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1. OO6mue nonoxeHus

1.1. Ilopsgok MpoBeAEHUS UTOTOBOM TOCYJAapCTBEHHOW aTTECTAIlMKd OOY4aroIUXcs I10
nporpaMmaM BBICHIETO0 OOpa3oBaHUsS IporpamMmaM OakajaBpuaTa, HporpaMMam
CHELUAINUTETa ¥ IPOrpaMMaM MarucTpaTrypsl B PoccHiickoM yHUBEpCUTETE PYKOBI
HapoJ1oB yrBepxeH [Ipukasom pextopa Ne 790 ot 13.10.2016. [IpaBuna noAroToBku
1 0(hopMIIEHUS BBITYCKHON KBAIM()UKAITMOHHOW paboTHl BRITyCKHUKA Poccuiickoro
YHUBEpCUTETA APYKObI Hapo1oB yTBepxaeH [Ipukazom pekropa Ne 878 o1 30.112016
T.

1.2. TocymapcTBeHHass UTOTrOBas arTecTamust mo mporpamme «buodapmanesriuueckue
TEXHOJIOTMM U YIpaBieHHE (HapMIPOU3BOJCTBOM» BKJIKOYAET IPEIBAPUTEIBHYIO
4acThb B BUJE FOCYAAPCTBEHHOIO0 TECTUPOBAHUS, KOTOPHI MPOXOAUT B Gopme BeO-
TECTUPOBAHUS, Jlajiee MPOBOIUTCS TOCYAAPCTBEHHBIN dK3aMEH B MMCbMEHHOH (opme
Y B 3aBEPIICHUH TIPOBOIMTCS 3aIIUTA BBITYCKHOW KBAIM(UKAITMOHHOW pabOTHI B BUIE
MarucTepCKON AUCCEPTALAH.

1.3. Pe3ynbpTaThl KaxJ0TO W3 BHIOB AaTTECTAMOHHBIX HCIIBITAHWH, BKIIOUYEHHBIX B
roCy/IlapCTBEHHYIO HTOTOBYIO aTTECTAlMIO, OIMPENENISIIOTCS OLEHKaMU «OTIMYHOY,
«XOpOULIO», «yIOBJIETBOPUTEIILHO», «HEYIOBJIETBOPUTEIBHO», B COOTBETCTBUH C
OAIITEHO-PEUTHHTOBOM CUCTEMOM.

2. llenu u 3amaun rocyIapCTBEHHON HTOTOBOM aTTeCTAIMH
2.1. llenp TOCYZapCTBEHHOH WTOTOBOW AaTTECTAllMd OMNPEICICHHE COOTBETCTBHS
pe3yNbTaTOB OCBOCHHS OOYUYaIOLUIMMUCS OCHOBHBIX 00pa3oBaTelbHBIX MPOrpaMM
tpeboBanusiMm GI'OC BO no nanpasnenuro 33.04.01 «[Ipombriuiennas papmarius.
locynapctBeHHass HTOroBas arTecTalMsi BKJIIOYAET TOCYNApPCTBEHHBIM HK3aMEH,
YCTaHOBJICHHBIN YUYEHBIM COBETOM YHUBEPCHUTETA, W 3aIUTy BBITYCKHOW KBaTU(UKAITHOHHOU
pa6otsl (BKP).

2.2. 3agaun ToCyAapCTBEHHON UTOTOBOM aTTECTAIINH:

