2.3.1.9. IPUMEHEHMUE UCIIBITAHUSA HA CTEPUJIBHOCTD

Henpto wucneiTanuss Ha crepuwibHOCTh (2.1.6.1 Cmepunvnocms), Kak H  BCEX
(apMaKOTIEWHBIX MCIBITAHUH, SBISETCS MOITBEPKICHUE COOTBETCTBHS KOHKPETHOTO MPOIYKTa
(cyOcTanuuu ans GapManeBTUYECKOTO NMPUMEHEHUSs, JeKapCTBEHHOTO Iperapara, Marepuania)
dapmakoneiHpiM  TpeOoBaHUsM. [IpoW3BOOUTENH, HMMEET BO3MOXKHOCTH  HCIIOJIB30BATh
MOIU(UIIMPOBAHHBIE WM albTEPHATUBHBIE METOJUKH, B3aMEH yKa3aHHBIX B o0OIIen
dbapmakornelinoit cratee 2.1.6.1 CmepurbHocms, IPHU YCIOBHH, YTO TIPH MPOBEJCHUN UCIIBITAHUS
C TMOMOIIbIO  (hapMaKONEHHBIX METONOB JaHHBIM MHPOAYKT OyIdeT COOTBETCTBOBATH
dbapmakorneiHbIM TPeOOBaHUSIM.

MEPBI I[MPEAOCTOPOXHOCTHU [NPOTHUB KOHTAMUHAIINN
MHUKPOOPI"’AHU3MAMU

AcenTuueckue YCJI0BUs MPOBCACHUA UCIBITAHUA MOTYT OBITh AOCTUTHYTHBI, HAlIpUMEp,
HYTCM HCII0JIb30BAHM JITaMUHAPHBIX OOKCOB YHCTOTEI Kj1acca A, PaCIIOJIOKCHHBIX B ITIOMCIICHUN
YHUCTOTHI Kj1aCCa B, HJIN C IOMOIIBIO U30JIATOPA.

PEKOMEH/IALIAY IS [TPOU3BONTEJIEN

VYpoBeHb TapaHTUU CTEPHIIBHOCTH, OOECIIEYMBAEMBI COOTBETCTBHEM TPeOOBAHUAM
UCTIIBITAHUST HA CTEPWIBHOCTh (OTCYTCTBME KOHTAMHHHPOBAHHBIX €IWHUI] B BBIOOpKE),
NPUMEHUTEIBHO K KauecTBY CEpUM MPOAYKTa, 3aBUCUT OT OJHOPOJHOCTH CEPUHU, YCIOBUUN
MPOU3BOJICTBA U A(P(HEKTUBHOCTH YTBEPkAEHHOTO IJIaHa oTOopa mpob. s menel HacTosien
obmelt apmMakoneiHO#M CTaThU MO/ CepUe MOIpa3yMeBalOT OJTHOPOIHBIN Ha00p TePMETHUHBIX
YITAKOBOK, MOATOTOBICHHBIX TAKUM 00pa30M, YTOOBI PUCK KOHTAMHHAIIUN OBLT OJMHAKOBBIM IS
Ka)XJ10M €IMHUIIbBI, COJIeprKAILCCs B JAHHOW CEpUH.

Jns mpoaykToB ¢ (UHHUINHOW cTepuiau3aluell OMOJOTrMYecKH OOOCHOBAaHHBIE U
ABTOMATUYECKU 3aJJOKyMEHTHPOBAHHbIE pealibHble 0Ka3aTeNbCTBa Hajuiexalieid oOpaboTKu
BCEH cepuM B Mpolecce CTEPHIIN3ALUY SBIAIOTCS JIyUlIed rapaHTHEd MOIy4eHUs! CTEPHILHOTO
MPOIYKTAa, YEM HCIIBITAHNE HA CTEPUIIBHOCTD.

VYcnoBusi, Mpu KOTOPBIX MapaMETPHUUECKUi BBIMYCK MPOAYKTa (T.€. OCHOBAHHBIA Ha
KOHTpPOJIE TPOU3BOJICTBEHHOTO MPOIECCa) MOMKET CUMTAThCA LernecooOpa3HbIM, ONUCAHBI B
o0mieit ¢apmakorneiinoit crarbe 2.3.1.5. Memoowl obecneuenus cmepuivrocmu npooykmos. Jis
OLICHKH Ipollecca acenTHYECKOro MPOU3BOJICTBA MOXKET OBITh MCIHOJb30BAaH METOJ MMHTALUU
nporecca € TNPUMEHEHHEM NHUTATeNbHBIX cpel. VcnblTaHMe HAa CTEPUIBHOCTH SIBISETCA
€MHCTBEHHBIM AHAJIUTUYECKUM METOJIOM, NPUMEHHUMBIM K MPOAYKTaM, MPOU3BOJUMBIM B
ACENTHYECKUX YCJIOBUSAX, W €IMHCTBEHHBIM (DapMaKkoONmeHHBIM METOJOM UCHBITAaHUS TIO
MOKA3aTeNI0 Ka4eCTBA CTEPUIIBHOCTb.

