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KOHTPOJIb KAUECTBA I CTAHJIAPTU3AIMS JIEKAPCTBEHHBIX
CPE/JCTB

Kooupoe /luépoex Lllep3o0 ocnu
EMU University

Annomayua: Ha npomsdwcenuu nocieonux oecamuiemuii KOHMPOIb
Kauecmeéa U  CMAHOAPMU3AYUA  JEeKAPCMBEHHbIX  CPeoCcmse  PaAOUKAIbHO
mpancgopmupyrom gapmayesmuueckylo nNpakmuxky 6o 6cém mupe. OcobeHHO
cmpemMumenbHoe paseumue  aHATUMUYecKUx Memooos, YU@Dposwvix cucmem
MOHUMOPUH2A U MEHCOYHAPOOHBIX CMAHOAPMOE OMKDBLIO NYMb K COBEPUIEHHO
HOBbIM — BO3MOJNCHOCMAM  obecneuenus Oe3onachocmu u  3pgpekmusHocmu
npenapamos. B cospemeHHbIX MeOUYUHCKUX HANpAasieHusx KOHMpPOdb KAYyecmed
WUPOKO BHEOpAemcs 68 NPAKmuKy, NO380JA5 GblAGIAMb OMKIOHEHUs HA PAHHUX
CMaousx, ONMUMU3UPOBAMb  NPOU3BOOCMBEHHbIE NPOYECCvl, obecnedusams
NEPCOHANUBUPOBAHHBIL NOOX00 U NPUHUMAMbL NEepeoosvle pPeuleHusi HA OCHOBe
MEOUYUHCKUX OAHHBIX. DMU MEXHOL02UU CBOUMU DE32PAHUUHBIMU BO3ZMONCHOCTAMU
OMKPBLIU HOBYIO 3PY 8 hapmayeemuieckoli Ompaciu u 00Ka3aiu C80r 3HAYUMOCHb
HA pasiuyHblX SmManax — NPaKmuyeckom, OUdeHOCMUYECKOM, JleYeOHOM U
peaounumayuonnom. Kpome moeo, pazeumue KOHmMpoas — Kasecmea U
CMaHoapmu3ayuu cnocoocmeayem He moabko NO8bIUEHUIO 0e30NACHOCMU Mepanul,
HO U YKpenieHuio 008epusi NayueHmos.

Kniouegvie cnoea: Konmponw Kauecmaa, cmanoapmu3ayus,
JleKapcmeeHnvlie Ccpeocmea, auanumudeckue memoowl, ¢apmayeemura, GMP,
ganuoayus, Yupposvle MexHoN02UU, UHHOBAYUOHHAS MeOUyuHa, yYugposoe
30pasooxpanenue, UHGDOPMAYUOHHBIE MEXHONI02UU, Oe30NaACHOCMb NPenapamos,
G apmakonelinblie Cmanoapmol, MEOUYUHCKUE MEXHON02UU, Ka4eCmEO.