_ IIpoBepKa KadecTBa OOy4YEHMs JIMYHOCTH OCHOBHBIM €CTECTBEHHOHAYYHBIM 3aKOHaM MU
SBJICHUSIM, HEOOXOJUMBIM B MNpPO(EeCCHOHAIBHONW JESITEIbHOCTH; _ OIPEAEICHUE YPOBHS
TEOPETUYECKOW W  NPAKTUYECKOM IMOATOTOBIEHHOCTH  BBIIYCKHUKA K  BBIIOJHEHHUIO
po(ecCUOHANIBHBIX 33Jjad B COOTBETCTBUM C IOJIydyaeMOM KBalu(UKalMel; _ yCTaHOBJICHHE
CTENEHU CTPEMJICHHUS JIMYHOCTH K CAMOPA3BUTHUIO, IIOBBIICHUIO CBOEH KBaIM(UKALUU U
MacTepcTBa; _ MPOBEpKa CPOPMHUPOBAHHOCTH YCTONYMBON MOTHBALMU K HPOGECCHOHATBHON
JeATeIbHOCTH B COOTBETCTBHHM C OPraHU3allMOHHO-YIIPABICHYECKUM BUIOM NPO(eCcCHOHATBHOM
NeATeNbHOCTH; _ IPOBEpKAa CIIOCOOHOCTH HAaXOJUTh OPraHU3aLMOHHO-YIPaBIEHYECKUE
peleHusl B HECTaHJAPTHBIX CUTyallUsX U TOTOBHOCTb HECTH 3a HHUX OTBETCTBEHHOCTb; _
o0ecrieyeHHe MHTErpaluyd oOpa3oBaHUs M HAYYHO-TEXHUYECKON NEeSATEIbHOCTH, MOBBIIICHHUE
3QPEKTUBHOCTH  HCIIOJIB30BAaHUS HAyYHO-TEXHHYECKUX JIOCTHXKEHUH, pedopMupoBaHue
Hay4YHOH cdepbl U CTUMYIMPOBAHWE MHHOBAIIMOHHOM JIEATENBHOCTH; _ 0O0ecreueHre KayecTBa
NOJArOTOBKM B cooTBeTcTBUM ¢ TpeboBanussmu PI'OC BO no Hampasnenuto 33.04.01
«IIpombinuieHHas Gpapmanusy.

3. [Iporpamma rocy1apcTBEHHOTO SK3aMEHa.

3.1. l'ocynapcTBeHHBIN 3K3aMeH NMPOBOAMUTCSA B MUCbMEHHOHN (hopMme, SK3aMEHAIIMOHHBIA OuieT
COJIEPKUT TPU BOIIPOCA, HAa NOJrOTOBKY OTBOJUTCS 2 Yaca.

3.2. B paMkax mpoBeJeHHs TOCYJapCTBEHHOIO 5K3aMEHa IpOBEpsieTCS CTENeHb OCBOCHUS
BBIITYCKHUKOB CJIEIYIOUIUX KOMIIETEHIU:

YHuBepcanbHble KOMIIETEHIINY:




VYK-1. CnocobeH oCyIIecTBIATh MOUCK, KPUTUYECKHUN aHATN3 IPOOJIEMHBIX CUTYyalluii HA OCHOBE
CUCTEMHOI'0O II0J1X0/1a, BbIpabaThIBaTh CTPATErUIO IEHCTBUM.
VYK-2. CnocobeH ynpasisiTh MPOSKTOM Ha BCEX ATAIax €ro >KU3HEHHOTO IHKIIA.
VYK-3. CiocobeH opraHu30BbIBaTh U PYKOBOJIUTH pab0OTON KOMaHIbl, BEIpA0AThIBasi KOMAaHIHYIO
CTpaTEruio JjIs TOCTHKEHUS IOCTABJICHHOM 1IEJIH.
VK-4. CnocoGeH  TUpUMEHSTh  COBPEMEHHBIE  KOMMYHHKATHBHBIE  TEXHOJOTHH  Ha
rocylapcTBeHHOM si3bike Pocculickoii ®epepanu ¥ HHOCTPAaHHOM(BIX) sI3bIKE(aX) s
aKaJeMHUYECKOIo U Mpo(eCCUOHAIBLHOIO B3aUMOICHCTBUS.
VYK-5. CnocobGeH aHamuM3WpoBaTh M YYWTHIBATH pPa3HOOOpazue KylnbTyp B IIpolecce
MEXKYJIBTYPHOTO B3aHMO/ICHCTBHSL.
VYK-6. CriocobeH omnpenenuTb U peaau3oBaTh NPUOPUTETHI COOCTBEHHOW MESATENBHOCTH M
CIOCOOBI €€ COBEPILIEHCTBOBAHUS HA OCHOBE CAMOOILIEHKH.
VYK-7. CnocobeH: uCKaThb HYXHbI€ HMCTOYHUKM HH(OpPMALMM U JaHHbIE, BOCIPUHUMATh,
aHaAJIM3UPOBATh, 3aIIOMMHATH U N€peIaBaTh MH(POPMAIIHIO C UCIIOJIB30BaHUEM IIU(PPOBBIX CPE/ICTB,
a TaKke C MOMOILBIO AITOPUTMOB IpPHU PadOTE C MOJYYEHHBIMH M3 PaA3IUYHBIX HCTOYHHMKOB
JaHHBIMU C 1eNbl0 3((EKTUBHOIO HMCHOJIb30BaHMS IMOJy4€HHON HMHQOpMalUU s pelIeHUs
3a/a4; [MPOBOJUTH OIEHKY HHPOpMalUu, €€ JOCTOBEPHOCTb, CTPOUTH JIOTHYECKHE
YMO3aKJIIOYEeHHs] HA OCHOBAaHUU MOCTYMAIOUIUX HH(DOpMAIK U JAHHBIX.
Oo6urenpodeccuonanpuple komnerenuuu (OIIK.):
Crioco0eH K OpraHu3aluy, YIpaBICHUIO U PYKOBOJICTBY pabOTON MPOU3BOACTBEHHOTO,
PETYIATOPHOTO MM MCCIIEI0BATENBCKOTO MOAPA3/IENIEHNs B COOTBETCTBUHU C YCTAHOBIIEHHBIMU
TpeboBaHuAMU U JydmuMu npakTukamu (OITK- 1);
CrocobeH K OpraHm3aliyd B3aMMOJICUCTBUS TMPOU3BOJUTENCH JIEKAPCTBEHHBIX CPECTB,
Hay4YHbIX OpraHu3anuil ¢ (enepaabHbIMH OpraHaMH HCIOJHUTEIBHOW BJIACTH M OpraHaMu
WCTIOJHUTEIBHOW BJacTH CyOBbeKTOB  Poccwiickoit  ®denepanuu, OCYIIECTBISIONUMU
moJiHOMouHs B cepe oOpamieHust JekapcTBeHHbIX cpeacts (OIIK-2);
CrnocobeH NpoBOAUTH M OPraHU30BHIBATh HAy4YHBIC MCCIEJOBAHUSA B 00JacTH OOpalCHMS
nekapcTBeHHBIX cpencts (OITK-3);
CrnocobeH K aHanu3y, CUCTEMATU3alUuU U MIPEICTABICHUIO JAHHBIX HAyYHbIX UCCIIEOBAHUN B
obmactu obpaieHus aekapcTBeHHbIX cpeacts (OIIK-4);
CrnocobeH K MPUMEHEHHIO METOJIOB YIPAaBJICHUS WHHOBALMOHHBIMH IIpOLlECCaMHU B OOJIACTH
obparienus nekapcTBeHHbIx cpeacts (OIIK-5);
CrniocobeH ompenensiTh METOJbl U MHCTPYMEHTBl OOECleYeHUsl KauyecTBa, MPHUMEHsEMble B
oOnacti oOpalleHus! JeKapCTBEHHBIX CPE/ICTB C YYETOM JKU3HEHHOI'O LIMKJIA JIEKapCTBEHHOTO
cpenctaa (OIIK-6).
IIpodeccronaibHble KOMIIETEHIINU:
CnocobeH pa3pabaTblBaTh, OPraHU30BbIBATh Pa3pabOTKy U BHEAPATh HOBbIE TEXHOJOTHYECKUE
peleHusl, PYKOBOIUTH pabOTOM IO MPOEKTUPOBAHUIO, CO3JAHHI0 M PEKOHCTPYKLUU
(apMareBTUUECKOTO MPOU3BOJCTBA B COOTBETCTBUHM C YCTAaHOBJIEHHBIMM TPEOOBAaHUSAMHU U
NEepeOBbIM OTEYECTBEHHBIM M 3apyOEkKHBIM OIBITOM IPOMU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB
(IIK- 1);
CnocobeH paccMmaTpuBaTh U YTBEPXkAaTh JOKYMEHTAIMIO, CBA3aHHYIO C IPOM3BOJICTBOM
JIEKapCTBEHHBIX CPEJICTB, U OPraHU30BbIBATH €€ BBHIIIOJHEHHE, OLICHUBAThH NPOU3BOACTBEHHYIO
U OTYETHYIO JJOKYMEHTAIHIO, KaCAIOLIYIOCs TexHoIorndeckux mpoueccos (I1K-2);
CrnocobeH pas3pabaTeiBaTh M OpPraHU30BBIBATH MEPONPUATHS MO YIAYYIIEHUIO KayecTBa
BBIIyCKaeMOH MpOAYyKIUH, 3PPEKTUBHOCTU (PapMaleBTUUECKOTO IPOU3BOJICTBA, YCTPAHEHHUIO
Opaxa, COrJIacHO NMPHUHLIUIIAM CTaHAAPTU3AMKA U KOHTPOJISA KauyecTBa JIEKAPCTBEHHBIX CPE/ICTB
(IIK-3);
CnocobeH MNpUMEHSATh MNPUHLUIBI (apMalleBTUUYECKON MHKPOOMOJIOTHH, aCEeNTUKU U
TOKCHKOJIOTHH, (papMaleBTUYECKON TEXHOJIOTUM B YaCTH BBIMOIHAEMBIX TEXHOJOTUYECKUX
nporeccoB (ITK-4);




