW cpefibl) U (P/IakKOHbI C JKUJKOW TMTaTeNlbHOW Cpe/lol BBbIIEP)KUBAIOT TpHU
TeMIiepaType  OKpY’Karollleil  TPOM3BOACTBEHHOW Cpefibl B  TeueHWe TiepUOa  BPEMEHH,
COOTBETCTBYIOILIET0 HOPMaabHOMY Tpoleccy avodunmsaiuu. [10MHOCTEI0 yKyrnopeHHble (hIaKOHbI
BLITPY)KAIOT M3 KaMepbl TUOGUIN3AI[MM U 00KAThIBAIOT Kojrmaukamu. Heymo6CcTBOM ZI@HHOTO MOAX0/a
SIBJISIETCSL €70 TPYJOEMKOCTD /IS BBITIOJTHEHUSI BC/IeAICTBUE TIPOZJIEHHsT MO/[e/TMPOBAaHUS aCerTHYeCKOoro
ripotiecca JIMohUIM3aLUU 10 TIOJTHOM NPOAO/DKUTETbHOCTU LIUK/IA TMOMUIU3aLIUN.

CneuuduuHble ycnoBus

35. Tlpu mnpou3BoACTBe MMOGUIN3UPOBAHHBIX TPOAYKTOB s cOpoca BakyymMa B Kamepe
noduM3ali 00BIYHO KCIIONB3YIOT CTepU/IbHbIe WHEPTHbIE Ta3bl. OTH Ta3bl MOTYT OCTaBaThCS BO
(b1akoHax C TpOAYKTaMM T0c/ie repmeTusauuu (yakoHoB. Eciv B KauecTBe >KUJKOW TUTaTeTbHOU
cpebl [l MOJIe/TMPOBAHUS TMPOLiecca WCTIONb3YeTCsl COeBO-Ka3eMHOBBIM Oy/boH, i obecrieueHust
a3po0HBIX YCIOBUM POCTa MUKPOOPTaHU3MOB B3aMeH MHEPTHOTO rasa Cjie[yeT WCIO/b30BaTh BO3ZYX.
BBezeHre Bo3yxa B3aMeH WHEPTHOTO rasa B MOJeIMPYeMbIi MpOoLecC He JO/DKHO camo 1o cebe
co3/aBaTh 0JIarOMPUSATHBIE YC/IOBUS JJI1 pOCTa MHUKPOOPTaHHW3MOB B MO/IEIUPYEMOM aCenTHUeCKOM
rpoijecce WM CO3/laBaTh '/ydillde YyCJIOBUSI" B CpPaBHEHHMM C OOBIUHBIMM YCIOBUSIMM 3TOTO
TIPOM3BO/ICTBEHHOTO Tiporiecca. VIcriosib30BaHWe WHEPTHOrO ra3a M aHa3pOOHOUN TUTaTeNbHOW Cpejibl



(HaripuMep, THOT/IMKO/IEBasi Cpefia) IS 3ariofHeHus: ¢iakoHOB OygeT 1esnecoobpa3Ho, eciu ObLIO
YCTAQHOBJIEHO TIOCTOSTHHOE Ha/lMuKe 3arpsi3HeHWss B BHJe CTPOTO aHA3POOHBIX OpraHU3MOB (TIpH
MOHUTOPHWHTE OKPY>Karollleli MPOM3BOCTBEHHOM Cpe/ibl WJIH, UTO O0siee BepOSITHO, BO BPeMsI MCTILITAHUS
rOTOBOrO0 TPOZYKTa Ha CTEPWIbHOCTh). ECIM NpyM MOHUTOPMHIe OKpY’Karolljel IPOM3BOJCTBEHHOU
cpeibl WM WCTBITAHUMA TOTOBOTO TIPO/YKTa Ha CTEPUIBHOCTH aHa’poObl He ObUTM OOHapy’KeHbI, BO
BpeMsi MO/IeJIMPOBaHusl acelTUUecKoro rpolecca /auo(uIusalyy ciaefyeT UCIOAb30BaTh IS
3arosiHeHus1 (hJ1TaKOHOB COeBO-Ka3eMHOBYIO CPelly U BO3AYX.

4. CycneH3uun

36. ITpou3BOACTBO CTEPUIbHBIX CYCIIeH3Wil He HAaCTO/JbKO PacrpoCTpaHeHo, KakK IMPOW3BO/CTBO
CTepU/IbHBIX pacTBOpOB. CTepusbHble CYCIEH3UM WCIIO/B3YIOTCS ISl BBeJIeHUs] HepacTBOPUMBIX
CTepU/IbHBIX MaTepHuasioB (HampuMep, HEKOTOpble aHTUOMOTHKY, BAKLWHBI M CTEPOWHbBIE TOPMOHBI).
[Ipy MozieNMpOBaHMH aCeNITUYeCKOTrO TpoLiecca AJisi CyCIIeH3Ui UMUTUPYIOT Olepaljiy, TprUMeHsieMble
TIIpY TIPUTOTOBJIEHUU U (PaCOBAaHUU CYCITEH3UIA.

ITporieypbl MOZ|e/TMPOBAHKS aCeNITHUeCKOro Tporiecca [JO/DKHbI BK/IIOUaTh B ce0st onpe/iesieHHbIe
JTarbl TPOM3BO/ICTBA CYCIIEH3MWM, BK/IOYasi CTepPUIM3aliUi0 TPAHCIIOPTHOM Tapkl, JobaBiieHUe
CTepU/ILHOTO TOPOIIIKa ¥ FTOMOreHu3alyio cycreH3ud. Hanbosee npocToit afjanraryeii MozieTMpoBaHust
acernTUYeCKOro CTaHJapTHOrO Ipoliecca C MCIOIb30BaHUEM JKMJKOM IMUTaTelbHOM Cpefibl SIB/ISEeTCS
nobaBneHre CTEpU/IBHOTO TIOPOMIKA Tuiariebo0 B eMKOCTh C JKMJKOW THTaTelnbHOW cpefoid. IIpu 3Tom
MOJIe/IMPYeTCsl KpUTUUecKasi CTaJysl MPOU3BOJCTBEHHOrO IIpOLiecca, XapakTepHas /sl NPOW3BO/CTBa
CycCrieH3uii: fobaBeHre CTepUIbHOTO TBEPZOIo BellleCTBa B aCENITUYECKUX YCIOBUSIX.

37. dacoBaHUe >KUAKOM MUTATebHON Cpe/ibl JO/DKHO OCYIIeCTB/SATHCS CIIocO0O0M, aHaIOrHYHbIM
crioco0y A/l acernTHUeCKOro HarojHeHUs1 (aCenmTUuYeckoro pO3/KMBa) PpacTBOPOB, C BHeCeHHeM
He0OXO/IMMBIX W3MeHeHWW B HACTPOWKY JIMHUM /ISl aceNTUYecKoro po3/vBa cycrneH3ud. Ecmm pjis
acenTUUeCKOr0 HaroJHeHUs! (acelTHYecKoro po3/uBa) CyCIeH3Ul UCIOJb3YIOTCS PeLUpKY/IsSLHOHHbIe
JIMHUU, TIPOMEXXYTOUHble eMKOCTU, MellajKu U Apyrue MOAU(PUKAI[MU TPOU3BO/ICTBEHHOU JIMHUU, UX
cnelyeT WCIIO/Ib30BaTh U TPU MO/eMPOBAaHUM aceNTUYecKOro Tpoijecca myTeM (acoBaHUS >KUITKOMN
MUATaTebHOM Cpejibl.

5. Msirkue fiekapcTBeHHble (hopmbl (Ma3u, KpeMbl, IMYJIbCUK, TE€NN)

38. IIpuroroByieHre MOZie/TIbHOU (POPMbBI OCYIIECTBIISIETCSI aHAJIOTUUHO MpOLielypaM, OMIMCAaHHBIM B
MyHKTax 27 - 37 HaCTOSIIUX YKa3aHWM Jjisi IPUTOTOBJ/IEHUs] MO/Je/TbHbIX PAaCTBOPOB WJ/IM CYCIIeH3UH, C
WCIOMb30BaHWEM MeTO0/la, TOYHO WMUTHUDYIOIEro peasibHOe MPUrOTOB/IEHWE TMPOAYKTa B YCJIOBUSX
PYTHUHHOTO TPOMBILLIZIEHHOTO Tipoijecca. [list 6osiee TOYHOM MMHUTALIMMA XapaKTePUCTUK acerTHUecKoro
Haro/IHeHUs1  (aCenmTHUecKoro po3/ivMBa) Ha (acoBoyHOM 000pY/OBAHMHM MOKET BO3HUKHYTH
HeoOXO/IUMOCTb, B TIPUTOTOB/IEHWH Oosiee BSA3KOW TUTATebHOM Cpebl /1T MOJe/TUPOBaHMUS
acenTUUYeCKOro nporecca.

dacoBaHue CTepUIbHbIX Ma3ed, KakK MpaBWIO, TNPOWU3BOAUTCS Ha MalllMHAX, COBEPILIEHHO
OTJIMYHBIX OT MalllMH acCelTUUeCcKOro pO03/iMBa >KUAKOCTed BO (h/IaKOHBI, ILUTIPULI WX aMITyJIbL.
Pa3muusi B KOHCTPYKLMM M 3KCIUTyaTaldd OOOpyZOBaHWS He WMEIOT CYIIeCTBEHHOTO 3HaueHwWs,
OCHOBHOM MOJXO0J, K MOZIe/TMPOBaHMIO acelTHYeCcKoro mporjecca acoBaHusl MATATeNbHON Cpe/ibl OX0XK
Ha MO/Ie/TMpOBaHKe acernTHUecKoro rporecca ¢pacoBaHus AJis APYTUX JIeKapCTBEHHBIX (GOpM.

39. Tlocne wHKyOamyu 3amofHEHHbIX TyO (HEpo3pauHbIX KOHTEHHEepPOB) TIPH TPOCMOTpe
MepPBUYHBIX YIMAaKOBOK /I NPOBEPKM KayecTBa acenTUUecKOro rnporecca NMpheMaeMol IpoLeAypor



SIBJISIETCS BBI/IaB/IUBaHUE MaTepHasa U3 OT/Je/IbHBIX TY0 B CTEK/ISTHHbIe KOHTeHHEePhI U UX MOC/IeYIOIINMI
WHUBHUYanbHEIA ocMOTp. CrieiyeT cOOMOaTh OCTOPOKHOCTb TIPH BBIZABIMBAHUM COZIEP)KHUMOTO
TyOBI ¥ €ro MPOCMOTpe, YTOOBI MOYKHO OBIJI0O 0OHAPY>KUTH MPUCTEHOUHBIN POCT MUKPOOPTraHU3MOB. B
KayecTBe a/lbTEPHAaTMBHOW METOJMKU MOXKHO MCIIO/Ib30BaTh CIlelMajbHble TyObl, CTEHKH KOTOPBIX He
cozilepXKaT MaTHPYHOIIUX A00aBoK. [Ii1 MOZe/NMpOBaHMsI aceNnTHYecKoro rporecca ¢acoBaHUs Ha
o0opyJoBaHUM, TIpeJjHa3HAUEHHOM [Jisi BSI3KUX OJKUJKOCTel, MO)KeT I10TpeboBaThCsi BBeJeHHe
3aryCcTuTesiell B MUTaTeIbHYIO CPely.

6. NMopoLuku

40. [51s1 TIpOM3BO/ICTBA CTEPUIBLHBIX TIOPOLIKOB TPeOyrOTCS TIpoljecchl U 060pyZi0BaHNe, OTJIUUHbIE
OT acenTUUeCcKOro MpOM3BO/CTBA [JPYTUX CTEPU/IbHBIX JIeKAPCTBEHHBIX (JOPM.

41. Onepanyy MOZe/TMPOBaHKsI aCeNTUUECKOro MpoLiecca MPUroTOB/IeHUSI CTePUBbHBIX [TOPOLLIKOB
BK/TFOUAlOT B cebsi MOJje/TMpOBaHMe acenTUYeCcKOro Tpoljecca B C/aydae, ecau repef ¢acoBaHHEM
CTepu/IbHBIe apMarieBTUYeCcKre CyOCTaHIMM CMEIMBAOT CO CTePUIbHBIMU Oy(hepHBIMH BelljeCTBaMH,
KOHCepBaHTaMKM U  JPYTMMM  CTepWIbHbIMA  MaTepuasamu. CMelllMBaHWe, UW3MeJibUeHHe,
(bpakLMOHUpOBaHUEe W [IpyTHe TIpOLeAypbl, BBIMOJHSEMble Ha yudacTKe (acoBaHUs, MOTYT OBITb
CMO/IeNIMPOBAaHbI C UCII0/Ib30BaHMEM COOTBETCTBYIOILIETO TOPOILIKa I171areb0, UCIOMb3ysl Te Ke MeTOAbI,
KOTOpbIe IPUMEHSIFOTCS] BO BpeMsl DyTUHHOIO [TPOM3BO/ICTBEHHOTI'0 MpoLiecca.

42. ObopypoBanue fj1s (hacoBaHUSI CyXHMX TOPOILIKOB CYIL[eCTBEHHO OT/IMYaeTCss OT 000py0BaHUs
s (acoBaHuUs >KUAKOCTel. VIcrosib30BaHWe NUTaTebHOM Cpeibl TPU OLleHKe rpolecca (acoBaHUs
CyXUX TIODPOILKOB YacTO TpeOyeT ABYX OT/AeNbHBIX oreparuii gacoBaHus (A1 XKUAKON Cpeabl U [jis
ropoika rane6o). VHAWBUAYyanbHBIM BK/IaJ 3arpsis3HEHUS] OT KaXKJOro M3 3THUX CAMOCTOSITe/IbHBIX
3TalioB MO/Ie/IMPOBAHMST aceNTHUeckoro rporecca acoBaHHs MOKET YBeIWYUTh OOIIWN pUCK
KOHTaMHHaLUH.