B C(bepe q)apMaHCBTI/IKI/I IIPUMCHCHHNC COBPCMCHHLIX MCTOOB

Ka4yeCTBa M CTaHAAPTHU3AlMKM 3HAYHUTCIIbHO IIOBE
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00CITy>KMBaHMS MAIIMEHTOB U 00ECMEYUBAET TOYHOE COOTBETCTBHUE JIEKAPCTBEHHBIX
MpernapaToB YCTAaHOBJIEHHBIM TPEOOBAHMSAM, YTO TPUBOAWT K MAaCIITAOHBIM
pe3ynapTaTaM M BHEIPEHHIO TMEPEJOBOI0 COBPEMEHHOTO OIBITa. DTH TEXHOJOTHH
CYIIECTBEHHO CHH)XAIOT OIIMOKH B TMPOW3BOJCTBEHHOM M Jie4eOHOM TpOIIecCe,
O0yCIIOBJICHHBIE YEIOBEYECKUM (PaKTOpOM. AHaNW3 MEIULIMHCKUX JaHHBIX,
pe3ynbTaToOB  JaOOpAaTOPHBIX  HUCCIEJOBAHHMM, XMMHUYECKUX U  (U3NYECKUX
napamMeTpoB CTal OJAHHM W3 MPUOPUTETHBIX HarpaBieHui. biaromaps KOHTpOIIO
KauecTBa yaa€rcs o0ecrieynBaTh 0€30MAaCHOCTh MPENnapaToB JJisi CaMbIX CIOMKHBIX
3a0o0yieBaHUM, OIIEHUBATh COOTBETCTBHE CTaHAApTaM M MpemiaraTh 3QQPeKTUBHbIEC
penieHus. BHepeHue cucteM cTaH1apTU3aliy B TOBCEHEBHYIO IPAKTUKY MTPUBETIO
K CO3/IaHMI0 HOBBIX TMOKOJEHUH aHATUTUYECKUX METOJOB U TPOHM3BOICTBEHHBIX
anropuTMoB. B mocnennue roasl U poBbie CUCTEMBI, OMUPAIOIIUECS Ha OONbIINe
0a3pl MEIUIIMHCKUX JAHHBIX, TOCTOSTHHO COBEPIICHCTBYIOTCS, MPOBOAT TITyOOKHIA
aHaJIn3 CBOMCTB JICKAPCTBEHHBIX BEIECTB, KIACCUPHUIIMPYIOT OTKIOHEHHUSI, 3apaHee
OIPENENAIOT NOTEHI[HAIbHBIC PUCKU U IPOHUKAIOT B CAaMYIO CYTh Npo0sieMbl. Takue
pellIeHUusT B OCHOBHOM HCIIOJIB3YIOT PE3YNbTaThl J1a0OpATOPHBIX HCCIEIOBAHUM,
JaHHBIC BAIMIALMUA WU PE3YJbTaThl CHEKTPAIBHOIO aHaln3a, OOBEAMHSS UX C
KJIIMHUYECKON MH(pOpMaIIHei.

B dapmaneBTrke nporpaMMbl MO3BOJISIOT TIYOOKO M3y4aTh BO3MOKHOCTH
oOecriedyeHusi BBICOKOI'O YypOBHSI KayecTBa JIEKAPCTBEHHBIX Cpelncts. B
TPAAUIMOHHBIX METOJaX BU3YaJbHBII OCMOTP W AHAJUTHUYECKOE ONpe/ereHUE
CBOWCTB BEIIECTB BCE OObBINE YCTYMAOT MECTO, TOCKOIBKY YETOBEUECKH (haKkTop
TepsieT IpekHee 3HaueHHue. MHOTOYUCIIEHHBIE OTKJIOHEHHS, MPUMECH, CIIOKHBIC
XUMUYECKNE B3aWMOJICUCTBUS W TPOOJIEMBI CTAOWIBHOCTH TEMepb OBICTPO H
3¢ (GEKTUBHO BBISBISIOTCS € MOMOIIBI0 IUPPOBBIX cucTteM. Kpome Toro, mporeccsl
cbopa, mpeoOpa3oBaHus, MOBTOPHOTO aHAJIW3a W CUCTEMATH3ALMHU HAKOIJICHHBIX
JaHHBIX TaK)Ke ONTUMHU3UPYIOTCA. OQHAKO KOHTPOJIb KaUeCTBa CIYKUT OCHOBHBIM

HHCTPYMCHTOM HC TOJIBKO B ITPOU3BOACTBC, HO U IIPpH (bOpMI/IpOBaHI/II/I AH/1apTOB,

BHEAPECHUU UHAUBUAYAJbHBIX MPOLIEAYP, MPOTHO
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s dexTuBHBIX mporpamMm obecriedeHus: kadecTBa. Oco0o0 cieayer OTMETUTh, YTO
CTaHAapTHU3AIM TIOJJHUMAET Ha HOBBIM YPOBEHb NMPOTHO3UPOBAHUE PE3YJIBTATOB U
BEIsIBIIeHUE (DAaKTOpOB pricka. B popMupoBaHUN METUITMHCKUX KJIACTEPOB U CETEBBIX
CHCTEM TEXHOJIOTHMH KOHTPOJIS KadyecTBa MIParOT OrpOMHYIO0 poiib. OHH paboTaroT
yepe3 pas3InyHbIe aNTOpPUTMBI, oOecreunBas OOMEH JJaHHBIMH, O0O0OIIeHUE
KJIMHUYECKONH MHpopManuu, 3(pPeKTUBHBIN aHANU3 U 00bEIUHEHUE PE3yIbTaTOB
uccienoBannii. CreuanaucThbl, UCTOIb3Ysd HHCTPYMEHTHI COBPEMEHHOT'0 KOHTPOJIS
KauyecTBa, ONpENEIsIoT Hauboliee TMpaBUIbHBIE MEpbl MpU  O0eCleYeHUu
0€e30MacHOCTH  MAlMeHTOB. AHaNM3 HU3MEHEHUH  XUMUYECKUX  CTPYKTYP,
CTaOUIILHOCTH, COCTOSIHHS TMPEmapaToB U MHUKPOCKOIWYECKUX IPOIIECCOB CTal
OCHOBOM HOBOro 3Tama. biiaromapsi COBPEMEHHBIM TEXHOJIOTHSM CIIEIIUATIMCTHI
MOTYT 3apaHee MPOTHO3WPOBATH CIIOKHOCTh KOHTPOJIE M TOYHO PACCUUTHIBATH
pe3yIbTaThI.