BeposiTHOCT,  0OHapy)KE€HUST MHKPOOPTaHW3MOB B HCIBITAHHM HA CTEPHIBLHOCTH
BO3pacTaeT C yBEJIMUYEHUEM 4YHCIIa MUKPOOPTaHM3MOB B HCIBITYEeMOM oOpa3lie M 3aBUCHT OT
CIOCOOHOCTH K POCTY M Pa3MHOXKEHHIO OOHAPY)KMBAEMBIX MHUKPOOPTaHHU3MOB B IPOJIYKTE.
BepostHocTh  OOHapyXeHHMsT OYEeHb HHM3KOTO YpPOBHS KOHTAMHUHALMM, JaXe  ecliu
MHUKPOOPTaHU3MBbl OJHOPOAHO pacIpelesieHbl 10 BCed Ccepud MNpOAYyKTa, OYeHb Maa.
WuTepnperanust pe3yabTaTOB UCIBITAHUS HA CTEPUIIBHOCTh OCHOBBIBAETCS HA MPEANOIOKECHHUH,
YTO MPU UCHBITAHUM CONEPKUMOI0 BCEX YINAKOBOK B HCIIBITYEMOH CepuH, €ciii Obl OHU ObUIH
IIPOBEPEHBI BCe, OyIET MOyuyeH OJIMHAKOBBIN pe3yNnbTaT A KaXA0W yIaKOBKH.

Tak Kkak Kaxkgas yIakoBKAa HE MOXET OBIThb TPOBEPEHA, CJIENyeT TPUHATH
COOTBETCTBYIOIIMK IJIaH 0TOOpa mpoO. B ciydae mpousBojCTBa B aCENTHUECKHUX YCIOBHSIX
PEKOMEHAYETCS UCCIIEI0BATh 00PA3IIbl, 3aI0IHEHHBIC B HaYalle M B KOHIIE CEpUH, a TAKXKe IOCIe
3HAYUTENIbHOTO BMEIIATEIbCTBA B aCENITUYECKUII Ipoliecc.

MpumeHeHMe ncnbITaHWA Ha CTEPUIbHOCTb_UTON



HABJITOJJIEHUE N UHTEPITPETALIMA PE3YJIBTATOB

OOuIenpuHATEIE MUKPOOHOJIOTHYECKHE WM OMOXMMHYECKHE METOJbI, KaK MpaBUIIo,
SIBIISTFOTCSI  TIOAXOSAIIMMH  JUIST WACHTU(DUKAIIMA MUKPOOPTaHU3MOB, BBIICIECHHBIX B XOJE
UCTIBITAHUS HA CTEPHIIbHOCTh. OJIHAKO, €CIIM MPOU3BOIAUTENb HCIIONB3YET TOJNBKO ycioBue (d),
(pazoen «Habnwooenue u unmepnpemayus pe3yibmamosy oodwell (apmMakonenuHol cmamou
2.1.6.1. Cmepunvrocms) B Ka4eCTBE €MHCTBEHHOTO JJIsl IPU3HAHUS PE3YJIbTATOB HUCIIBITAHUS HA
CTEpUIILHOCTh HEBATTUAHBIMU, MOXKET TOTPEOOBATHCS UCIIOIH30BAHUE YyBCTBUTEIBHBIX METOIOB
TUNIMPOBAHUS ISl TOATBEPXKICHUS HWICHTUYHOCTH MHKPOOPTaHW3Ma, BBIACICHHOTO W3
UCIBITYEMOTO TMPOAYKTa, MUKPOOPTaHWU3MY, BBIJICTICHHOMY U3 HCIIOIB3yeMBIX B HCIBITAHUU
MarepuaioB u (WIM) ©3 OKpyxkaromed cpeapl. Hecmorps Ha TO, 4YTO pYTHHHBIC
MUKPOOHOJIIOTHYECKHE U OMOXUMHYECKHE METOIbI UACHTU(DUKAIINH CTIOCOOHBI BBISIBHTH, YTO /1B
U30JIATa HE UICHTHYHBI JPYT JPYTY, 3TH METOABI MOTYT OBITh HEAOCTATOYHO YyBCTBUTEIbHBIMA
WIM HAJIeKHBIMU, YTOOBI OKA3aTh, YTO JBA M30JATa MOTYYEHBI U3 OJHOTO UCTOUYHUKA. Jliis
YCTAHOBJICHHSI TOTO, YTO MHKPOOPTaHH3MBI OTHOCSTCS K OJHOMY KJIOHY M HMEIOT oOIee
MIPOUCXOXKICHUE MOXKET IMOTPEeOOBAThCS HCIIOJIB30BaHUE 00Jiee YYBCTBHTEIBHBIX METOOB,
HaIrpuMep, MOJIEKYIsIpHOTO TUupoBaHus 1o romonorun PHK/JTHK.
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