43. K BBLINOJIHEHUIO MOZE/IMPOBaHUs aCelTUUeCcKoro ImpoLecca [/ IOPOLIKOB BO3MOXKHbI
c/efyrolye ogX04bl:

a) 3aMeHa IopoIlKa myTeM (acoBaHUs KUAKON MTUTaTeIbHOM Cpe/ibl Ha TUHUM PaCChITTKU;

6) dhacoBaHre MHEPTHOT'O TIOPOIIIKA C TIPe/[BAPUTE/IbHBIM UJTH TMOCIeIYIOIINM (hacoBaHHEM >KUTKOMN
MUATaTebHOM Cpejibl.

Beibop opHOTO W3 3TUX TOAXOAOB Oy/leT oOmnpefensTbCs KOHCTPYKLMEN HMEOIIerocs
obopy0BaHus, a TaK)Ke Ha/lnureM pabodero MpOCTPAHCTBA Ha JIMHUU (h)acOBaHMSL.

44. Tlpu MoJe/MPOBaHUM ACeNITHUECKOro Tpoljecca (acoBaHUs TIOPOLIKOB C TIPUMEHeHHeM
TOJIXO/IOB, TIEPEUHC/IEHHBIX B TMyHKTe 43 HaCTOSIMMX YKa3aHWUM, YUYMTHIBAIOTCA —CreyIOLHe
0CODeHHOCTH:

a) 3aMeHa TOpoIlKa nyTeM (acoBaHUS >KUJKOW MUTaTeTbHOW Cpe/ibl Ha JIMHUM PacChIku. [Ipu
JTAHHOM TIOZXO/le KUJKasi CpeJla BBOJUTCS B KaueCTBe TIPSIMOTO 3aMeHUTeJIsi CTePUIBHOTO TIOPOIlKa B
OyHKep HamojHeHus1. HeKoTopble MalllMHbI HaroJTHeHUsT TIOPOIITKaMH OIHOBPEMEHHO KOHCTPYKI[MOHHO
TIPUCIIOCOO/IEHBI K aCeNTUYeCKOMY PO3/IUBY JKHAKOCTeH 06e3 HeoOX0AUMOCTH BHECEHHSI CYI[eCTBEHHBIX
M3MeHeHWH B mpoliecc uX paboTbl. HecMOTpsi Ha TO, UTO Ha TakoM O0OOpY/IOBaHUM HeNb3sl Pa3/UBaTh
JKUAKOCTb C TOU >Ke CTeTeHbI0 OJHOPOJHOCTU /103MPOBaHMUsI, C KOTOPOi pacdacoBbIBAalOT TIOPOIIKU, €r0
YHUBEPCATBHOCTh 3HAUWTE/NBHO YTIpOLaeT TIPOL[eCC MO/Ie/TMPOBAaHUsl  acelTHUecKoro rpolecca



dacoBaHust Ha TaKOM 000pyZOBaHUU. MeTO/Ibl, WUCTIOb3yeMble [jisi BHECEHUs YKUKON TMHUTaTe/bHOU
CpeJibl, OT/IMUAIOTCSI OT TeX, KOTOPble WCI0JIb3YIOTCS MPY HAlOJHEeHWH KOHTeWHEepOB MOpPOIIKaMH, HO
3T0 TpeOyeT He3HAUUTE/NLHOMN ajanTalii 000pyJOBaHUs K TPOLIECCY MOZeTMPOBaHUs aCerTUYeCKOro
mporiecca ¢acoBaHUs B OT/IMYME OT HW3MEHEHWH, HeOOXOJUMBIX [Jig JAPYTrdX THIIOB MalllMH.
[TperMyIIieCTBOM AAHHOTO TIOJXO/A SIB/ISIETCS 3HAUUTE/IbHOE YIIPOIieHHe MPOoBeleHUs] MO/IeTMPOBaHUs
acenTUUeCKOro npotiecca ¢acoBaHUsl, TOCKOJIbKY B MPOLECCe MCIO/b3yeTCs TOJIbKO OJHA MallliHa J/1s
dacoBanus. K Heymo6CcTBaM MOXKHO OTHECTH TO, UTO HAacTpPOWKa 00OpyJOBaHUSI Ha TOJady >KAZKOU
Cpefibl MOXKeT OTJIMYaThCsl OT HACTPOeK 00O0py/0BaHHWS [Jisi PACCHITKUA TOPOIKa. VIMEITCs Takke
MaIIIMHbI J7Ts] HATTOJIHEHHSI TIOPOIIKaMU, CHabKeHHbIe OTI[Uel /711 aCelTUYeCKOT0 PO3/IMBa >KUIKOCTEH;
Takasi OMLMsI MCIIO/Ib3yeTCsl TOJIBbKO [i/isi MOJe/MPOBaHUsl acernTuueckoro mpotiecca ¢acoBanusi. K
Hey/106CTBaM HCTIO/Ib30BaHUSl TaKMX MaIllMH OTHOCUTCS WX paboTa Ha Oosiee HU3KOM CKOPOCTH M3-3a
KOHCTPYKTHMBHBIX 0COOEHHOCTel MallliH;

0) dacoBaHMe WHEPTHOTO TIOPOIIIKA C TIPeZBapUTe/TbHBIM HJTH MTOC/IeAYIONIMM (haCOBaHUEM JKUIKOMH
MUTATeIbHOM Cpefpl. OTOT TIOAXOZ TIPUMEHSIFOT, ec/ii  000opy/ioBaHWe He TIPUCIocOb/eH0 K
acenTUUeCKOMY PpO3JIUBY JXUAKOCTA. B TakoM c/iyuyae, B 3aBUCUMOCTM OT HaJIUuds MecTa U
KoH(Urypaiuu nuHUM (acoBaHUs TIOPOIKa, A0 Hee WM TI0c/ie Hee A00aB/SIOT MalllUHY AJis
(hacoBaHUs )KUJJKOCTH.

dacoBaHUe XUAKOCTU U nocrieaylouiee d)acosaHme NMOPOLLUKa HA MTUHUN

45. Tlepen nuHMel dacoBaHUS TOPOIIKA A00aBASIOT MalMHy [ (acoBaHUS >KUAKOCTeH. B
TepBUYHbIE YIIAKOBKM BHauaje [00aB/ISIOT OMNpeJe/ieHHbId 00beM >KUAKOH MUTaTebHOH Cpejibl
(cooTBeTCTBYIOIMIT 00bEMY TIPH aCeNTHUYECKOM PO3/IMBE >KUAKOCTU) C TIOC/IeAYIOL[AM acCelTHYecKUM
Harlo/THeHHEeM TePBUYHOM YTIaKOBKH CTePUIBHBIM MHEPTHBIM TTOPOIIKOM Ti1are0o.

dacoBaHue NopoLiKa 1 nocsegyoulee hacoBaHMe XULAKOCTU Ha TMHUN

46. Ecmu Ha TIpOM3BOZICTBEHHON JTMHUM YCTAaHOBUTHL MAIlMHY [Jist haCOBAaHUS >KUJKOCTeM Tiepef
MalllMHOM /711 (hacoBaHUsI TIOPOIIKOB He TIpeACTaB/sieTCs] TeXHUUeCKM BO3MOXKHbIM, TO ee
yCTaHaB/IMBaIOT I0C/Ie MallKHbI [ (pacoBaHuUsl MOPOLIKOB. B mepBUUHbIe yIAaKOBKY CHauana (acyroT
CTepWIbHBIA WHEPTHBIA TIOPOIIOK Tuiariebo ¢ roceAyromyM gobaBieHreM orpesiesieHHOro o0beMa
JKUJIKOW MUATaTeTbHON Cpe/ibl (COOTBETCTBYIOIETO 00beMY TTPU aCelTHYeCKOM PO3JIUBE >KUAKOCTH).

47. K Heymob6cTBaM TOJXO/IOB, OMUCAHHBIX B TMYyHKTe 46 HACTOSIIUX YKa3aHWUM, OTHOCHUTCS
HeoOX0JUMOCTb yYCTaHOBKU W KBa/MU(UKALIMKA Ha JIMHUW JIOTIOJHUTE/IHOM MallliHbl acenTUueCcKoro
pO3/IMBa, yBe/MUeHe BpeMeHHU 3KCITO3ULIMK OTKPBITHIX (hJIaKOHOB, BO3MOXXHOCThH BBIOpOCA TIOpOIIIKA U3
(bakoHa 1ipu (hacoBaHUH B HET'O »KUJKOCTH.

YcnoBus moaenupoBaHUA acenTU4ecKoro npouecca, CﬂeLI,VI(bI/I‘-IHbIe
ANA CTEPUNTIbHbIX NMOPOLLUKOB

48. i OLEHKU [IOTOJIHUTE/IbHO YCTAHOBJIEHHOW B JIMHUM (DaCOBKU TIOPOIIKA CUCTEeMbI
acerTHYeCKOro HarioJHeHus (acenTUUYeCcKOro PO3J/IMBa) »KUJKOCTA KaK BO3MOYKHOT'O CaMOCTOSITE/TbHOTO
HMCTOUHWKA 3arpsi3HEHHs 1ie/iecoo0pa3HO MpH MO/IeTMPOBAHUM aCeTrTHUeCKOoro Ipoijecca (acoBaHus
repes; HayajiOM Haro/IHeHUs TIOPOIIKOM  3allojIHUTh HEKOTOpOe KOJIMYecTBO KOHTelHepoB
WCK/IFOUUTEJIbHO JKUJKOW MUTATe/IbHOM CPeJov U HUCI0/Ib30BaTh UX B KaueCcTBe KOHTPO/IbHBIX. Hamnuue
KOHTPOJIbHBIX KOHTEHHEPOB He SIB/ISIeTCs1 00s13aTe/TbHBbIM, HO Oy/1eT CriocOOCTBOBATh TIPY pacc/ieZloBaHUH
HeyZlauHbIX pe3y/IbTaTOB MO/Ie/IMPOBaHUs acelTHUeCcKOro rpoiiecca pacoBaHusl.



7. BbIOGOp 1 cTepunnsauma MHEPTHOrO NopoLuKa
(maTtepuana) nnayeoo

49. Tlpu mipoBeZieHMH MOJeNMPOBAHMSI acerTHUecKoro rpoiecca ¢acoBaHUsl CyCleH3ul, Masel,
KPEMOB M CYXHUX IODOIIKOB, OOBIUYHBIM SIBJIIETCSI MCITI0/Ib30BaHHE CTEPUIBHOTO MHEPTHOTr'O IOPOIIKa
(marepuasa) minane6o. B kKauecTBe CTepUIBLHOIO MHEPTHOIO TMOPOINKa (MaTeprana) Iviarebo MO>KHO
HCTIO/Tb30BaTh CTEPUIbHYIO CYXYIO MMUTATebHYI0 CPeay, O[HAKO TaKyIO 3aMeHY B psifie C/yuaeB TPYIHO
BBITIO/IHATE BCJ/IEZICTBHE HEBO3MOXKHOCTH 00ecrieunTh HeOOXOAMMYH0 TOHKOCTb TIOMOJIa TOpPOIIKa.
Ob6parenue u pachacoBka /000ro MaTepuana, UCIOMb30BaHHOTO B KauecTBe I1aLebo, AO/DKHBI ObITh
TaKUMHU ke, KaK U CO CTepU/IbHBIM TOPOIIKOM, MOJe/TMpOBaHNe aceNTUYecKOro Mpoljecca KOTOPOTo
BbInosiHsieTcsi. OO0CHOBaHWe TPUTOJHOCTH 3aMeHbl Marepuasna ¢acyeMbiM BUJOM Tuialiebo ciiefyeT
0(opMHUTE B MMCEMEHHOM BU/E.

Bbi6op nopoluka (MaTepuana) nnaueéo
50. ITpu BeIOOpE TOpOIIIKa (MaTeprasa) rniarebo cieyeT yUUThIBATS:
TeKy4ecTb MOpoIliKa (MaTepuasa) rarebo;
JIETKOCTb CTepUIN3aliy (C UCTI0Ib30BaHUEM Ba/IMMPOBaHHOTO METO/1a);

CMOCOOHOCTh €ro JUCIIePTUPOBaHMS WM pPAacTBOPEHUS B BbIOpaHHOW cCpefie C MUHUMAJIbHBIM
repeMelIBaHueM.

51. BeiOpaHHbIl TIOPOIIOK (MaTepuan) Tiarebo o/DKeH:
He OKa3bIBaTh HETAaTUBHOT'O BJUSHUS Ha POCT MUKPOOPTaHU3MOB,;

nerko obpabaThiBaThCsl B TpolleccaX, WMHUTHPYIOIIMX TIPUTOTOBJIEHWE TIPOM3BOJCTBEHHOM
peLienTyphl JIeKapCTBEHHBIX MperapaTos;

JIETKO HAITO/THATHCA Ha O60py,£[0BaHI/II/I [J1s1 paCCBITIKK ITOPOLIKA.

OCHOBHBIMH TIOPOIIIKaMH (MaTepyajiaMi) TOAXOJAIIUMHU il Ti1ale00 sIBJISIOTCS  JIaKTO3a,
MAaHHUT, TTOUITUIeHTIUKOIb 6000 1 X/10py/, HaTpUsL.