CoBpeMEHHbIE TEXHOJOTHH TO3BOJISIIOT BCECTOPOHHE aHAJU3UPOBATH
CBOMCTBA JIEKAPCTBEHHBIX CPEJCTB, TOUHO OMPEENIATH COOTBETCTBUE CTaHAApTaM, a
TaK)ke BHIOMPATh ONTHUMAIbHBIE METO/IbI KOHTPOJIS U BaJMIAIMU. JTO MPUBOAUT K
YCTpaHEHHIO MPOPECCUOHATBHBIX OIMMMOOK ¥  3HAYUTEIBHOMY  CHIDKEHUIO
HEMPEeNBUACHHBIX OCIOXKHEHUH. Kpome Toro, KOHTpOJb Ka4ecTBa UTPAET KIFOUEBYIO
pOJb B YIAYYIICHHH TCHUXOJIOTHYECKOTO COCTOSHHUS TAIMEHTOB W IMOBBIIICHUH
YPOBHS UX JJOBEPHS K TEPAIUU.

KoHTpone kayecTBa W CTaHAApTH3AIMs PACHIMPHIA  BO3MOXKHOCTH
WHIUBUIYATILHOTO TMOAXO0Aa K KaXaoMy mManueHTy. CrnenualbHbIe alTOPUTMBI
YUUTBHIBAIOT OCOOCHHOCTH MPENapaToB, COCTOSHUE OpraHu3Ma, HCTOPUIO OOJIE3HU U
JIMYHBIE XapaKTEPUCTHKU KaXXI0ro yenoBeka. [losTomy coBpemeHHbIE HH(POBBIE
MIPOrPaMMBbI 3HAYUTENHHO PACITUPIIIA BO3MOKHOCTH TOYHOW TUAarHOCTUKY, aHATTN3a
MOTCHIIUAIBHBIX ~ PHUCKOB, TIEPCOHATU3UPOBAHHOTO JICUCHHS U  Pa3pabOTKH
npoduiakTuaeckux Mep. B pesynpraTe B MEAUIIMHE YCHUIIMBACTCS UHUBUIYATbHBIN

MOJXOM U JIOCTUTAETCs BbICOYAMIIUN ypoBeHb 3h()EKTUBHOCTH

3HAYCHUEC HMMCIOT TAKXXC BHUPTYAJIbHBIC CHUMYJLS
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BUPTYAIBHBIX Cpelax MOXHO H3ydaTh NPOIECCHl KOHTPOJS, paccMaTpUBATh
npobsemy B 3D-dopmare u 3apaHee MOIEIMPOBATh MapaMeTpbl KadyecTBa, YTO
BHOCHUT Ka4eCTBEHHBIC U3MECHEHMS B TPAKTUKY. Takue CUMYIISIIMOHHBIC TTPOTPAMMBbI
MOBBIMAIOT TPOGHECCHOHATHHYIO KBATH(PHUKAIUIO CTYJEHTOB M CHEIUAIHCTOB,
MO3BOJISIIOT HAKAIUTMBATh MPAKTUYECKUN OTBIT U TEM CAMBbIM YIydIIaloT Ka4eCTBO
OOy4YeHHSI.