CrniocobeH TpUMEHSTh METOAbl CTaTHCTUYECKOTO YIPABJICHUS KAa4eCTBOM, CTAaTUCTHUYECKHE

METO/1bl, IPUMEHSIEMBIE TIPU OLIEHKE PE3YJIbTaTOB UCIBITAHUN TEXHOJOTMYECKUX IIPOLIECCOB U

Baymaruu (I1K-5);

CrniocobeH OpraHM30BBIBATH BAJTUAAIMIO TEXHOJOTHMUYECKHX MPOLECCOB U AHAIUTHYECKUX

METO/IMK, KBATU(HUKALIUIO IOMEIICHHUI U 000pynoBanus, nHkeHepHbIX cucteM (I1K-6).
3.3. O0beM rocyiapcTBEHHOTO SK3aMeHa: SK3aMEH BKIIIOYAET MPEIBAPUTEIBHYIO YacTh B BUJIC
rOCyJapCTBEHHOTO TECTHPOBAHHUsS, KOTOPBIH MpoXoauT B (opme Bed-TecTupoBaHus. Tect
BKitoyaeT 150 TeCTOBBIX BONPOCOB MO JUCLMIIMHAM IPOIPAMMBbI, KaXKIOMY CTYIEHTY
npearaercsl Aath oTBeThl Ha 50 BOMPOCOB, BHIOPAHHBIX B PEHIOMHU3UPOBAHHOM mopsjake. Ha
MIPOXOXKJEHHUE TOC. TeCTUpOBaHUs oTBoaAUTCA 60 MuHYyT. Makcumanbubiil 6amn — 100 6. Ilpu
noJstyueHuu cBeie 50 6auIoB, CTYAEHT JOMYCKAeTCs K TOCYIapCTBEHHOMY 3K3aMEHY.