Crepunusayus nopowka (Marepuasna) niauyeoo

52. Beibop mopoiiika (MaTeprasa) maiebo BK/IOUaeT B cebst orpeziesieHHe MPUTOAHOrO Criocoda
ero crepwin3aiuu. Ilopomok (Martepuan) T1anebo [Jo/DKeH ObITb  CTEPWIM30BAH — Tiepeq
MO/Ie/TMPOBAaHMEM aCeTITUYeCKOro MpoLiecca, a BO BpeMsl Ba/IM/JalliK acelTUUeCKOro Mpolecca Cieayer
TIPOBEPUTh, UTO TIPOLECC CTEPUIH3Al[MM He OKa3bIBaeT CYI[eCTBEHHOTO HEraTMBHOTO BJIUSHHS Ha
CBOMCTBa ropoiika (MaTepuasa) ranebo. Haubosee pacnpocTpaHeHHBIM METO/IOM CTEPHJIM3aLUK TIpU
MO/Ie/TMPOBAaHUM  aCEeNTUUYECKOTO TIpoLiecca siB/seTcss oOsyueHuWe, Kak TIpaBWIO, B TepMETHYHO
3amMassHHOM  TOJIMMEPHOM  TaKeTe, WJEHTHUHOM HCIO/b3yeEMOMY /Il CTEPU/IbHBIX TIOPOIIKOB B
PYTHHHOM TIPOM3BO/ICTBEHHOM TIpoiiecce. AJTbTePHaTUBHBIMU CITIOCOOAMH CTEPUIH3AI[MM MOTYT OBbITh
CTepWIn3al[is ra30M, CyXHM KapOM WX TIOCPeICTBOM JINO(PUTU3AITHH.

Hapsiay ¢ moporikom (MaTepyanom) 1iaie6o0, MoAroTOBI€HHBIM /IJIS1 MOZETUPYIOIIUX UCTTBITaHWH,
MOXXeT MCII0J/Ib30BaThCsl [IOTIOJIHATE/TIbHBIM MaTepuas B OT/[e/bHbIX MaKeTax - /[Jid KOHTPOJbHOTO



UCTIBITAaHUsI Ha CTePUIbHOCThH TOC/Ie CTepuaM3alyu. BrocienctBuy 3Tv 00pasiibl MOTYT CITY>KUTH B
KayeCTBe OTPULIATe/IbHOTO KOHTPOJISI /1Sl TIPOBe/IeHUsI UCTTBITaHuH, ecii OyyT Kakue-mib0 BOTIPOCHI 10
CTepWIbHOCTH TIOpOIIKa (Marepuana) Iuianebo MO pe3ysibTaTaM MO/e/IMPOBAHUS ACeNTUYeCKOTr0o
nporiecca.

UcnbiTaHne nopoluka nnaue6o Ha MHTMbupoBaHue

53. [lns BeIOpaHHOrO TMoOpoIIKa (Marepuana) Tuiariebo ciiefyeT BBITIOTHUTD HCTIBLITAHUS €To0
CIIOCOOHOCTH TIOAIeP>)KHMBaTh POCT MHUKPOOPTaHM3MOB C HCIIO/b30BaHWEM (hapMaKOIeiHOTO MeTofa.
CnenyeT Takke pacCMOTpeTb BOIPOC 00 UCIbITaHUM ¢ HedapMaKOMelHbIMA MUKPOOPraHU3MaMH, eC/v
OHM 0OHaApY’>KMBAlKOTCSl B 30HE aCeNTHYeCcKOro Tporiecca (Harpumep, TPU MOHWTOPUHIE OKpY’Karolei
NIPOU3BO/ICTBEHHOW CpeZibl U TepcoHana, OLleHKe M30/ITOB U3 OuoHarpysku). CTepuin30BaHHbIN
MOpOIIOK (MaTepuan) Tuialebo AWCIIePrUpyIOT B CTEPWILHOW BOJle [jii WHBEKLWN U A00aBJSIOT B
CTePWIbHYI0 TUTaTe/NbHYI0 Cpefly B Auarna3oHe KOHLIEHTpalWi, KOTOpble OyAyT MCII0/B30BaThCS B
MO/IeJTMPOBAHUM aCeNTHUecKoro mporecca. [IBe mpoObl cpefbl Al KaKIOW KOHL|EHTpaLuu riarebo
3aceBatoT 10 - 100 KOE kaz0ro U3 TeCTOBbIX MUKPOOPraHU3MOB. [10/105KUTe/IbHbIe KOHTPOJIA FOTOBAT
MyTeM HWHOKY/SLIMM MHKPOOpPraHM3MaMu [IByX TIpOOMPOK €O cpefiod, KOTOpas He CO/Iep)KUT
CTepU/IM30BaHHBIA TMOPOIIOK (MaTepuasn) manebo. Bo Bcex mpoOupkax [O/KHBI 0OHAapY)KHUBaTbCs
sIBHble TIPU3HAKM pPOCTa MUKDOOPTaHM3MOB B TedyeHHWe 7 [JHeld MHKyOaluM TIpHU YC/IOBUSX
MO/le/IMPOBaHMsl aceNTUUYeCcKoro npotiecca.

WcnbiTaHue nopouika (MaTepuana) nnaue60 Ha pacCTBOPMMOCTb

54. CnexmyeT orIpefieJIMTh PACTBOPUMOCTL TIOpOIKa (MaTepuana) Iuiariebo B TpeOyeMoid
KOHL|EHTpallMd B JKUJKOW TUTaTe/JIbHOM CpeJe Tiepe], HayajJoM MOJeIUpOBaHUsl acenTUuecKoro
nporiecca. CrenyeT 3adukcupoBaTh, Kakoe IepeMellvBaHue TpeOyeTcss s PacTBOPEHUS WM
JTUCTIEPTUPOBaHMs TOpOIIKa (Marepuana) ruiariebo, a Takke BpeMsi M CTelleHb pacTBopeHws. Eciu
MOpOIIOK (Marepuasn) Tuiaried0 He pacTBOPSIETCS WIM He JWCIeprupyercsl TOJHOCTBIO, Clieayer
MPOBECTH TIOBTOPHBIE HCIIBITaHUsI TIPU 6Gojiee HU3KOW ero KOHIIEHTPALMA WM 3aMeHHUTh TOPOIIOK
(marepwuan) miare6o.

8. MogenupoBaHue acenTMUYeCcKoro npowuecca gpyrux
NeKapcTBeHHbIX hopm

55. MopenupoBaHre acenTUUeCKOro IMpoLecca MPOU3BOJCTBA [JPYIMX JieKapCTBEHHBIX (hOpM
(HaripyMep, WHTa/IATOPBI, Aa3p030JiM, KOMOWHAIMK MeAWLMHCKUX W3Jeud C JieKapCTBeHHbIMU
rperapaTamu, MMILIAHTaThbl) BBIMOJIHSAIOT MyTeM aJanTali MeTO/OB, OMMCAHHBIX B MyHKTax 48 - 54
HacTosIUX YKasaHuid. OljeHKa WX MPUEMJIEMOCTH MOXKeT MOTpeOOBaTh TPOBeE€HUS Pa3HbIX BUJIOB
VICIIBITaHUS Ha CTEPWIBHOCTD J/1S1 U3Zle/IUH, BXOASIMX B COCTaB JIeKApCTBEHHOrO Iperapara.

9. MogenupoBaHue acenTMYECKOro npouecca ansa gpyrux
TEXHOOrunii, NPUMEHAIeMbIX B aCenTUUYECKOM npouecce

56. Hapsexalee KaueCTBO OKpY’Karllled MPOM3BOJACTBEHHOW CpeAbl /sl  acenTUYeCcKUX
TIPOIIECCOB  MOTYT 00€eCreunTh CJIe/IyIoIIe TPaBU/IbHO CIIPOEKTUPOBAHHBIE U 3KCIUTyaTHPyeMble
acerTMyeckye IIPOLIeCChl, HalpaB/ieHHble Ha YCTpaHeHuWe BMellaTe/bCTBa IlepCOHasa B IIpoliecce
TIPOU3BO/ICTBA:

OapbepHbIe CUCTEeMBI C OrpaHrueHHbIM AocTyrioM (RABS);



TrpoLiecc "BbIAyBaHUs - HAllOJIHEHWe - TepMeTr3anus’;
TIpYMeHeHVe U30JIITOPOB.

Wcnonb30BaHre W30/STOPOB M TIPOL[ECCOB C BLICOKOW CTeTeHbI0 aBTOMAaTH3alid C peaKUMHU
BMelllaTe/IbCTBaMH TepCoHaa BO BpeMsi TIPOM3BO/CTBA CHIXKAIOT PUCK 3arpsi3HeHUs U 00ecrieurBaroT
GosblIyt0 TMOKOCTb TPOM3BO/CTBEHHOIrO TIpoliecca TpW ITUIAHUPOBAaHWM aceNTHYecKOro pO3/MBa
MUTaTe/bHON Cpefbl (pa3mMep CepuM MOJe/NMpPOBaHMS aCeNTUYecKoro Mporiecca, MpoAo/DKUTETbHOCTh
Haro/IHeHUsI U y4eT MHOTOKPATHBIX CMeH TepcoHara).

57. Ilpu oLjeHKe I/1aHa UCTBITAHUK MO/Ie/IMPOBaHUs aCeNTUUeCKOro MpoLecca ciaeyeT YUYUThIBaTh
OTHOCHTe/IbHBIN PUCK U crieriudryeckre 0COOeHHOCTH 3THX MPOLIECCOB.

Mpouecchbl "chopmoBaHue - HanoJsIHeHUe - repMeTrsauma™
1 "BblAayBaHue - HanoJiHeHue - repmeTusayna”

58. [Ipu MozieTMpoBaHMK acenTUYeCKUX MpolieccoB "(opMoBaHUe - HalloJIHEHHe - repMeTHh3aLys’”
YU "BblyBaHUe - HallO/IHEHWe - repMeTuU3aLdss’ B OL€HKY pe3y/IbTaTOB MOJEe/JMPOBaHUS BK/IHOUAIOT
TEXHOJIOTUUECKHe YCJIOBUsI, KOTODble YUWTBIBAIOT CJiefyolye crierudruyeckue 0COOEHHOCTH 3THX
acerTUYeCcKUX IpoLieCCOB:

MIPOCMOTP 3arpsi3HEHUs B MOIYyIIPO3payHOM WM HEMPO3pauHOM MOJIMMEPHOM KOHTelHepe;

BMeENIATe/IbCTBa C PYYHBIMKW MAHUITY/IANUSAMUA TI€DCOHa/la B 30HAX BbIAYBdHHUA, 06pe3K1/1 nu
peryjinpoBKU (y,qa]'IEHI/IH), 30He COrIieJl HallOJIHeHHsi, B 30He dCelTH4YeCKOoro cCcoearvHeHHsa U
BMelIaTe/JIbCTBa C PyYHbIMH MaHUITYJ/IALUAMU T10C/Ie Cl)I/IJIpraL[I/II/I;

BAUSTHUE orepaliiy o6pe3ku Ha oOpa3oBaHUe yTeueK W3 KOHTeHHepOB T0C/ie UX HarloTHeHMs;
BCIIeHUBaHUe Cpe/ibl, KOTOPOe MOJKeT TIOB/IUSITh Ha TepMeTH3al|1i0 KOHTelHepa;

00beM Haro/IHeHUs1 KOHTeliHepa, KOTOPBINA B C/Tyyae He JOCTH)KeHHUs] HOPMalbHOTO 00beMa MOKeT
TOB/IUATH Ha MPOLECC BbIZIyBaHUsI KOHTeHepa;

TernJIoBOe BO3/eliCTBME Ha MUTaTe/NbHYIO0 Cpejly BO BpeMs Ipoliecca BbllyBaHWUs KOHTEMHepOoB, a
TaKKe BpPeMs BblZIep)KKH OTKPBITOI'O KOHTeMHepa;

BJ/IMAAHHWE Ha Le/JIOCTHOCTDb KOHTeﬁHepOB rnpoueaypel UX pasie/jieHus Ioc/ie HAllOJTHEHWA.
N3onaTtopHbIi npouecc

59. IlpuMeHeHue W30/ATOPOB MWCK/IIOYaeT IIPIMOW [JOCTYIl IepCOHajia B KPUTHYECKYIO
OKPYKAIOIIYI0 TPOU3BOACTBEHHYIO Cpefly C TOMOILBIO OTpe/ie/IeHHbIX MeXaHW4eCKUX U OapbepHbBIX
cucteM. BBozi MaTtepuana B IeKOHTaMUHMPOBaHHBINA U30JIITOP OCYLLECTBIISAETCS Uepe3 BaluMPOBaHHOE
repeZlaTOYHOe yCTPOMCTBO. Ec/M He yka3aHO MHOe, U3/I0)KeHHble B Iogpasjenax 1 - 8 Hacrosuero
pasfiesia TIPUHLMIIBL UM METOJbl MOJE/JMPOBAHUs AaCelTUYecKoro IpoLecca MPUMEHSIIOTCI U K
nsonaropaMm. IIpy mnaHMpOBaHUM MOZE/MPOBaHUSl aCelTUYeCKOro Ipoliecca C/lefyeT YUYMTbIBaThb
MPOU3BOAUTE/IBHOCTb 3TUX CUCTEM.



VI. 9nemMeHTbI MOgeNIUPOBaHUA acenTU4yecKoro npouecca

60. B Hacrosiiem pa3zene npuBoguTCs obmiasi MH(OpMaLys, KOTOPYIO C/ielyeT YUUTHIBATh TIPU
NIpOBeJieHN MO/Ie/IMPOBaHus JIF0O0ro THUIa acenTUYeCcKoro nporecca.

1. MomelieHus, obopyaoBaHne N nepcoHas

61. Ilpu MozenvpoOBaHMU ACENTUYECKOrO TIpoljecca MOXKeT TOoTpeboBaThCs TMPOBeeHNe
HECKOJIbKMX MOJIe/IMPOBaHUl acenTUUecKoro Mporecca B OKPY’Karollell MPOU3BOJCTBEHHOW Cpe/e,
yToObI TIPOAHAM3UPOBATh BCe H3MEHEHWs U TepecTPONKM B acenmTUUeckoM IIpoljecce Ha JaHHOM
yJacTKe, BK/IKOYasi BCe OIepaluM WM MaTepuasnbl MepBUYHOW YyrakoBku. [Ipy 3TOM B Xoze
MO/Ie/TMPOBaHus aceNTUYeCcKoro MpoLecca OLleHWBaeTC sl CaM aceNTUUeCKU MpoLiecc, a He KOHKPeTHbBIN
MPOAYKT (TO eCThb, €C/IA TOT )K€ CaMbli aceNTUUeCKWi TMPOLeCC C TaKUM >Ke TIPOAYKTOM MPOBOJUTCS B
JIPyrOM UMCTOM TIOMeIIeHUH, TaKOM acernTuuecKuil mpoliecc cieyeT BaJuAUpOBaTh MOBTOPHO).