B coBpemenHoli (apmarieBTUKE C MOMOIIBIO CUCTEM KOHTPOJIS KauecTBa
MEIUIIMHCKUE YCIYTH BCE OOJIblIe aBTOMATU3UPYIOTCA. B yacTHOCTH, MpUMEHEHUE
ABTOMATU3UPOBAHHBIX AHAJTUTHUYECKUX CHUCTEM, LHU(PPOBOIO MOHUTOPUHIA U
TUTAHUPOBAHUS CTAHOBHUTCS MPOCTHIM, TOYHBIM H MOJIHOCTBIO YIIPABISIEMBIM. JTOT
MOJIX0J1 00eCITeYnBaeT MPO3PAYHOCTh, SKOHOMHIO BPEMEHH M BBICOYANIIIEE KAUECTBO
pe3ynbTaToB. BHEApEeHWE TEXHOJIOTHH Takke MAa€T BO3MOXHOCTh aHAIM3UPOBATH
CIIOKHOCTh TIPOM3BOJICTBEHHBIX IIPOIIECCOB, IMPOTHO3UPOBATh PE3YJIBTATHl U
COCTAaBJIATH ONITHMAJIbHBIE IIJIAaHBI HA OCHOBE CTPOTHX AJITOPUTMOB. Penrenns Ha 6aze
COBPEMEHHOT'0 KOHTPOJII KadyecTBa OOECIEUYMBAIOT HANEKHBIC PE3YIbTaThl,
BBISIBJICHUE CAaMbIX HE3HAUYUTENbHBIX W3MEHEHHH, NPO(UIAKTUKY OTKIOHECHHH,
oOHapy>KeHHE CIOXKHBIX IPOOJIeM U uX paHHee ycTpaHenue. [lepepaboTka 6ombImx
0a3 JaHHBIX MpHBeEia K BOSHUKHOBEHHUIO COBEPIIIEHHO HOBOM 00J1acTH — IUGPOBOIA
CHCTEMBI KOHTPOJISI KauecTBa. Pa3BuTue nH()OpMaMOHHBIX TEXHOIOTHIA TPHOOPETOo
OTPOMHO€ 3Ha4y€HHE, CO3/1aB CHUCTEMY, TO3BOJSIONIYI0 OKa3bIBaTh MAIUEHTY
MaKCHMaJIbHO OBICTPYI0, TOUYHYIO M Oe30macHyr mnomoilb. beicTpas oOpaboTka
CTaTUCTUYECKUX W AHATUTHYECKUX JaHHBIX obecmeunBaer d(pPexTuBHOE
VOPaBJICHHE IMOTOKOM TPOU3BOJCTBA W COBEPIICHCTBOBAHWE MEIUIIMHCKUX
npoTokosoB. Hayunbsie uccnemoBaHust U pa3paOOTKH 3aKiIaJbIBAlOT OCHOBY IS
CO3MaHMSI HOBBIX aJTOPUTMOB, COBPEMEHHBIX YCTPOWCTB W WHHOBAIMOHHBIX
WHCTPYMEHTOB. DTH TeXHOJIOTUM (PopMupyroT Oymyiiee ¢papmMarieBTUKH.

OnnoBpeMeHHO 3P (EKTUBHOE HUCIOJIb30BAHUE HMHCTPYMEHTOB YIIPOIIAET

ACATCIIBHOCTD q)apMaIleBTI/I‘-IeCKI/IX l'[peI[l'[pI/ISITI/Iﬁ N MCIHMIMHCKHUX V4P | CHUI.
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OTY€TOB COKpaIlaloT  4YeJIOBEUECKHe OIIUOKH, obOneryator  pabory
KBAJIM(UIIMPOBAHHBIX CIEIMATUCTOB M YCWJIMBAIOT WHANBUAYAIBHBIN MOAXOI K
nanyueHTaM. Bo MHOrux cTpaHax BHEIPEHUE COBPEMEHHBIX CHUCTEM KOHTPOJIS
KAauecTBa B KJIMHUYECKYIO NPAKTUKY aKTUBHO pacimpsierca. HoBoe mokosieHue
000pyIOBaHUS M MPOrPaMM MO3BOJISET MPOBOIUTH TOYHBINA aHAIN3 MOCTYMAIOIINX
JaHHBIX, MOBBIMIATH TOYHOCTh JMAarHOCTUKH, BHIOMpATh Haubojiee ONTHMAabHbIC
METOJbl U OBICTPO OLIEHMBATh Pe3yJbTaThl. B cOBpeMEeHHOI MeaMIIMHE Ha 3Tamax
yXo/la M peaOWIMTalMK CO3/al0TCS WHAMBHUIYaJbHbIE INPOrPAMMBbI, U IPOLECC
JICUEHUSI U KOHTPOJISI OCYLIECTBIISIETCS 110 IUJIaHy, aJallTUPOBAHHOMY JJI KaXKIOro
HanueHTa. JTo 00ecreuynBaeT MHHOBALMOHHOE Pa3BUTHUE COBPEMEHHOW CUCTEMBI
3npaBooxpaHeHus. B pa3BuTun nHGOPMAIIMOHHBIX CUCTEM KOHTPOJIS KaueCcTBA U UX
MHTErpauy uppoBbIe TEXHOJIOTHH 3aHUMAIOT IIEHTpaIbHOE MecTO. B mocnennue
rOJIbl POrPaMMBbI MPEAOCTABIISIIOT CIEUATNCTAM BO3MOKHOCTH aHAIIMTHYECKOTO U
MIOCTOSSHHOI'0O MOHHUTOPHHIa. BO3MOXXKHOCTH MOHUTOPHMHIa B PEAJIbHOM BPEMEHH,
aBTOMATU3UPOBAHHOW JIMAarHOCTUKA M OBICTPONl HWHTEpIpPETAlluU Pe3yIbTaToOB
3HAYNUTEIBHO BO3PACTAOT.