DK3aMeH MpoBOAMTCS B NHUCbMEHHOM (opme. Ha BbINOSHEHHE 53K3aMEHAIIMOHHOMN
MUCbMEHHOU paboTsl 0TBOAUTCS 120 MUHYT. DK3aMeHAIIMOHHBIA OMJIET COAEPKUT 3 BOIpoca, 1o
OJIHOMY M3 KaX/I0T0 pa3jiesia, Ha KOTOpble HE00X0AUMO NMPEACTaBUTh MMCbMEHHBINA Pa3BEPHYTHIM
oTBeT. IIpaBHUIIBHBIN, pPa3BEpHYTBIA OTBET, HA KaXKIblii W3 BONPOCOB IHCHBMEHHOTO
9K3aMEHAIMOHHOTO OuseTa oneHuBaercs B 100 6amioB, 3aTeM BBICUUTHIBACTCSI CPEAHUI OalT 3a
TpH Bompoca. TakuMm 00pa3oM, 3a BEpHOE BBINOJIHEHHE MHCbMEHHOW (OPMBI dK3aMeHa MOYKHO
MaKCUMaJbHO MoayduTh 100 6amios.

3.4. CopeprkaHue TOCYAapCTBEHHOTO YK3aMeHa: IIPUMEPHBII NIepevYeHb BOIIPOCOB, BEBIHOCHMBIX
Ha roCyJapCTBEHHBIN 3K3aMEH:

HNuctunnuna «OpraHu3amnus 1 yrnpasieHue GapMaIreBTHIeCKIM ITPOHU3BOICTBOM

1. TexHonorusi NpUHATHS U peaju3alUH YIPaBICHUECKUX PEIICHUN Ha Pa3IUYHBIX YPOBHSX
uepapxuu B (papManeBTUYECKOM CEKTOPE IKOHOMUKH.

2. IlpeanmpuHumartenbcTBO B (apmareBTHYecKOM Om3Hece. CTpykTypa W OCOOECHHOCTH
pa3paboTKu OM3HEC-TIIaHa.

3. T'ocymapcTtBeHHOE oOecrmeyeHHEe KauyecTBa JIeKapCTBEHHBIX cpeAcTB B Pd. Cucrema
roCy/IapCTBEHHOW PETUCTPALIMU U KOHTPOJISI KauecTBa JIEKAPCTBEHHBIX CPE/ICTB.

4. OpraHuzanys u KOHTPOJIb (hapMaleBTUUECKOH 1eATeIbHOCTH.

Hopmartusnas 6a3a perynupoBanus B cdepe obpamierus JIC. OcHoBHbIe TepMUHBI. OCHOBBI

rOCylapCTBEHHOW TOJUTUKH B cdepe oxpaHbl 370poBbsi. (OCHOBHBIE PHUHIIMIIBI

3/IpaBOOXpaHEHUSI.

6. KommyHukanuu B ynpaBieHUH (papMaleBTUYECKHMMH OopraHuzanusmMu. MoTuBauus Tpyna.
OcHOBHbBIE TEOPHH MOTUBAIMH, UX MIPUMEHEHHE B (papMaIieBTUUECKOM OM3HECE.

7. CoBpeMeHHbIe BUIbl HHPOPMAIIMOHHOTO OOCITYKMBaHHUsI, OPraHU30BaHHbIE Ha 0a3e CPENCTB
BBIYHCIUTEIBHON TEXHUKHU U CBs3U. [Iporpamma HHPOPMAIIMIOHHOTO MapKETHHTA.

8. Homenkiatypa IOJDKHOCTEH (hapMalleBTHUYECKUX CIEIHATUCTOB. ATTecTalus U CUCTeMa
MOBBIIIEHUST TpodeccnoHanbHOW KBaNU(UKALKUK CIEHUATUCTOB € (apMaleBTUYECKUM
o0Opa3oBaHUEM, OIICHKA TPYJIOBOU JEATEIHHOCTH.