2. C6opKa U Hanagka o6opyaoBaHus

62. IIpu HaCTpOiiKe acernTHYeCKOro Tpoljecca, Kak MpaBHIo, TpeOYIOTCs pyuHble Orepalyd AJis
cOOpKM CTepUIM30BaHHOrO 000pyJoBaHMs. MozenupoBaHHe acenTHUecKoro Ipolecca Cliegyer
TJIaHUPOBaTh TakKWUM 00pa3oM, 4ToObI OHO TIO3BOJISUIO OOHAPY)KUTH BO3MOJKHOE 3arpsi3HeHWe OT
JelcTBUM TepcoHana npu cOopke. [Tepconan, BbITOMHSIOUMN COOPKY M Hanafky oOOpyZoBaHUS BO
BpeMsi PYTMHHOTO TIPOW3BOACTBA, /O/DKEH BBITIOJHATH 3TU MPOW3BO/CTBEHHBbIE OTepaliyd U BO BpeMs
UCIIBITAHUA 110 MOZIeIMPOBAaHMIO acenThyeckoro rpoiecca. Ormepanyu 1o cOopke U Hajmajke
000py/j0BaHUs TIPH MO/IeJTMPOBAHUM He JOJDKHBI NMPUBOJUTL K YCOBEPILEHCTBOBAHHIO ACENTHUECKOr0
TpoL{ecca WK ero YIyullleHHIO TI0 CPAaBHEHHUIO C TIPOLIeCCOM PYTHHHOTO acernTHUeCcKOro MpOr3BO/ICTBA.
CTaguu HacTpPOWKU 00OpYZOBaHUS SIB/SIOTCS 00s3aTeNbHON YaCThI0 MOJIENUPOBAHUS ACENTHUECKOrO
TPOLIeCCa M OTHOCSTCS K HEOTheM/IEMbIM BMellIaTeTbCTBaM.

3. BbiGop 1 npurotToB/ieHne NnuTaTesibHOW cpeabl

63. Mcnonb3syeMas [jis1 MOJeIMPOBaHUS acCelTUUeCKOro Ipoliecca IWTaTe/bHasg Cpefjia MOXKeT
OBbITh >KUAKOW WA B BU/IE TIOPOIIIKA, B 3aBUCUMOCTH OT BHZIa MO/Ie/TMPYEMOTO aCeNTHUeCKOro IMpoljecca
Y TIPOAYKTA.

64. Kputepun BbIOOpa MUTaTE/ILHOM CPeZibl BK/TIOUAIOT B Ce0s:
HU3KYH0 Ce/IeKTUBHOCTb;
TIPO3PayYHOCTE;

COOTBETCTBYIOIYIO KOHLIEHTPALMI0, HeOOXOJUMYIO [IJIsi POCTa MUKPOOPTaHHW3MOB, ¥ CTIOCOOHOCTh
MUTaTe/IbHOM cpefibl K GUIbTPOBAHUIO.

65. IMuTtatenbHass cpefa [O/DKHA WMeTb HU3KYIO CEJIeKTMBHOCTb, TO €CTh OBITh CIIOCOOHOM
MOJJeP)KUBAaTh  POCT  IIHMPOKOTO  CreKTpa  MHUKPOOPTaHU3MOB,  SIBJIIOIIMXCS — TUIMAYHBIMU
Mpe/iCTaBUTEISIMU MUKpOOMOMa uesioBeKa U TIpeo0OsiafjaroliuX B OKPY»Karolleld ITPOM3BOJCTBEHHOM
cpese (Harpumep, Bacillus subtilis, Staphylococcus aureus, Candida albicans, Aspergillus niger,
Clostridium sporogenes). Beibop muTaTe/sibHOM Cpeibl [JODKEH TakKKe OCHOBBIBAaTbCS HAa JAHHBIX TI0
peanbHON OWOHAarpy3ke (HarpuMmep, OIleHKa W30JIITOB, BBIIEIEHHBIX BO BpeMs MOHHUTOPHHIA
OKpY’Karolllel IIpOM3BOJCTBEHHON CpeJibl).



Kak MnmpaBu/o, TIpU MOZEJINDPOBaAHUM aCEIITUYECKUX IIPOLIECCOB HCIIOJIb3YyeTCAd YHHMBEPCaJlbHadA
COeBO-Ka3eMHOBas IMMTaTe/IbHadA Cpe/jid.

66. VcnbiTaHuss Ha CHOCOOHOCTH TMUTATeNbHON Cpe/bl TOZAeP)KUBaTh POCT MUKPOOPTraHHU3MOB
JIOJDKHBI TIOATBEPAUTb, UTO TMUTaTe/lbHasi cpefia obecrieurBaeT BOCCTAHOBJEHWE U POCT HeOOJIBIIIOro
yKcIa MMKPOOPraHu3MoB, To ecTb oT 10 1o 100 KOE Ha KoHTeliHep WU MeHee.

[TuTtaTenbHasi cpefia JO/DKHA OBITH TPO3pAayHOM, I TOTO UTOOBI JIeTKO ObUIO OOHApYKUTH ee
TIOMYTHEHHe TPU POCTe MUKPOOPTaHU3MOB.

[Tpu NpUTOTOB/IEHUN TIUTATE/LHOW Cpe/ibl He0OOXOAUMO Crle/[0BaTh PeKOMEH/AIMsIM TTOCTaBIIMKa,
eI BO BpeMsl [IOINOJIHWMTENbHOM BalWJaliiM He II0Ka3aHO, YTO MCIIO/b30BaHWe ajbTepHAaTUBHBIX
KOHL|eHTpaLMi MUTaTeJbHOM Cpe/ibl TMO3BOJIsAeT MOMYYUTh OJMHAKOBble pe3y/bTaTbl. [IWTaTesnbHyrO
cpefly CieflyeT pacTBOPUTb B BOJe [/ UHbEKLMW B CTaH/AAapTHOM TEXHOJIOTUYECKOW eMKOCTH [JIs
TIPUTOTOBJ/IEHUST pacTBOpPOB. Eciu fsisi pacTBOpeHWs] MUTaTe/lbHOW cpefbl TpeOyeTcsi HarpeBaHHe,
cnefyeT WCIO/b30BaTh TOJBKO MHWHMMAa/bHBIM HarpeB MNuUTaTeNbHOM cpefpl. CrieqyeT H3MepUTh
3HaueHWe pH muTaTenbHOUM CpeJibl M JIOBECTH €ro 0 TpebyeMoro auara3oHa. Eciu B acenmTHuecKuX
MPOLIeCCax WCIO/b3YeTCs CTepUIN3YIONMK (WIbTP, MUTaTelbHasi Cpefia AO/DKHA ObITb CIOCOOHOM
¢buibTpOBaTHCA Uepe3 (UILTP TOrO >Ke YPOBHSI ounucTKU. Cpenly (UIBTPYIOT B acelTUUYeCKUd COCYZ,
rpeJjHa3HAueHHbIM  [yis  BPEMEHHOrO0  XpaHeHWsl, MWCII0/b3ysi  OOBIUHBIA  TTPOM3BO/ICTBEHHBIM
CTepUIU3YIOIIUN (GUILTP ¥ NPOM3BOACTBEHHYIO TIPOLIEAYDY.

67. AcenThuecKuii TMpoLiecc, MPOBOAUMBIN B CTPOr0 aHAa3pOOHOM cpesie (B KOTOPOM COJEP)KUTCS
MeHee 0,1% KuCIOpoJa B TeueHHWe BCEro INPOU3BOJCTBEHHOrO IpoLiecca), cjeAyeT OLIeHHWBAaTh C
WCIO/b30BaHWEM a/IbTePHATUBHOM THOTJIMKOIEBOM MUTaTeJbHOW Cpefbl WX APYrod MOAXOAsIien
TTUTaTeTbHOM Cpefibl, B IOTIO/THEHHE K a9POOHOM MUTaTe/TbHOM Ccpejie.

4. HanonHeHWe UHEPTHbIM ra3som

68. IIpu ucrnonb30BaHUM B peaabHOM IpoLiecce NMPOM3BO/CTBA a30Ta WM IPYTUX MHEPTHBIX ra30B
(o1 co3maHus aHA’pPOOHOW Cpefbl WM [i TIPOJAB/MBAHUSI pPAacTBOPOB uepe3 (GHUIBTP) B
MO/Ie/TMPOBaHMe ACeNTUYeCKOro TMpoliecca AO/DKHBI ObITh BK/IFOUEHBI BOMPOCHI COOPKH CHCTEMBI
ra3ocHabykeHus ¥ T0/IBOZAa MHEPTHOT'O Tra3a K CTepU/IbHBIM MaTephajaM v KPUTHYeCKUM TTIOBEPXHOCTSIM.

69. CTepWwIbHOCTb CUCTEMBI I0JJaud WHEPTHOIO Ta3a TMOATBEpP)KAAeTCs 3apaHee IOCpPeCTBOM
Ba/MAaUMM (GUIbTPA, WUCIBITAHUSI €ro Ha LeJIOCTHOCTh U CTepU/IM3aliuM BaluAaLyd COeJUHUTETbHBIX
NMUHWN nocsie GUIbTPA.

70. Vcrnosib30oBaHMe WHEPTHOIO ra3a C COeBO-Ka3eMHOBOM TMMUTAaTeNbHOW Cpefiold MOXKeT
MpensTCTBOBaTh POCTY MHKDOOPTaHM3MOB, TIO3TOMY [iJii  MOJeTUPOBaHusl  0eCKUC/IOPOAHOTO
acerTUUeCKOro TipoLjecca cJjiefiyeT TOATBepJUTh CrocOOHOCTh KOMOMHALIMM WHEPTHOrO ras3a C
MUTaTe/ILHOM Cpefiol mo/Aep>KMBaTh MUKPOOHBIH POCT.

5. Pasmep u chopma KOHTeliHepa

71. B LeJIOM, HCIIbITaHUA TIpU MOZE/TMPOBAHHMHN aCEIITHUYEeCKOIr'o IIpoLecCa AOJ/DKHBI BK/IHOUATb
Hal1l0/ITHeHHe Ha I,Z[(:lHHOI‘/JI JINHHUUW aCelITH4YeCKOro po3/iMBa KOHTEﬁHEpOB, I10 KpaﬁHEﬁ Mmepe, HauOOJIBIIIero
N HaMMEHBIIIEro pa3MepoOB 34 HCK/IHUYeHHEM C/1yddeB, KOIr'Zla OJHAd MW Td >XKe MdlllMHAd daCelTH4YeCKOI'o
PO3/1IMBa Ha TOM Ke caMOi JTMHHUH PO3/1IMBa HUCIOJIB3YeTCA AJid PAa3/IMYHBIX BUAOB IIPOAYKTOB. B stux



C/lyyasix CJjieiyeT OLIeHHTb Oojibllle BapHaHTOB, YeM Habop W3 KOHTelHepOB MaKCHUMalabHOIO U
MUHHMMa/IbHOTO pa3Mepa, Tak Kak HaCTPOMKM acenTUUYecKoro po3/uBa CIUIIKOM Pa3/nyarTcs.

72. Ecm ¢opma, 10po3payHOCTb WM LiBeT KOHTeiiHepa CO3/al0T  Ompefe/ieHHble
9KCITyaTaljuoHHbIe Mpo0sieMbl (HarpuMep, OMNPOKHU/bIBaHWE, 3ae/jlaHWe TMPOOKU TpU YKYIIOpKe WU
3aTpy/iHeHUsi Tpu OOHapy)XKeHWM KOHTaMMHAlL[MM KOHTeliHepa) U TPHUBOJAT K YBeJIUYeHUIO
BMeIlaTe/IbCTB I1ePCOHaa, PeKOMeHJyeTCs IIPOBeCTH OTAe/bHOe MOZe/lMpOBaHre acenTUYeCKOoro
rporjecca C 3TUM KOHKPeTHBIM BU/JIOM KOHTeliHepa. Hermpo3pauHble WM >KenToBaThble KOHTeMHepHI MpU
MO/Ie/IMPOBaHUM  aCeNTUYecKoro IpoLecca JOMyCKaeTCs 3aMeHATb NPO3pPauyHbIMM KOHTeHMHepaMu
UIeHTUUHOW (opmbl. IIpy MaHMPOBaHMM MPOTPaMMbl UCIIBITAHUM C/leflyeT yUUThIBaTb BO3MOXXHOCTb
WCII0/Ib30BaHUSI C KOHTEMHEpOM TPOOOK UM KpBIIeK, KOTOpble TPeOyIOT JOTOTHUTENbHBIX WIH He
TUIOBBIX OIepaLyi YKYTOpKH.

6. CKOpPOCTb HanoJ/IHEeHUA U 06beM HanoJsIHeHUA

73. B ob11eM ciydae CKOpOCTb HalloJTHEHHsI KOHTEHHEPOB ZI0/DKHA ObITh YCTAaHOBJ/IEHA B TIpejienax
Jlvaria3oHa CKOPOCTH HAaroJIHeHWsl JIeKapCTBEHHBIM MperapaToM /i JaHHOTO pa3Mepa KOHTeliHepa B
MPOMBIIIIJIEHHOM TIPOM3BO/ACTBe. [IpyM TiepeMeHHBIX CKOPOCTSX HarloJHeHUs cjiefyeT 000CHOBaTh
yCJIOBUSI HAUXY/ILLET0 CLieHapusi B paMKaX MO/le/TMpPOBaHMs aCeTUYeCcKOoro rnpotiecca.