Bo Bcex HampaBiieHUSIX — aHAJIMTHYECKOM KOHTpOJE, CTaHAapTU3alLuy,
BaJIM/IalluU U MPO(PUIAKTUKE — IIMPOKO NPUMEHSIOTCS COBPEMEHHBIE aJITOPUTMBI.
bnarogapss UM JOCTUraroTCs HE3aBHCHMBIE OT CYOBEKTMBHOI'O MHEHHUS YeOBEKa
pe3yJabTaThl MCCIEAOBAaHUN, OBICTpBIE U TOYHBIE PEIICHHS HAa OCHOBE aHaJIM3a
OonbIINX 00BEMOB TaHHBIX, 0OOCHOBAHHOE IIPUHATHE COBPEMEHHBIX KIMHUUECKUX
pelieHnid W BHEIPEHHME MEPENOBBIX METOAOB B Kaxkapld mnpouecc. Ha
3aKJIIOUUTENILHOM 3Tane ONTHMHU3UPYIOTCS MPOIECChl MPO(YUIAKTUKA OTKIOHEHHIH,
paHHEro BBISIBICHUA Mpo0iaeM U 3((EKTUBHOrO KOHTPOJS, ONEPaTHBHOIO
dbopMupoBaHHsS ~ MEIMIMHCKMX  pPEKOMEHJAlMHA, a  Takke  YIpaBleHUsS
MEIULUMHCKMUMHM YCIyraMd M cucTeMaMd. B wurore 310 co34aér BO3MOXKHOCTH
OKa3blBaThb BBICOKOKAYECTBEHHBIE W COOTBETCTBYIOIIME TPEOOBAaHUSM BpPEMEHU

MCIHUIIMHCKUC YCJIYI'U. KOHTpOJ'IB Ka4yCCTBa M CTaHJapTHU3alM:A JICKA BCHHBIX
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CPEJIICTB BbIBENH (hapMalleBTUKY Ha HOBYIO CTYNEHb M CTAJM OPraHUYHOM 4acThio €€

HCTIPCPBIBHOI'O MHHOBAIITMOHHOI'O Pa3BUTHA.

3axurouenne: [TogBoas UTOT, MOKHO YTBEPKIATh, YTO Pa3BUTHE KOHTPOJIA
KauecTBa W CTAHJAPTHU3ALMUM JIEKAPCTBEHHBIX CPEJICTB HOCUT IIUPOKUNA H
MHOTI'OTPAaHHBIN Xapakrep. BHeapeHne 3TuX TEXHOJIOTUM B COBPEMEHHYIO MEAULIMHY
OTKpPBIBAE€T BO3MO>KHOCTH TMOBBIIIEHUS TOYHOCTU IUATHOCTUKH, d(PPEKTUBHOCTU
Je4eOHBIX CTPATET Ui, UHAUBUAYAJTBHOIO MOAXO0/1a K Mal[ueHTaM, ObICTPON U TOUHOM
00pabOTKH JaHHBIX, a TAKKE WHHOBAIIMOHHBIX METOJIOB B TIPAaKTUKE. B pesynbpTaTe
MHTErpanuu MU(POBLIX TEXHOIOTUA METUIIMHA PA3BUBACTCS B HOTY CO BPEMEHEM U

3aHMMAaEeT Ba)KHOE MECTO B 00ECIICUYECHUN 3A0POBOTO 06pa3a KHN3HH HACCIICHUS.
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