9. MapkeTuHTroBble KOMMYHUKAIIMU: OMpeieNieHue, cxema npoBeaenus. OnpeaeneHue 1eaeBoi
ayTUTOPUN KOMMYHUKAILIUU, 11eJel u Oro/keTa KOMMYHHKAIMil. MeTo bl MapKETHHTOBOTO
aHaJlM3a PRIHOYHBIX BO3MOKHOCTEH (hapMalleBTUYECKUX U alTE€YHBIX OpraHU3aIlHiil.

10. 3akoHO1aTENIbHO-TIPABOBbIE OCHOBBI JIMIIEH3UPOBAHUS (hapMalleBTUYECKON JEeSTEIbHOCTH.
JIuuensupoBanue (QapMmaleBTUYECKON JedaTenbHOCTH. (OCHOBHBIE ATallbl MPOLEAYPHI
JTUIEH3UPOBAHHUS.

11. OnToBas peanuzanus JIC: knaccudukanus, 3amaun, ¢yHkuuu. [lopsgok BbIOOpa
MOCTaBIIMKa. PekoMeHJaluu Mo 3aKIIOUEHHUIO JIOTOBOPOB IMoOCTaBKU. [loMemieHus wu
000py/JI0BaHNE OpraHU3alyii ONTOBOM TOPTOBJIH JEKAPCTBEHHBIMU CPEACTBAMHU.

12. Opranuzanus mpueMa ToBapa B OpraHU3alUsSX ONTOBOW TOPrOBIM JIEKAPCTBEHHBIMU
CpEICTBaMH.
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13. OcoOGeHHOCTH IEHCTBUSI OCHOBHBIX SKOHOMUYECKHX 3aKOHOB M MOTPEOUTEIHLCKOE TIOBEICHHE
Ha (apMaIeBTHYECKOM PHIHKE.

14. OcHOBBI TUTAHMPOBAHMSI DKOHOMHUYECKHX TOKa3aTened. [lmaHupoBanue ToBapooOOpoTa.
[TmanupoBanue ToBapHBIX pecypcoB. [ImanupoBanue pacxonos (M3aep>keK oOpamieHus).

15. Metonpl  cermeHTHpOBaHHUsS  (apMalleBTUUECKOTO  pbiHKA. llo3uuuonHupoBanue u
PENO3UITMOHNPOBAHKE TOBAPOB Ha (PapMaIieBTUIECKOM PHIHKE.

JucturumHa « MeHeDKMEHT B TPO(ECCHOHATBHOM e TeTEHOCTH

1. Tlepeuncnure OpraHU3alOHHO-TIPAaBOBBIE (GoOpMBI BeneHus OuszHeca B PP (cormacHo
I'paxnanckomy konekcy P®). Muccust komnanuu. Tunbsl muccun. [Ipumepsi.

2. Ymnpasnenue npoekrtamu. CXOJICTBa U pa3Inymsl MPOEKTOB U OM3HEC-TIporieccoB. [IpoekTHas
koManja. [Ipouenypa nocTpoeHus: KOMaH ibl.

3. Kon¢mukromorus.  Buasl w  mpuumHbl  KoHGuuKTOB.  CTHIM  paspemeHus
koH(pukToB. Crpecc. YnpasieHue ctpeccaMu. MeToibl 60pbObl CO CTPECCOM.

4. Tlonsatue nuaepctBa M pykoBoacTBa. Ctwin ynpaBieHus. I[loHsTue ynpaBieHYECKHX
pELIeHN U UX KJIacCU(pHUKaAIHS.

5. MotuBanuss kak (QyHKUUS yrOpaBieHHs. XapaKTepUCTUKa COJAEP)KATEIbHBIX TEOpUid

MotuBanuu (A.Macnoy, ®@.I'epudepr u ap.).

MeTo 161 MapKeTHHTOBBIX HccinenoBanuii. STEP — anamu3 (PEST — ananu3). SWOT — ananms.