OO6beM Hamo/HeHUsI KOHTeliHepa J0/DKeH COOTBETCTBOBAaTb ero OObIYHOMY IPOM3BO/JCTBEHHOMY
HAro/THEHHUIO. Y CJIOBUSIMH [17151 0O00CHOBaHKS BbIOOpa 00beMa Haro/THeHHUsI KOHTeHepa SIB/ISIOTCS:

JOCTaTOYHOCTh O0beMa TMUTaTe/NbHOM cpelbl B KOHTeliHepe [jis TOro, 4TOObI TpU ero
TepeBOpaurBaHUM 00eCTIeUnTh KOHTAKT MUTATEeIbHON Cpe/ibl CO BCEMW BHYTPEHHUMH TIOBEPXHOCTSIMU
KOHTeliHepa 1 MpoOKo (KPBILLKO#A);

JIOCTaTOUYHOCTb CBOOOAHOM OT MUTATe/IbHOM Cpefbl B KOHTeWHepe AJid TOro, yToObl 00ecreunThb
HeoOXoMMoe /1Sl poCcTa a3pOOHBIX MUKPOOPTaHW3MOB [JOCTaTOYHOE KOJTMUeCTBO BO3/yXa.

He3aBucumo ot ¢akTrueckoro ob6bema HarnoHeHHs KOHTelHepa, MO/|e/TAPOBaHe aCelTHIeCKOro
TpolLiecca /I0/DKHO BK/TIOUaTh B cebsi pery/MpoBKY Macchl (0Obema) HamoHeHUsT UJeHTUYHO TOMY, Kak
3TO BBINO/HSETCS B PYTHHHOM [POU3BO/ICTBE.

7. BmewarenbCcTBa NepcoHana B acenTuyeckuii npowuecc

74. [Ins Ka>K[IOro acenTUUYecKoro TMpoljecca JO/DKHBI ObITh OmpefiesieHbl BU/bl HEOTHEMJIEMBIX U
KOPPEeKTUPYIOLMX BMellaTe/bCTB MepCoHaia U MpoLeyphl, OMNUCHIBAIOLME METO/bl UX BbITIOJTHEHUSI.
[Tpouieaypsl ciielyeT OOHOB/ISITH TI0 Mepe HeOOXOMMOCTH.

75. MopenupoBaHye acenTUUecKoro Tporiecca [O/DKHO BK/IOUaTb B ce0si BCe HEOTheMsieMble
BMelllaTe/IbCTBa TepCOHalia W OMpefieJieHHOe U pelpe3eHTaTUBHOE YMC/IO0 KOPPEKTUPYHOLIUX
BMelllaTe/bCTB TlepCoHaa.

K HeoThemsieMbIM BMeLlIaTelbCTBAM IIePCOHATA OTHOCSTCS PYTWHHO BBITIONHSIEMbIE BO BpeMsI
acenTUYeCcKOro Tporecca AelcTBUs (Hampumep, cOOpKa M HacTpoiika 00OpyZOBaHWs, peryJJTHpOBKa
Maccel, Ao0aB/eHHe KOMIIOHEHTOB TEPBUYHOW YIAaKOBKH, OTOOP MpoO [/ MHUKPOOHMOIOrMYecKoro
MOHUTOPWHra W T.A.). B Joche Ha cepui0 3TU JeWCTBUSI MOTYT He [JOKYMEHTHPOBAThCS, HO [JIs
MO/Ie/TMPOBaHUs aCeNTUYeCKOro MpoLjecca OHU JJO/DKHBI PerMCTPHUPOBATHCS B KauecTBe BMelllaTe/bCTBa
repcoHasia (Kak HeoTbeM/ieMoe JIeNCTBHe).



K KoppeKkTUpyHOIIUM BMelllaTe/lbCTBaM MepCcoHasa OTHOCSTCS elCTBUs, BITIOJHSIEMbIe C Lie/b0
KOPPEKTHPOBKH aCeNTHUeCKOro MPOoLiecca BO BpeMs ero NpoBezieHust (pu 60e u (WIM) OTIPOKU/BIBAHUH
KOHTelHepa, 3aeJjaHMH TNMPOOKM, 3aMeHe HATIO/HSIOIIeH WIJibl, 3aMeHe 000pyZOBaHMS aceNmTUYecKOro
pO3/1Ba, DPery/JvMpoBKe mA03bl (0TOOpe Mpo0), OUMCTKE JMHUM OT aBTOMATHUECKH OTOpaChIBaeMbIX
KOHTeliHepOB M T.1.). Bce KoppeKTHpyOIlMe BMeIllaTe/JbCTBa TepcoHasa MAO/KHBI ObITh UeTKO
ornpezenieHbl. CBeZleHNs O TaKMX BMellaTelbCTBAX C/e/lyeT BK/IIOUMThH € B COOTBETCTBYIOL[ME 3allHCH.
KoppekTrpytolijee BMelllaTebCTBO TepCOHaNa, CBSi3aHHOe C y/a/leHueM TepBUYHbIX YIaKOBOK U3
aCernTUYeCcKOro MpoLecca, AO/DKHO ObITh OMMCAHO C yKa3aHWeM KOJIMYeCTBa YIaKOBOK B IITYKax U (WJTH)
X MeCTOHaxoX/eHueM (HampuMep, BCe YMAaKOBKM OT IIOBOPOTHOIO CTOJIa [0 TepBOM T'OJIOBKU
acenTUUYecKoro posnvaa). [Ipy MozenMpoBaHMM acenTUUeCKOro IpoLiecca BO BpeMsi KOPPEKTUPYIOLEero
BMelllaTe/IbCTBa MepPCoHasia He 0MyCKaeTcs yAansTh O0Jiblile YIIaKOBOK WM OUMIIATh OOJIBIIYIO 30HY,
YyeM 3TO JieflaeTcsl BO BpeMsi pyTHHHOTO MPOU3BO/ICTBA.

8. MpoaoMKUTENILHOCTL MOAENNPOBaHUA acenTUUYEeCKOro npouecca
chacoBaHuA U KONMUECTBO pacacoBaHHbIX NEPBUUYHbIX YNAaKOBOK

76. IIpof0/DKATEIBHOCTE MOZe/TMPOBAaHUsI acelTUUecKoro mnporecca (pacoBaHUSI U KOJIMYECTBO
pacdacoBaHHBIX TIEPBUUHBIX YIIAKOBOK JJO/DKHO ObITh JOCTaTOUYHBIM [i/Is1 a/|eKBaTHOW MPOBEPKU TaKoro
acernrtuyeckoro npotecca. [Tpofo/mKuTebHOCTh MOZIe/TMPOBAHKUS acelTUUeCcKOro rnpotecca (pacoBaHus
JO/DKHA BKJIFOUaTh B ce0si perpe3eHTaTHBHOE YHC/I0O BMeIATeIbCTB TepCOHaNa, KOTOpble MOTYT
BO3HMKHYTb BO BpeMsl peaslbHOrO IIpoliecca IPOM3BOACTBA (BK/IKOYas IlepeojeBaHUe I1epCOHaa,
repepbIBbI U TiepecMeHKY). [1pu pyuHoM ¢acoBaHuM pa3Mep Cepuu Jjisi MO/leIMPOBaHUsI aCerTUUeCcKoro
riporiecca /Jo/bKeH OBbITh He MeHbllle pa3Mepa MpPOW3BO/CTBEHHOW CepUH, MOCKOJIbKY BCe Orepalyu Mpu
pyuHOM (hacOBaHUM SIB/ISIOTCS BMeIlIaTe/IbCTBOM, KOTOPOe HeoOX0AUMO NPOBEPUTh, Pa3Mep Cepuu Jiis
MO/Ie/TMPOBaHMsI aceNTUYecKoro Tpoliecca MpU aBTOMAaTHUecKoM (acoBaHMM BBIOMPAETCS C yUueToM
MyHKTa 78 HaCTOAIMX YKa3aHUM.

77.  O6ocHOBaHMe  BBIOpaHHOrO  4YMc/ia  pac(acoBaHHBIX  TIEPBUUHBIX  YIAKOBOK,
TIPO/I0/DKUTETBHOCTH Tpoliecca acoBaHUs 1 BBIXO/Ia TIEPBUUHBIX YIIAKOBOK /I0/DKHBI ObITh BK/TFOUEHBI B
I/IaH MO/Jie/IMPOBaHUsl aceTUYeCKOro rnporecca.

78. JInsi TIPOM3BO/ICTBEHHBIX cepuid Hebosbiioro pasmepa (MeHee 5000 MITYK YIIaKOBOK) pa3mep
Ccepuu Ui MOJeJTUPOBAHUs  acelTHUeCcKOro Tiporecca [O/bDKeH ObITb He MeHee pa3Mepa
TIPOX3BO/|CTBEHHOU CEePUH.

HOnst cepuit cpegHero pasmepa (ot 5000 go 10000 mTyK ymNakoOBOK) pa3Mep CepuM AJis
MO/Ie/TMPOBaHUs acelTHUYeCKOTo Tpoliecca J0/KeH ObITb CPAaBHUMBIM C pa3MepOM TPOM3BO/[CTBEHHOM
cepud. IIpu 3TOM 1ie/ieco0Opa3HO HATOJHUTEL [IOTOJHUTE/IbHbIE KOHTEeMHephbl [Jjisi TOTO, 4YTOObI
MIPOBEPUTH BCe 0ObIUHBIE acenTHUeCKHe MaHUTTYJISILIMK U BMelllaTe/IbCTBa MiepCoHaia.

Ons cepuit Gosbinoro pasmepa (6omee 10000 mTYyK yMakoBOK) cjefyeT BbIOpaTh OAWH U3
CJIeYVIOMINX TTO/IXO0/I0B:

a) TMepekIrOYeHWe MeXAy Haro/IHeHWeM KOHTelHepa NMTaTe/lbHOW Cpefjod U  IyCThIMU
KOoHTeliHepaMu. CrieZlyeT HaroJIHATh [OCTAaTOUYHOE KOJIMUYeCTBO KOHTEMHEepOB /i TMpe/CTaB/IeHus
TIPOM3BO/ICTBEHHOTO TIpoliecca B HOPMaJIbHBIX YCJOBUSIX (BBIOOD umMc/ia KOHTeHEpOB JI0/KeH ObITh
OCHOBAaH Ha OLleHKe pMCKa 3arpsi3HeHus B IpoLiecce MPOM3BOACTBA U TOYHO MMUTUPOBATh [IeMCTBUS BO
BpeMsl peaJibHOrO IIPOM3BOJCTBEHHOrO Ipoljecca), BK/IKOYas BMellaTelbCTBAa IepcoHana C
COOTBETCTBYIOLIleM peaJbHOMY IIPOM3BOJCTBEHHOMY IpOLiecCy nepuoAnvYHOCThIO. [Ipu TakoM nogxoge



nvHUSL paboTaeT, HO MUTaTeSBbHOW Cpe/IoN HaTOJHSIOTCA He BCe KOHTeWHephl. [luTaTenbHasi cpeja
dacyeTcss TepUOAMYECKH B TeUeHHWE BCEro MO/IEe/bHOTO AaCeNnTHUeCKOro Ipoljecca, 00s13aTeslbHO
BK/IIOYAsl Hauajo WM KOHeL| PyTMHHOI'O MPOM3BO/ICTBEHHOIO IpOLiecca, a TakKe BO BpeMsi U Cpasy e
rocsie JiF0O0To TJIAaHMPYEMOTO BMellaTe/IbCTBa MepcoHana. [Ipy TakoM mozxo/ie repcoHal, MpoLeyphbl
Y OKpy)Karolljasi TPOW3BOJCTBEHHasi Cpejila TIOJIHOCTbIO TIOABEpPralTCsi OLieHKe, HO KOJIMYeCTBO
KOHTelHepOoB ¢ pacacoBaHHOM NMUTaTe/bHON Cpe/iol yMeHbIIIeHO;

0) mepeksrOUeHHE MEXIy HalloJTHeHHeM KOHTeWHepOB BOJOW [Jii WHBEKIMA U TUTaTeTbHOMN
cpeznoii. MozieipoBaHye acenTUUYeCcKOro TPOILecca BBITIOMHSIOT CIIOCOO0M, OMMCAaHHBIM B TOAMYHKTE
"a" Hacrosiero myHkTta. [Ipu TakoMm mogxoze JIMHUS pabOTaeT, HO YacTh KOHTEMHEPOB HAIOJHSAETCS
BOJOM /17151 UHbeKLUM. HarnoiHeHre KOHTeHepOB ABYMs Pa3/TMUHbIMU JKUJAKOCTSIMUA Ha aTbTePHATUBHOM
OCHOBe B paMKax OJHOTO TIPOM3BOJCTBEHHOIO IMKJA TPUBOJUT K HEOOXOAUMOCTH YCAOKHEHUS
000py/loBaHUsI aceNTUYECKOrO0 Harlo/IHeHUs1 (acernTHYecKoro po3iuBa). Takke ciefyeT YUUTHIBATh
BO3/IEMICTBHME Ha TUTaTe/NbHYIO Cpely pa30aBieHusi, KOTOPOe MOXKeT TIPUBeCTH K HW3MeHeHUIO
CIIOCOOHOCTH TIMTATeILHOU Cpe/ibl TIOZ/IeP)KUBaTh POCT MUKPOOPraHu3MoB. CIIOCOOHOCTh MIUTATe/TbHOU
cpeibl  CTUMYJMPOBaTh  POCT  MHUKPOOPraHWU3MOB  [IOJDKHA  CjeflyeT TOATBEPAUTH MYyTeM
COOTBETCTBYHOIIIeN Ba/UAaLIUY;

