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36ipauk MictuTh Marepianu X1 HaykoBo-nipakTnuHo1 KOH(epeHLii 3 Mi>KHApOIHOIO Y4aCTIO
"VrpasniHHs AKicTIO B papmariii”. MaTtepianu npeacTaBisItOTh y3aralbHeH1 pe3yIbTaTH TOCTIIKEHb
y HapsSMKY TEOPETHUYHHX Ta MPAKTUYHUX ACTIEKTIB yIPaBIiHHS, 3a0€3MeUeHHS 1 KOHTPOJIIO SIKOCT1 y
(hapMaIeBTHIHOMY CEKTOPI TaTy31 OXOPOHH 37I0POB's, SIKI BAKOHYBAJIMCH Ha IMAMPUEMCTBAX 3 BHPO-
OHMIITBA 1 AMCTPUOYLIi JNiKapChKUX 3ac00iB, alTEUHUX 3aKIAAax, JadopaTopisx, JOCITITHUIBKUX
[EHTpax Ta IHIIMX opraHizauisx (apmaueruunoro npodimo. IIpencraBneni pe3ynbraTH TOCHI-
JUKEHB, TIOB’I3aHKX 3 PI3HUMH aCTIEKTaMHU SIKOCT1 (hapMaIleBTUYHO1 MPOAYKIIii, y TOMY YHCII CTOCO-
BHO BaJIiawii mporeciB BUPOOHUIITBA 1 aHATITUYHUX METOJUK, KBaJIi(iKaIlii TeXHOJIOT14HOro 06a-
JTHAHHS 1 TOMOMDKXHUX CHCTEM BUPOOHUIITBA, CTAHIAPTU3AIII] TOTOBUX JIIKAPCHKHUX 3aCO0IB Ta aKTH-
BHUX (hapMalleBTUYHHX IHTPEAI€HTIB, MIATOTOBKHU KaJIpiB A1 (papManieBTUIHOI chepu 3 MUTaHb KO-
CTi, OpraHi3aiii BHYTPIIIHIX ayaIuTiB (CAMOIHCIICKIIIH), perIaMeHTallli JiSIbHOCTI YIIOBHOBAKCHUX
0ci0, 3aCTOCYBaHHS METO/IiB YIPABIIHHS PU3UKAMH JUIS SIKOCTI JIIKApChKUX 3ac00iB, (hopMyBaHHA U
PO3BHUTKY CHCTEM YIIPABJIIHHS SIKICTIO TOIIO.

JUis IMpOKOTo KoJla HAyKOBIIB 1 MPAI[iBHUKIB MPaKTHYHOI (papmartii.

Mamepianu nooaromscsa Mo6010 OpUSTHATY.
3a moCTOBIpHICTH (DAKTIB, CTATUCTUYHUX Ta 1HIIMX JAHUX, CTPYKTYPY 1 CTHIJIb BUKIIAQJICHHS
iHpopMarii, TOUHICTh (POPMYITIOBaHb Ta BUCHOBKU HECYTh BiJIOBIJAIbHICTH AaBTOPU MaTepiaiB.
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3HAYEHUE YIIPABJIEHUSA PUCKAMMU /UISA KAYUECTBA HA OTAIIE
JOKJIMHUYECKHUX UCCJEIOBAHUM JJEKAPCTBEHHOI'O IIPEITAPATA

Caenenkxo E. A., Tkauenkxo E. B.
HauunonanbHblii papManeBTHYECKNl YHUBEPCUTET, I'. XapbKOB

VYrnpapneHue puckamu JJig Ka4ecTBa — CUCTEMATUUYECKUM MpOoLece JUIsl OLEHKH, KOHTPOJIS,
CBSI3M U OLIEHKH PHCKa JUIsl KauecTBa Mperapara B TeUEHUE ero )KU3HEHHOro HUKIa. JJokmnHnyeckue
UCCIIEIOBaHMS 3aHMMAIOT BaXHOE MECTO B XOJ€ pa3paboTKU U U3YyUEHUs JIEKAPCTBEHHBIX CPE/CTB.
OT4eThl 0 JOKIMHUYECKUX MCCIEAOBAHUAX IPUBOIAT B MOAYJE 4 PETUCTPALIMOHHOTO J10Che B (hop-
Mate OOmiero rexauaeckoro nokymenrta. B EBponeiickom Coroze nMeeTcst CUCTeMa 3aKOHO1aTeb-
HBIX U HOPMAaTUBHBIX MOJIO)KEHUH OTHOCUTEJIBHO JOKJIMHUYECKUX HCCIEIOBAHUN, KOTOpPBIE U3JIO0-
KeHbI B cieayromux gokyMmenrtax: Jupektuse 2001/83/EC, dupextuse Komuccuu 2003/63/EC, [u-
pextuBe 2004/10/EC, a Takke B pyKOBOJACTBaX IO JOKITMHUYECKUM HCCICIOBAHUSM.