MapKkeTHUHTOBbI€ CTpaTEeTHH.

®opmbl gennoBoro obmenus. Opranu3zanus cOOpaHuil U AEJI0BBIX Oece.

®apmaneBtuuecknii peiHOK P®. Tom 10 dapmaneBtuuecknx xkommanuii PD. DBomronus

(dhapmarieBTHUECKOTO phiHKa PD.

10. OcHOBHBIE HamMpaBIICHUs] Pa3BUTHS MHPOBOTO (apMaleBTHUECKOro phIHKA. Jlumepsl
MHUPOBOTO (hapMaleBTHYECKOTO PhIHKA.

©o~N®

JucnmruimHa «Pa3paboTka U perucTpamus JeKapCTBEHHBIX CPEICTBY

1. TlepeuncnuTh BCE 3TANbl JKU3HEHHOTO IIUKIIA JIEKAPCTBEHHOTO mperapara. Ha kakux sramax
YKU3HEHHOTO IUKJIA JIEKAPCTBEHHOTO Iperapara MPUMEHUMO UCTIOIb30BaHUE HAIIMOHATBHBIX
CTaHJapTOB.

2. buodapmaneBTHUECKHE JEKAPCTBEHHBIC MpENapaThl, TEPMHHBI, 0COOCHHOCTh OOpalIeHHUsI
OnohapManeBTHUECKUX JICKAPCTBEHHBIX MPEIIapaToB.

3. dapmarneBTUueckas pa3paboTka, TpeOOBaHUS M CTPYKTypa (hapMaleBTHIECKON pa3padOTKH.
TpeboBanus K JIeKapCTBEHHOMY Tpenaparty JJIs BBITyCKa €ro B 0OpalieHue.

4. 3akoHopmarenbHas 0aza, pErylHpyloIas MPOLEAYpPY PETUCTPALUU JIEKaPCTBEHHBIX
npenaparoB. [IpoOiemMa B3aMMONPU3HAHUS PETUCTPALMU JICKAPCTBEHHBIX IpPENapaToB B
pa3IMYHbBIX CTpaHAaX.

5. Hauwanbublie craguu pa3pabOTKH JieKapCTBEHHOTro mnpemnapata. [lowick Mosekynsl. Poib
CTPYKTYphl OenKkoB OnodapMaleBTUYECKUX MPEnaparoB B UX aKTUBHOCTU. CTepeoXUMUs
MOJICKYJI ¥ OMOJIOTHYECKasi aKTUBHOCTb.

6. Pa3paboTka TEeXHOJIOTUH IPOU3BOJCTBA TOTOBOI (POPMBI JIEKAPCTBEHHOTO Mpenapara

Toxcukonornyeckue rccnenaoBanus. Kinaccuduxaims ucnpITaHuil.

8. Ponb u HEOOXOAUMOCTH UCIBITAHUN Ha KUBOTHBIX. [IpUHIIUIBI OpraHU3aly TPOBEACHUS
WCIIBITAHUN HA )KUBOTHBIX.

9. Pa3zpaboTka METOJOB KOHTPOJIS KayecTBa JIEKAPCTBEHHOTO Mpernapara.

10. IpuHIUOBI ¥ TpaBUiIa MPOBEICHUS KITNHUYECKUX UCTIBITAHUH.

~

I[I/ICI_II/IHJ'II/IHa ((HpOMBIH_IJ'ICHHaSI OHMOTEXHOJIOTUSD»

1. bBuocunre3 Ouonornyeckn akTUBHBIX BemiecTB (BAB) B ycnoBusiX OHOTEXHOIOTHYECKOTO
MPOU3BOJICTBA (00mIKe monoxeHus1). Heobxoaumele yenoBus st OMOCHHTE3A.
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10.

[TapameTpsl GHOTEXHOJIOTHYECKOTO MpoLIecca, BIMSIONME Ha OnocuHTe3. Bubl mpoieccos
OouocuHTe3a.