B) MO/Ie/IMPOBAHKE aCeNTUYeCKOro TpoLiecca Toc/ie 3aBepIleHHs peabHOro TPOU3BO/ICTBEHHOTO
npotiecca. Mo/ie/lMpOBaHKe acenTHUYeCKOro TpOoLiecca MPOBOAUTCS TIOC/Ie 3aBepIleHUs TIPOU3BO/ICTBA
TIPOMBIIIJIEHHON cepud 0e3 TMPOMEXYTOUHON CTaguM pa300pKU-COOPKH, OUKMCTKH, CAHUTapHOU
00paboTKM WK CTEePUIM3ALUM TEXHOIOTUYECKOT0 000pyZOBaHus. JTOT MOAXO/ C/ieiyeT IPUMEHSITh B
COYeTaHWU C MOJIeIMPOBaHKEM PYTHHHOTO TpoIiecca MPOM3BO/CTBA, HACTPOWKOM, 3aIlyCKOM 1 HauaioM
Haro/THEHUS] KOHTEMHEPOB B PYTMHHOM 3KCIUTyaTal[dy MPOW3BOCTBEHHON TUHUM. TpyOKU /15 )KUJKOTO
MIPOZIyKTa C/IeZIyeT TIPOMBITh J0CTaTOUHBIM KOJTMUYECTBOM >KUJKOM MUTATENbHOW Cpe[bl [/l Ya/IeHHs
JieKapcTBeHHOro npernaparta. O6beM NPOMBIBKH /I0/DKEH ObITh YCTAHOBJIEH MyTeM aTTeCTally U yKa3aH
B TUlaHe MO/Ie/IMPOBAHUsl acenTHueckoro rmpoiecca. CrocoOHOCTb >KUAKOM TUTaTeTbHOU Cpejibl
CTUMYJIUPOBaTh POCT MHKDOOPTaHW3MOB CJie/lyeT /0Ka3aTh IMyTeM Banmujaruu. [Ijis jieKapCTBEHHBIX
MperapaToB C aHTUMUKDPOOHBIMH CBOHCTBaMU, TPYOKM W BCe Y37bl TPOU3BOJCTBEHHOW JIMHUH,
KOHTAKTUPYIOIIIMe C TaKWMH JIEKADCTBEHHbIMU TIperapaTamH, CjeJyeT 3aMeHWTb 3aHOBO
MO/ITOTOB/IEHHBIMA W CTEPU/IM30BaHHBIMU YaCTIMH WM O00Opy/JOBaHMEM [0 Havaja TMPOBEeHHS
MO/Ie/TMPOBAHUSI aCeNITUYEeCKOro mporjecca. IIpyu Mo/ie/TMpOBaHUM aCeNTUYECKOTO MPOLiecca HaroJTHSIOT
KOJIMUECTBO TIePBUUHBIX YIIAKOBOK, I0CTaTOUHOE [I/Ii UMUTAI[MMA BMEIIIaTe/bCTB, 3a MePUO], BpEMEHH, B
TeueHWe KOTOPOT'o OMepaTophl J0/DKHBI Pab0TaTh B UUCTOM TOMEIEHHH, He TTOKH/asi 3TO MOMeIleHHe
TS TIepephIBa.

9. OCMOTp NepBUYHbIX YNAKOBOK Nnepea UHKyb6auueii

79. Cnepyer BanuAupoBaTh IpOLieJypy PYTMHHOIO OCMOTpa IIPOAYKTa, HarpaB/leHHYI0 Ha
yJaneHue KOHTelHepOB C HapyLIeHHOW 1|eJIOCTHOCTBIO MOC/e YNaKOBKM (HarpvMep, OTCYTCTBYHOLe
WM HeTIPaBWIBHO MOCa’KeHHbIe TIPOOKH (KPBIIIKH), TPeIIMHBI B CTeK/e (yiakoHa, HECOOTBETCTBYIOIL[HE
KO/MAauky U T.J.). Bo Bpemsi Mozie/TMpoBaHus acerTUYecKoro NpoLecca J0o/KHa IPUMEHSIThCS TaKasl JKe
rpoLieZlypa ocMoTpa /i/1s1 pac(acoBaHHBIX [EPBUYHbBIX YIIaKOBOK.

YcnoBus MHKyGauumn
80. To Haua/ma UHKYOAI[UK 111 BCeX pachacoBaHHBIX TIEPBUYHBIX YIIAKOBOK CIeyeT 00ecreunTh

KOHTAKT )KHAKOﬁ MUTaTe/IbHOMN cpegbl CO BCeMHM BHYTPEHHHMHU T[IOBEPXHOCTAMMH YIIAKOBKU U
KOMITOHEHTOB YKYIIODKHW, HalIpUMep, IIyTeM IepeBOpaurBaHUA KOHTEﬁHepa.



Temriepatypa MHKYOMpPOBaHUs [JOJDKHA TO/IEP>KUBAaTh POCT MUKPOOPTaHU3MOB, BbI/I€/IEHHBIX U3
MPOU3BO/CTBEHHOM CpeJibl WIK U3 MPOAYKTa M He [I0/DKHA BbIXOAWUTH 3a mpegensl 20 - 35 °C, cnenyet
noAepxuBath Temreparypy * 2,5 °C oT ycTaHOB/IEHHOM.

81. Takke MpUeM/IEMBbIM SIBISIETCST UCIT0/Ib30BaHUE CXeMbl MHKYOAI[UH C IBYMsI TeMITePaTypHBIMHU
pexxumamu: 20 - 25 °C B TeueHHe MUHUMYM 7 CYTOK W 3aTeM TIpu Oojiee BBICOKOH Temrieparype (He
nipeBbiatoiiet 35 °C) B TeueHHe TMOCTeAYHOIMUX 7 CyTOK. MHble cxembl WHKYOAl[UW [[OJKHBI
OCHOBBIBAThCS1 HAa BCTIOMOTATe/IbHbIX JJaHHBIX.

82. [lnsi ripe/iBapuUTeIbHOM OLIEHKH pe3yJ/IbTaTOB MHKYOMPOBAaHUS MOXKET OKa3aThCsl TIPUTOJHBIM
KOHTPOJTb HallOJTHEHHBIX TIePBUYHBIX YTIIaKOBOK B PaHHUM repuof (0T 3 10 7 CyTOK WHKYOHUpOBaHMS).

Ha nuraTenbHyt0 cpefly He ciieflyeT HaclavBaTb MHEPTHBIN ra3, faxke ec/Iy 3TO JieslaeTcsl BO BpeMsi
MO/Ie/IMPOBaHMs aCenTUUecKoro rpolecca Mpy acenTUYecKOM Haro/JHeHWH (acernTHueckKOM pO3JIMBe)
peasibHOr0 MPOAYKTa.

MUKpOoOpraHu3Mbl, TIPUCYTCTBYIOI[E B €MKOCTH TIOC/Ie TIPOBe/IeHUs] UCIBITaHUs, HeoOXOoANMO
WAEHTU(PULIMPOBATh KAK MUHUMYM C yKa3aHHWeM WX pojia, HO TPeJIIOUTUTE/NbHO [0 YKa3aHUsl YPOBHS
BU/Ia, YTOOBI 06/1erYUTh OTIpe/iesieHHe BO3MOKHBIX UCTOUHUKOB KOHTaMUHALIWH.

BeiOpaHHy0 TemriepaTypy HHKyOUpOBaHUs C/ie/lyeT TOCTOSTHHO KOHTPOIMPOBAaTh B TEUEHUE BCEro
repyo/ia MHKyOalyu.

KoucynbranTllntoc: npumeyanue.
Hywmepatiysi pa3ziesioB laHa B COOTBETCTBHM C O(ULIMAIbHBIM TeKCTOM JOKyMeHTa.

11. OcMOTp ynakoBOK Nnocne NHKyoeauumn

83. ITo oKOHYaHWM WHKYOALMW MPOBOJUTCS BU3yasbHBIA OCMOTDP BCEX TMEPBUYHBIX YIIAKOBOK Ha
Ha/MuMe MHUKpOOHOTO pocta. OCMOTp [JO/DKEH BBINIOJMHATHCS — CIEelyasbHO — [OATOTOBJIE€HHBIM
TIepcoHasioM. Y TepcoHasa, 3aHsITOr0 OCMOTPOM YIIAaKOBOK, CJIeJ[yeT PeryJisipHO NPOBOJUTEH TIPOBEPKY
3peHUs1 U 0OPMJISITH B MTUCBMEHHOM BHJle ee pe3ysbTaThl. Jl0MycKaeTcsi YacTh IMePBUYHBIX YIaKOBOK
0TOWpATh /I OCMOTPa BO BpeMsi MHKYOAaLMOHHOTO 1epro/a.

84. TIpu BBLIMIOJTHEHUM OCMOTpA TIOC/e WHKYOaI[uM CefyeT YJOCTOBEPUTLCS, UTO B pe3y/bTare
OCMOTpa [0 MHKyOal[uu 00ecrieueHO yzajeHWe BCeX TEPBUYHBIX YMAKOBOK C gedekramu. Eciu
JnedeKTHbIe TIepBUYHbIE YIIAKOBKKM OOHApy>KeHbI IMOC/ie WHKyOal[uH, MPOBOAUTCS pacciaefoBaHUe U
pa3paboTKa KOPPeKTUPYIOIIUX JeNCTBUN.

12. YueT n cBepka nepBUYHbIX YNaKOBOK

85. Ha ka0l CTafiuk MO/e/TMPOBaHMs aCeNTHUeCcKoro Iporiecca: po3juB, OCMOTP [0 U TOcCje
WHKYOAaLUM /10/DKEH BBITIOTHATHCS TOUHBIN TO/ICYET U TIOCTaZuiiHasi CBePKa MePBUYHBIX YIaKOBOK. I1pu
HECOOTBETCTBUM KOJMYeCTBa YIAKOBOK C/eflyeT TIpOBeCTH pacciefloBaHWe [Jii yCTaHOBJIEHUS
WCTOUHMKA Ppas3nuMsi Y TIOTEHLMaAbHOTO B/WSHUS STOTO pa3/Muvsi KOJIMYeCTBa YIAKOBOK Ha
000CHOBaHHOCTH U JOCTOBEPHOCTD Pe3y/IbTaTOB MOZEIMPOBaHUs aCeNITUUYEeCKOTro MpoLiecca.

13. MOHUTOPUHT OKpY)alolleii Npon3BoACTBEHHOl cpeabl



1N nepcoHana

86. [Ipu MozenMpoBaHMK aceNTUUECKOro TpoLecca C/iefyeT NPOBOAUTh KOHTPOJIb OKpYyKarolen
MPOM3BO/JICTBEHHOW CpeJjbl U IlepCOHajia B COOTBETCTBUM C YCTAaHOBJIEHHBIMM IPOM3BOJUTENIEM
JIeKapCTBeHHBIX TIperapaToB BaJWJUPOBAaHHBIMU mpoleAypaMy. JIroOble u3MeHeHUsI OOBIUHBIX
TpeOOBaHMI1 MOHUTOPUHIA OKPY’Kalolllell MPOW3BO/CTBEHHOW Cpe/ibl U TiepCOHaa Mpu MO/|eTMPOBaHUU
acernTUYeCKOro Tpoljecca (HarmpyuMmep, JOMOHUTe/TbHBIA 0TOOp Mpob WK W3MeHeHHs yuaCTKOB 0TOopa
npo0) crnexyetr 060CHOBATh M 0OPMHUTH B IMCEMEHHOM BH/IE.

14. Ha6noaeHue 3a npoBegeHNEM MoAeTMPOBaHUA
acenTunyeckoro npouecca

87. 3a mpoBe/leHHEM MO/e/IUPOBaHMS aCeNTUYeCKOTo Tpoljecca ciefyeT Hab/roaaTh, UYTOObI
rapaHTHUPOBaTh, UTO BCe 3arylaHMPOBaHHbIe MEPOTIPUSITUSI BbITIO/IHEHBI TTPABUJILHO.

88. HabsroieHue 3a MpoBeieHreM MO/Ie/IMPOBaHMS aCeNITHUECKOTO MPOIecca JO/DKHO HAUMHATBCS
Cc MomeHTa COOpPKM W HAaCTpOWKM 000pyZOBaHMSI W TIPOJO/DKAThCS [0 TeX T[Op, IMOKa TPOLecC
MO/Ie/IMPOBaHMs acelTUUecKoro Tiporiecca He 3aBepluuTcs. HabsrofeHue [O/DKHO BBITIO/IHSATHCS
KOMIIeTeHTHbIM T1epCOHa/NIOM. Pe3ysbTaThl HabsofeHusi ciiefiyeT OpOPMUTH B TMHUCbMEHHOM BHEe U
(unn) caenaTh BUAeo3anuck. Mcnomb30BaHue BUZE03aMyicy NMeeT PerMYyIecTBO, Tak Kak /IeHCTBUS BO
BpeMsi MO/Ie/TUPOBaHMSI aCelTHUeCKOTO0 TIPoIiecca B AabHeHIieM MOTYT ObITh MOIPOOHO pacCMOTPEHBI,
WCIO/Mb30BaHbl TPU pacc/ieloBaHUM MPUUMH HeyJauyHbIX WCIbITAaHWW, [J/s1 yCOBEPLIEeHCTBOBAHUS
acernTUYeCcKOW TeXHUKHU U (WIK) AJis IOATOTOBKU OTepaTOpOB.