[punuunsr GLP, npexacraBnsioniue codoi cuCTeMy HOpM, MPaBUII U yKa3aHH, IpeJHa3HAa-
YeHBI JIJIs1 00€CIIeYeHHs COTTIACOBAHHOCTH U JIOCTOBEPHOCTH PE3YJIBTATOB HEKIIMHUYECKUX (JIOKIIH-
HUYECKHUX, Ja00paTOPHBIX, IKCHEPUMEHTAIbHBIX) HCCIIEIOBaHUIl; HampaBieHbl Ha oOecredeHue
MIPUEMIIEMOCTH PE3YJIbTATOB HAYYHBIX HCCIIEIOBAaHUHN Ha 3Tare 3KCIEPUMEHTAIbHOIO U3YYEeHUS HO-
BbIX JIII. Heo6xonumocTs ipoBeieHus1, 00beM U XapakTep JOKIMHUYECKUX MCCIIEJOBaHUN ompee-
JSIOTCS B UHANBUIYAIBHOM TOPSIKE C YI€TOM PA3IUYHBIX (PAKTOPOB, KOTOPHIE CBS3aHBI C PUCKAMHU
JUTs1 ToKazaTenbcTBa edextuBHOCTH U Oe3onacHocTH. Metononorus DMAIC ynpasnenus mporiec-
COM MPOBENEHUS JOKIMHUYECKUX HCCIEAOBAHUN MO3BOJIAET CTPYKTYpUPOBATh U JIOTUYECKU TIO-
JOWUTHU K PEIICHUIO TPOOJIEM U YITyUIIIeHHUs IIpoLiecca.

Ha nepBom 3Tare — onpeeneHust — HEOOXO0AUMO OTPEISIUTh 3aKa34NKOB, 000CHOBAHMSI TIPO-
€KTa, paMKH, [IeJIM U BpeMEHHbIE TPaHuIlbl IpoekTa. Ha sTane usmepeHust onpeaesitoTcsi OCHOBHbBIE
METPUKHU MPOEKTa, HAIEKHOCTh UCTOYHMKA JAHHBIX, aKTyaJIbHOE COCTOSIHHME Tpoliecca. JTal aHa-
TU3a 3aKITI0YaeTCsl B UCCIICIOBAHUH BO3MOXKHOCTEH Tpoliecca, MPUYUH MPoOIeMbl, BO3SMOKHBIX PHUC-
koB. Ha sTamne coBepIieHCTBOBaHUSI OCYILIECTBISAETCS MOAU(DHUKAIIHS TIPOIIECCOB H CHCTEM, CTPYKTY-
Hasl IEKOMITO3HIIUS PaboT.

[Tocnequuii sTanm — KOHTPOJS — MPEeIHAa3HAYEH IS MOAJICPKAHUS U3MEHEHUW MPOIIECCOB,
MOATOTOBKA OTYETOB U 3aKPBITHS MPOEKTA.

OpnHUM U3 OCHOBHBIX MpUHIIUTIOB Hainesxarei 1abopaTopHOM MPaKTUKH SBISETCS KOHTPOIIb
3a BOCIIPOM3BOJUMOCTBIO U TOUHOCTBIO JIAOOPATOPHBIX MCCIEAOBaHUN OMOJIOTMYECKOro MaTepurania,
MIPU PACCMOTPEHUH YIIPABIICHUS PUCKAMH JJIsl KAUeCTBA KOTOPBIX HEOOXOMMO BBIJICIUTh IIPeaHaIu-
TUYECKYI0, aHAIMTHYECKYIO U aHAIMTUYECKYIO CTauu npolecca. Hajexaiee BpIOIHEHUE Mpea-
HATUTHYECKUX MPOIIECCOB HAMPABIEHHO HA YBEPEHHOCTh MCCIIEAOBATENS B TOM, 4TO o0Opaser] Ono-
JIOTUYECKOro MaTepuaia ObLI MpaBUIBLHO OTOOpaH, MPOMapKUPOBaH, MPAaBUIBLHO XPaHWIICA, TPAHC-
MOPTUPOBAJICS U BCE MPOLIECCHI YIOKUIUCH B IPEMTUCAHHOE BPEMS.

[IpeananuTudeckue OMMOKH, KaK IPABHUIIO, TPUBOIST K OIMIHOOYHOMY HCCIIEAOBAHUIO TOJIBKO
onHOTro obOpa3na. [IpeananuTuyeckuii pUCK MOKET OBITH MPOKOHTPOJIUPOBAH MTyTEM OIEHKU MMOTCH-
UATBHBIX TPOOJIEM ISl IPeaHATUTUYECKUX TPOLEAYD U, COOTBETCTBEHHO, yMEHBILIEHUS UX MTOCIIE-
ctBuil. KOHTpOJIb aHAMUTHUECKOro IMpoliecca He0OXOIUM JUIsl CO3/1aHUs YBEPEHHOCTH B TOM, YTO
aHAJIMTUYECKUE OIMMOKY HE BIUSIOT Ha KIIMHUYECKYIO 3HAUUMOCTh Pe3yibTaToB. [Ipobaembl aHaN-
TUYECKOW CTaJUU MPOSBISIFOTCS OAHOBPEMEHHO JIJIsi OOJIBIIOTO YHCIa pe3yabTaToB. Pucku Ha aHa-
JUTUYECKON CTaJUU JIOJDKHBI OBITH OLIEHEHBI KOJIMYECTBEHHO U YIPABIATHCSA C MOMOIIBIO XOPOIIIO
MIPOJyMaHHOH CTpaTeruu KOHTPOJIs KauecTBa. KOHTPOIb MOCTaHATMTHYECKUX MTPOLIECCOB JIaeT yBe-
PEHHOCTH B TOM, YTO Pe3yJabTaThl MIPABHILHO BBIIAHBI, 00pa3Ilbl MPABUIHLHO COXPAHEHBI U BCE JIO-
CTYITHBIE BO3MOXHOCTH JIJIsl UACHTU(DUKAIINY aHATUTHYECKON OIMMOKH HCIIOJIb30BAHBI.
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