15. NMoAaroTtoBKa 3aK/1lO4YNTENIBHOIO OTYETA

89. Ilo pesynpTaTaM MOZEIMPOBAHUS aCENTUUYECKOTO TMpoLecca AO/DKeH OBbITh TOArOTOBIEH
3aK/IIOUMTE/IbHBIM  OTYeT, B KOTOPOM CJleflyeT pacCMOTpeTb pe3y/bTaTbl MCIbITAHUM, OLIeHUTh
COOTBETCTBME KPUTEpPUSIM IPUEMJIEMOCTH, OTKJIOHEHMsI OT IJlaHa U [eWCTBUSI M0 MX YCTPaHeHWIo,
copMyIMpoBaTh BbIBOZ 00 YCIIEIIHOCTH MO/e/IMPOBaHMsI acelTHUecKoro rnporecca.

90. o 3anucsM MOZeTUPOBAHMUS aCelTTHUeCKOTO MpoLiecca CyiefyeT MpoaHalu3upoBaTh:
OTKJIOHEHHUS [I0 HaTIO/THEHUS;
BpeMsI TIPOCTOSI ¥ PEMOHTA W1 BO BpeMsl HallO/THEHH S,

a Tak)Ke 3aryCH MO OYKMCTKE W CAHUTAPHOU 00paboTKe, CTepu/IM3aliid KOMIIOHEHTOB TIPOJYKTa U
00opyJj0BaHus1, pe3y/ibTaThl UCIbITaHUN (PUIBTPOB Ha L[e/IOCTHOCTb.

Kputnueckue cucremsbl (Hanpumep, HVAC ¢uabTpel, cMCTEMBbI TIOJj@aul CKaToro Bo3jyxa (rasa),
BOJbl, Tapa) /[O/DKHbI OBITh TPOBEpeHbl C 1ieJibI0 TOATBEP)KAEHUs] HaJUuus JOKYMEHTHPOBAHHBIX
V3MeHeHW! 1 NpoBe/leHus1 TOBTOPHOW KBa/lM(UKaLM1 WU Ha COOTBETCTBHE KPUTEPUSIM MPUEMJIEMOCTH
[uis1 9TUX u3MeHeHui. CrielyeT TIpOBEpPUTH 3arvcH 10 KanubpoBke, mpoBepke HEPA ¢uibTpoB B 30He
acenTUYeCKOro HaroJIHeHUs (acenTUYeckKoro po3/ivMBa), MOJArOTOBKE BCero mnepcoHana (1o
MIPOU3BOACTBY, OOCTY)XMBaHWIO, yOOpKe), y4YacTBYIOIIero B TIpoLeAype HaroiaHeHus. [s
COOTBETCTBYIOLLIeH OLIEHKM MOZe/NMPOBaHKsl acelnTUYecKoro Mpoliecca BCe TEePBUUHbIE YIAKOBKH C
YKUJIKOW MUTaTe/IbHOM cpefjol ¢ 00Hapy KeHHbIMU IPU3HaKaMH pOCTa MUKPOOPTraHU3MOB /I0/DKHBI ObITH
WCC/Ie/JOBaHbI U, €C/IM BO3MOJKHO, /I0/DKHA ObITh yCTaHOB/IeHA TIPUUMHA KOHTaMHHAL[H, HE3aBUCHMO OT
TOr0, COOTBETCTBYET JIU MO/|e/IMpPOBaHUe acelTU4eCcKoro Ipolecca KpuTepusiM IpremsieMocTd. Becs



XOJ, pacc/ie/J0OBaHus M onpeiesieHre NPUUYMHbBI KOHTaMUHALMY c/leflyeT 0OPMUTh B TMCbMEHHOM BU/JIE.

91. B craHJapTHOM 3aK/JHOUYWUTEJILHOM OTYeTe TMPUBOAUTCA Crefyroljas HHopMaLys,
HeoOXoZuMasi TIpU TIpOBeJieHHWH (hapMarieBTUUeCKOW WHCMEeKIWA U OLeHKH YIIOJTHOMOYeHHBIMU
OpraHamy rocy/japcTB - 4ieHOB EBpa3uiiCKoro 3KOHOMHU4eCKOro COro3a:

a) KpaTkoe W3/0KeHWe TMpoLeAyp /s C/lelyrolUX [eWCTBUM, KOTOpble TMPUMEHSIOTC B
acenTUUeCKHX MpoLieccax v BO BpeMsi Ba/IMJALIMOHHBIX UCTIbITaHUIA:

pacTBOpeHue (JucreprupoBaHyie) UHTPeJUeHTOB,;

cHab>XeHHe BOZION U ee KaueCTBO;

ouncTKa (e3uHbeKIus, crepunu3anys) (eciv TpedyeTcst) Bcero 060py/10BaHus, TTOBEPXHOCTENH;
CTepPUIH3alis KpUTHUECKOTo 000py/10BaHMsI, COCYZI0B U TPYOOITPOBO/IOB;

WCTIbITaHHEe 11eJIOCTHOCTH (PU/IBTPOB;

MOHTa>, 3alTyCK U pery/JMpoBKa 000py/j0BaHus;

oJleBaHue U Mepeo/ieBaHue NiepCcoHarna;

0) MO/HBIN OTUET O BaJM/IAI[UK aCeNTUYECKOT0 Mpoliecca.

92. B monHBIA OTYET MO BaAWAALMM aACENTUYeCKOro TpoLecca BK/IKYAeTCs Ciefyrolas
vHopMaLys:

JlaTa ¥ BpeMsi HarloJTHeHUsI CPe/ioi;

UieHTU(UKALIKS TTIOMEIIeHHs, B KOTOPOM TIPOBOJSATCS UCTIBITAHMUS;

THIT ¥ pa3Mep KOHTeliHepa U KOMIIOHEHTOB YKYTIOPKHY;

CKOPOCTb HAaro/THEHHUSI;

UCTIo/b3yeMasi Cpe/ia;

JUTATE/IbHOCTh BpEMEHH XpaHeHUsI CPe/ibl B IPOMEXXYTOUHOH eMKOCTH 10 GU/IbTPALUY;
JUTATE/IbHOCTh BPEMEHHM, TIOTPe00BaBIIIEr0Cs /i1 HAITOJIHEHHUSI BCEX KOHTEHHEPOB;
3aI10/IHsIeMbIH 00BeM;

KOJIMYECTBO 3aIT0/IHIeMbIX €MKOCTeH;

KOJIMUECTBO OTOPAaKOBAHHBIX HErE€PMETHUHbBIX MEPBHUUHbBIX YI1aKOBOK;

KOJINYEeCTBO MHKYOHMPOBaHHBIX NTEPBUYHBIX YITAKOBOK;

TemIiepaTypa UHKyOaluy;



BpeMst UHKYOarum;

UCIO/Tb3yeMble KOHTPOJIbHbIE MUKPOOPTaHU3MBI;

pe3yJIbTaThl UCITBITAHUS Ha 11eJI0OCTHOCTb pubTpa (pUabTpoB);

pe3y/bTaTbl MOHUTOPHHTA MPOLiecca MpOU3BO/ICTBa;

KpaTKasi CBO/IKa 10 KOJIMYeCTBY M aTTeCTAL[UM TlepCOHasla, y4aCTBOBABIIIETO B UCTILITAHUSIX;

TpaBW/Ia TIOBeJieHUWsI TiepCcoHasa M 3alvCH, CBs3aHHbIe C JIOMYCTUMBIMU BMelllaTebCTBaMHU
orieparopa;

METOZMKH, UCTIO/Tb3yeMble /711 UMUTALUM JIF0OBIX CTaZiuii HOPMAaIbHOTO TPOLiecca HaTlo/THeHHS;

yCTaHOBJIEHHbIE KPUTEPUH.

93. 3ak/IHOUMTe/TbHBIN OTUET TIpe/[CTaB/sieT COO0M OLIEHKY /IaHHBIX U3 JOKYMEHTAalliy Ha Cepuio U
MOHUTOPUHTA OKpY>Karolllel Mpou3BOACTBeHHOUW cpefbl. Ha ocHOBaHMM 3TOlM HMH(OpMalLyU [enaeTcs
BbIBOJl O TIPUEMJIEMOCTU T[IPOBEJIEHHBIX WCIbITAHWKM B KayecTBe aJeKBaTHOTO MOJe/TMPOBaHus

dCerTr4YeCKoro rporecca.

3aK/rounTeNbHBIA  C/leflyeT — COorjacoBaTb M yTBepAWTb B TOpsJKe, yCTaHOBJIEHHOM
NIPOM3BOJUTEJIEM.

16. PaccnepgoBaHue

94. PEBYIILTaTbI pacciieoBaHus HEYyAdYHOr0 MOJAE/TMPOBAHWA MOT'YT OIIpeAe/INTh MPUUYNUHY WK He
HalTu ee. [l yCTaHOB/JIEHHOW MpPHUUMHBI CjefyeT TMPUHATb U O(OPMUTH B MHUCBMEHHOM BH/E
KOppeKTupymle feiictBusi. Ecim mpuunMHa He oripefiesieHa, MOXKeT IOTPeOOBaThCs HECKOJBKO
rnoc/jeoBaTe/IbHbIX  YCIIEIIHBIX MOAEJII/IPOBaHI/Iﬁ rporecca, qTO6BI noATBEpAUTL KOHTPOJIb Hal
ripotieccoM. OTUeT 0 pacc/ie/IoBaHUU [IOJKeH BK/IH0UaTh KAK MUHUMYM CJIe[lyIOLyI0 MH(OPMaLUIO:

KpaTkasi uHGopMaliusi 0 MpOUCIIIeCTBUY;

rnepeyeHb CHUCTEM, pa60TaIO]_L[I/IX C OTKJIOHEHHEM, a TdKXKe NPYIrUX UCC/IeJOBAHHbIX CUCTEM;

OCHOBHYIO TIPUYMHY Y TIOATBEP>KJAIOIIYIO0 TOKYMEeHTaLuo (B c/iydae 0OHapy>KeHus);

TMOTeHLKMa/IbHOEe B/IMsAHKME Ha IpeAbiAyIlre Iporn3BeJeHHbIe CEePUH;

MPUHATHIE KODPEKTHUPYIOIHE BMEIIATE/IECTBA U JOKYMEHTLI, ITIOATBEPXKAAIOIHE BbINIO/IHEHHUE 3TUX
BMellaTe/IbCTB;

pe3yJbTaT JA0MOJHUTE/NBHBIX MO/Ie/TMPOBaHUI Mpoliecca (ec/v BbITOIHSIUCH);

COOTBETCTBYIOL[E MOANWCH (JIUL], MPOBOAMBIIMX pacc/e/joBaHHe OT[e/bHBbIX CUCTeM, a TakKe
TIOANYCH PYKOBOAWTE e TIPOU3BO/ICTBA U CTY>KOBI KauecTsa).

PaccriefoBaHMe [JO/DKHO OBITH 3aBepLIIEHO CBOEBPEMEHHO.



VII. NMocToAHHaA OLUEeHKa acenTUYecKoro npotecca
95. Llenb TMOCTOSITHHOW OLIEHKA aceNTHYecKoro mpoljecca 3ak/aiudaeTcss B TIOATBEP)KIeHUH
HajieXXalllero KOHTPOJIA BCeX CUCTEM, KOTOPbI€ BJ/IMAKOT Hd dCelITU4YeCKoe IIporu3BOACTBO. HpOBe,E[eHI/Ie
rnepuoanuyeCKnux UCTIBITAaHUH MOJe/IMPOBAHUA dCEIITUUECKOro IIpoLecCa sABJIAETCA YdCTbHO TaKou
TOCTOSIHHOM OLIeHKH.

96. [1/151 NOCTOSIHHOM OLIEHKH aCenTH4eCKOro IpoLecca cjeflyeT YUYUTbIBaTh:

JlaHHble MOHHWTOPHMHIA OKDY’Kalolljeil TMpOM3BO/CTBEHHOM cpefibl (B TOM 4YMC/Ie WH)XeHepHBIX
CUCTeM, TTIOMeLL[eHUM U [TepcoHarna);

pe3y/bTaThl UCTILITAHWM Ha CTEPU/IBHOCTD (B TOM uKc/ie OMOHArpy3Kky repes hpunbTpaiyeii);
pe3y/bTaThl Ba/WJaliiy NIPOLIeCCOB CTEPUIN3aLiY, a TakKKe KOHTPOJIS1 U3MeHeHUH.

OTu [JelcTBUsL TO3BOMIAT OLEHUTh TPUEM/IEMOCTb CHCTeMbl KOHTPOJIi B JIOTIO/IHEHHE K
pe3yJibTaTaM MO/Ie/TMPOBAHUsI aCelTHUeCKOro Mporjecca.

97. IlpousBoauTenb OmpezesisieT YaCTOTy MPOBe/eHUs] MOJe/IMPOBaHKsl aceNTUYeCcKoro Iporiecca
JUIsl KaKJOr0 acernTUuecKoro rpoliecca C yueToM ero ocobeHHOCTeli (TOMellleHUH, KOHCTPYKLUM U
MPOM3BO/IUTEILHOCTH 000pYy/IOBaHUsl, BpeMeHW TIPOM3BOJCTBa, TepCcoHasa W 1mp.). Onsg 1eneid
MOCTOSIHHOM OLIeHKM aceNTUUYecKoro mporecca caefyeT MPOBOAUTH MOJeE/NMpPOBaHHE acenTUuecKoro
rporiecca Kak rpasuiio 1 pa3 B 6 MecsilieB.

98. TIlocne OCTaHOBOK TPOM3BOJCTBA W  MACIITabHOrO TEXHUUYECKOTO  OOCTy>KWBaHUS
TIPOU3BOACTBEHHOW JIMHUM B 00s3aTe/IbHOM TIOPSiIKe BBITIONHSETCS BHEIUIAHOBasi KBaTM(UKALUS
acernTUUYeCKOoro rnporecca Ipy MoMoLY MOJe/TMPOBaHUs acelTHYeCcKoro mporecca.

99. BHemnaHoBas KBaJII/I(bI/IKaL[I/IH dCeNnTU4YeCKOoro npoun3BoACTBa C BBIMO/JIHEHUEM MOJE/INPOBAHUA
dCeIrTHYeCKOro rponecca Takxke MOXeT HOHa,qO6I/ITI)CH nocie cjaeayrommnx W3MeHEeHUI:

a) u3MeHeHUs1 B 0o0opyJoBaHWHM (TIPM 3TOM 3aMeHa JeTaseld 00OpYZOBaHUS HA€HTUUHBIMU
CTaHJAPTHBIMH JIeTa/IIMU He SIB/ISTeTCS Mo uKalei 000py10BaHus);

6) Mogudukaimss 060pyj0BaHUS WM TIOMeLeHHH, KOTopasi MOTeHIMAIbHO BJ/IMsieT Ha KayeCTBO
BO3/lyXa WM BO3/YILIHOIO MOTOKA B aCeNTUYECKON MPOU3BOJCTBEHHOMN Cpe/ie;

B) CyllleCTBEHHble WU3MeHeHHsI B UMC/IEHHOCTH TPOM3BO/CTBEHHOrO MepCcOoHaaa WM Mepexoj Ha
MPOM3BOJICTBO C 2 (WM 3) CMeHaMH, eC/M y4acToK ObI aTTeCTOBaH TOJIBKO [/Isi aCernTHUeCcKoro
ripoLiecca, BbIMOJ/IHSEMOT0 B TeueHue OJJHOM CMeHBbI;

I') CyLl|eCTBEHHbIEe U3MEHEHUS B aCeNTUUYeCKOM mpolecce v (WIK) NpoLeaypax;

) Cyll|eCTBeHHbIe U3MEHEHHsI B MeTO/IaX TI0/ITOTOBKU W COOpKU 000py/10BaHKS;

e) nobaByieHre HOBBIX MaTePUaIOB MEPBUYHON YTIAKOBKH /IS IPOAYKTA;

’K) BbITIOJTHEHHE KOPPEKTUPYIOLLUX ZeMCTBUH 110 yCTpaHeHH o TIpob/ieM, CBsi3aHHBIX C:



TIOCTOSIHHBIM TIpeBbIILIEHUEM IIpefie/IOB YPOBHSI TpeBOrM (YPOBHS [|€MCTBUM) [/s1 pe3yJbTaToB
MOHUTOPWHTa KPUTUYECKOM TIPOU3BOACTBEHHOU 30HBI;

OTpULIATEe/IbHBIM Pe3YyJ/IbTATOM HCIIBITAHKA IIPOAYKTA HAa CTePU/IbHOCTD,

HapyluleHreM dCeIliTUKU B 30He dCelITU4YeCKOro rnpon3BoACTBAd.

ITpunoxxenve N 3
K PyKoBO/ICTBY MO acenTUueCcKUM IpoLeccam
B (hapMaL|eBTUUeCKOM IIPOU3BO/ICTBE
YKA3AHUA NO CTEPUNN3ALUN NMAPOM HA MECTE

1. B HacrosiieM [OKyMeHTe pacCMaTpWBAIOTCSl yKa3aHus, TpPUMEHUMble K CHCTeMaM
CTepyIM3aliMM MapoM HeIoCpeJCTBEHHO Ha MecTe IMpou3BoCTBa. Ilpoiecc crepuiv3any rnapoM Ha
Mecte TpebyeT crpororo cob/rofieHust TIpOLiefyp IO y/JaJeHHI0 BO3[yxXa M KOHJeHcaTa, a TaKxke
COXpaHEeHHsl 11eJIOCTHOCTU CHCTeMbl T0C/ie 3aBeplleHusi cTepuiv3auvd. [lap, WCrosb3yrowuics Ast
CTepWIM3al[iy TIapOM Ha MeCTe, [0/DKeH ObITh CyXUM, HACBII[eHHBIM U He reperpeTbiM. Kputnueckumu
rapaMeTpaMmH Ipoliecca CTepyUIn3aliy [apoM Ha MeCTe SIBJISIFOTCS:

BpeMsi;

TeMIeparypa;

JlaBJieHue Tapa.

CnenyeT TOUHO OIpe/ie/IUTh 3HaueHHWe MWHMMAlbHOTO M MaKCUMalbHOTO TpefiesioB JJis 3THUX
rapaMeTpoOB Y KOHTPOJIMPOBATh UX Ha MPOTSPKEHUU BCET0 LIMK/Ia CTePUIU3aLUH.

2. KOHCTPyKIIMSI CHUCTEMBbI CTEpUIM3AlUM TAapOM Ha MeCTe C WCII0/hb30BaHMEM Tiapa JO/DKHA
obecrieunBarh;

TI0JTHOE BbITECHEeHUE WM y/lalieHre BO3/yXa;
BBIMYCK T1apa B HIKHUX TOYKAaX CUCTEeMBI, UTOObI UCK/TIOUMTh HAKOI/IEeHe KOH/IeHCaTa;
nofi/iep>kKaHue CTepUIbHOCTH 000py/J0BaHUs TIOC/Ie 3aBepllieHHs TIPoL{ecca CTepUIr3alii.

3. IIpu pa3paboTke mporjecca CTepu/IM3ariy MapoM Ha MeCTe YUUTHIBAIOT CaeAyromye (pakTopbl:

a) map HeoOXOAWUMO TI0JjaBaTb TaKUM 00pa3oM, uTOObI 00/IerYuTh €ro pacrpejesieHre Mo BCEM
YacTsIM CUCTEMBI;

0) KOHCTPYKIMM pe3epByapa U (W/IM) eMKOCTH CHUCTE€MbI JO/DKHBI OBITh CIIPOEKTHPOBAHBI TakK,
YTOObI UCK/TFOUUTH Y/iep>KaHHe B HUX BO3/YXa;



B) YCTPOMCTBAa JJi C/MBa KOHJleHCaTa Tlapa /OJDKHBI YCTaHaBAMBAaTbCSl B HIKHHUX TOUKAX
CHUCTEMBI;

r) B CUCTeMe CTepWIM3al[My MapoOM Ha MecTe C UCMO/b30BaHWEM Iapa KijamaHbl, OTBOAbI [JIs
C/NYBa, 3acTOWHBbIe 30HbI, HIWKHHWE TOUKU, Ta30Bble (UILTPHI W WX KOpIyCca BHYTPU CUCTEMBbI
TMpe/ICTaB/ISIOT TUITMYHBIe Harbosiee TPyAHbIE [T CTePUIN3ALMK yuacTKU ("Hauxy/aive" yuyacTKd WiIn
"X0JIofiHbIe TIATHA'), TIOCKOMBKY SIBASIIOTCS y4acTKaMH, B KOTOPBIX MOXKeT y/lep)KHUBaTbCsl BO3AYX U
(Wnu) HaKaruIMBaThLCS KOH/eHCaT;

7)) TpyOOTpOBOJBI [JO/DKHBI MMEThb YKJIOH B CTOPOHY /[IPEHa)KHOTO C/IMBA C LeJIbI0 TIOJTHOTO
yJaneHus: KoHJeHcaTa. Jlpyrve 4acTd, B KOTOPBIX MOXXeT yJlep)KUBaTbCs KOHZeHCAaT, JO/DKHbI UMeThb
KOHCTPYKIUIO, 00/Iervaroiyro UxX MOJHbINA APeHax;

€) BbITeCHeHUe BO3/yXa MapoM [IO/DKHO JJOCTUTaThCs MyTeM TpUMeHeHUsl HajjieXkalluM o0pa3om
CMIPOEKTHMPOBAHHBIX CHCTEM U ONTUMAa/IbHO pa3MelleHHbIX OTBOZOB [i/isl CTpaB/avBaHus napa. [Ipu sTom,
KaK TpaBW/IO, UCMO/b3yeTCs T'PaBUTAl[MOHHOE BbITECHEHWe BO3[yXa MapoM, HO TakKXe [OMyCKaeTcCs
WCII0/1b30BaTh Tpe/[BapUTe/IbHOe BaKyyMUDPOBaHUeE;

)K) OTBOJBI [I/Id CTPAB/IMBAHMA Ilapa IOC/e y/Jd/IeHHWsa BO34yXa A0J/DKHBI OBITE 3dKPBITBIMH, €C/IU
OHHU HeE UCIIOJIb3YIOTCA TdKXKe AJid YAd/IeHUS KOHAEeHCATd;

3) TI0CJIe 3aBepIlieHus [[UK/Ia CTePUIU3alUM B CUCTeMY O0OBIYHO BBOJUTCS CTEPUIIbHBIN ra3 (BO3AyX
WU a30T) uepe3 CTepuIv3yloluii ¢uabTp. B 3TO BpeMs cucteMa HaxXOAWUTCS TMOJ, TMOBBILIEHHBIM
naBneHueM. ['a3 wucnonb3yercs [Jis TPOAYBKM CUCTeMbl OT Tlapa UM KOHJeHCaTa U TMOAJep’KaHus
HeOOJIbIIIOTO TIOJIOXKUTEIBHOTO [JlaB/ieHHsl [0 Hauasa paboTel obopyzaoBaHus. [To Mepe TOro Kak
TPyOOTIPOBO/IBI OCTHIBAIOT TIOC/Ie CTEPUIU3AIMU, B HUX CO3/Ia€TCS YACTUUHBIA BaKyyM, TIO3TOMY Ba>KHO
MO/IZlePKMBaTh T0JIOKUTEbHOE /1aB/IeHUe C TOMOLLbIO0 CTEPUIBHOTO rasa.

4. Tlpy mpuMeHeHUM mMpoljecca CTepUIM3alluM MapoM Ha MecTe [/isi CTepUIM3aluv (PUIbTPOB
pPEeKOMeH/lyeTCsl yUUThIBaTh C/IeAyIoLue (akTophbl:

a) CIMB [ KOHJEHCaTa JO/DKeH pasMellaTbCsi B HIWDKHeM uacTW KakK CTepWIbHOM, TakK U
HeCTepUIbHONM CTOPOHBI KaXK/I0T0 KOpIiyca PUuibTpa;

0) oTBOABI [ CTPAB/MBAHUS TMapa AOJDKHBI Pa3MeIlaThCs, TP HEeOOXOAMMOCTH, B TOW uUacTH
KOpIyca, B KOTOPOM MOJKET Y/iep>KUBaTbCs BO3AYX;

B) Iepenaj, fAaBieHUsi Ha (UIbTPO3/ieMeHTe TIpu TeMIiepaType CTepwIh3alid He [OJDKeH
TMpeBbIlIaTh 3HAUeHWH, peKOMEeH/I0BaHHbIX TIPOM3BOAUTe/IeM (GUIbTPOB;

T) clelyeT KOHTPOJIMPOBATh JlaB/ieHue apa U reperna/ AaB/ieHusi Ha QUIbTPeE;

[l) cieflyeT U3MepsATb TeMIlepaTypy BO BHYTPeHHel 30He [/1s1 KapTPU/KHOTO (UIbTpa, ecyiv He
MIPOBOJIUTCS KOHTPOJIb TeMIlepaTyphbl nocse (GuibTpa;

e) KapTpUpKHbIe (PUIbTPBI JO/DKHBI OBITE OPUEHTHPOBAHBI TAKUM 00pa3oM, UToObI KOHJJeHCAaT MOT
CJIMBAThCS € 00erx CTOPOH (uUbTpa.

5. CneflyeT KOHTPOJIMPOBATh COJEpKaHUe:



HEKOH/IeHCHPYeMbIX T'a30B B I1ape;

JKUJIKOW BO/JbI;

Macsia U3 KOMIIpecCcopoB;

WHBIX 3arpsi3HEHUN COTIaCHO YTBEPXK/IeHHOM MPOU3BOJUTeIeM CrielfudrKalliy mapa.

6. KoHgeHcat mapa 1o XMMHUUeCKUM T0Ka3aTesisiM [IOJKeH COOTBETCTBOBATh Crieliu(UKaI[u BObI
OUMII[€HHOM.

Ecmu cucrema crepunivsalidy 1MapoM Ha MeCTe MCIO/b3yeTCs B MPOW3BO/CTBE MapeHTepasbHOI0
MpoAykTa (U JApyrUx CUcCTeMaX TPOU3BO/CTBA, B KOTOPBIX HCIIO/Ib3YeTCS BOAA [Jisi WHBEKLUM),
KOH/IeHCaT Tapa 0 XUMHUeCKUM TOKa3aTesissM /I0/DKeH COOTBEeTCTBOBATh Crel[UUKalUA BOJbI AJis
WHBEKLUM.

7. [Ansi ipoBepku 3QPeKTUBHOCTA CTePUIM3ALIUM 11apoM Ha MecTe, KakK TPaBU/IO, TIPUMEHSIFOTCS
OuronoruuecKrie MHIUKATOPhI (HallpuMep, BLICOKOyCToHuMBhBIe criopkl, Geobacillus stearothermophilus B
komuecte 10° KOE), koTopble MHAaKTUBUPYIOTCSI TOCPEACTBOM UYaCTUYHOIO IMK/Ia CTepPUIr3alvd
rnapoM Ha mecte. Kak rpaBu/io, py BBITIOJTHEHUU CTePUIM3alliy MTapoOM Ha MeCTe UCIO/b3yeTCsl LUK/
CTepUIM3aLuH, pa3pabOTaHHBIN Ha OCHOBE W30BITOYHON 00paboTKH.

8. 3amnucu TeKyll[ero MOHUTOPUHTA U KOHTPOJIsI TIpoliecca CTepU/IM3aliui MapoM Ha MeCTe 10/DKHbI
BK/IIOUATh B cebsl pacrevyaTku TapaMeTpoB IMK/Ia CTepUIn3aliuu (BpeMeHH, TeMIlepaTyphl U JaBjieHus ),
M3MepsieMbIX B IPe/IBapUTeTbHO YCTAHOB/IEHHBIX yUacTKaX CTePU/IN3yeMOro 000pyA0BaHMS.
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