KpuBasg pocra MUKpOOPraHM3MOB IpPU IOJIYIEPUOAUYECKOM PEKHUME KYJIbTHUBUPOBAHUS.
[TapameTpel, BausOUIMEe Ha OHOCHHTE3 (MeXaHWYecKHe, (QHU3MUECKUE, XUMHUYECKHUE,
OMOJIOTUUECKHE).

Cxema npou3BOACTBEHHOTO OMOTEXHOJIOTUYECKOTO MPOLIecca.

OcHoBbl reHHOW HHXkeHepuu. [lonyueHue JexkapCTBEHHBIX NpPENnaparoB METOJOM TI'€HHOMN
HUHXEHEPUU.

JlnarHoctuueckre MeAUIIMHCKHIE NpenapaThl. AHTUT€H. AHTUTEIO.

Baknuner. Knaccudukanus BakIiH B COOTBETCTBUH C IPUPOAOH crienn(PUIECKOTO aHTHTCHA.
Kusble BakuuHbl. Hexxusble BakuinHbl. KOMOMHUPOBAaHHBIE BAKIIMHBI

Jlnarnoctuueckrue MeAUIMHCKIE npenapaThl. [IpMHINI UMMYHOXHUMHUYECKOTO aHaIn3a.
depmMeHTaTUBHBIE KUHETUYECKHE METO bl aHanu3a (MDA).

Crpoenue nHcynuHa. Kakue npoaylieHThl HCTIOIb3YI0TCA U1 OJTy4YeHUs! peKOMOMHAHTHOTO
WHCYJUHA.

HI/ICHI/IHHI/IHa ((HpI/IHHI/IHBI KOHTPOJIA Ka4€CTBaA JICKAPCTBECHHBIX CPCACTB»

1.

2.

8.
9.

10.

OObsicHUTE, KaKOW COCTaB IIaned0 HEOOXOauM Ui J0Ka3aTelIbcTBa CHEIU(DUIHOCTH
AHAIMTUYECKON METOTUKH?

Kak mpoBomuTcs mpoBepka CTEPHIBHOCTH, MUKPOOHMOJOTHYECKUX TMoKa3areneit? TecThl
3¢ (GEeKTUBHOCTH U METObI, UCIOJIb3yeMble JUIsl aHATN3a PE3yIbTaTOB.

Banunanus aHamuTHYECKUX METOAMK: poOacTHOCTh. BBIOOp KpuTEpHeEB ISl TOKa3aTEIhCTBA
pOOACTHOCTH.

Kakue naHHble, MCHOJIB3YIOTCS 711 OUEHKW JMHEHHOCTU? YUTO MOKa3bIBA€T JIMHEHHOCTH
aHATUTUYECKON METOIUKU?

[lepeunciiure myTH JOCTHDKEHUS CHEIU(PUIHOCTA TPU pa3pabOTKe aHATHUTHYECKOU
METOIUKHU.

Kakxnm 06pazoM MOKHO JT0Ka3aTh CIEU(PUIHOCTh aHATUTUYECKOU MeTouku? Kak moka3aTh
cnenuUIHOCTh KauecTBEHHBIX peaknuii w1 TCX npu omnpeneiaecHud TOITUHHOCTH
JIEKapCTBEHHOTO Tperapara’?

Opranu3anuss XpaHEHUs JIEKQPCTBEHHBIX CPEACTB B HCIBITATEIBHBIX JA0OpATOPHUSIX.
ApOuTpakHbIe 00pa3IIbL.

[lepeunciure TpeOOBaHUS K EPCOHATY UCIIBITATEILHOMN 1a00paTopuu.

KakxoBa poJib KOHTPOJIBHOTO ONBITA B AHAIUTUYECKOW METOANKE?

CrtpykTypa NpOTOKOJIAa aHAIK3a JIEKAPCTBEHHOTO Mperapara.

HI/ICHI/IHHI/IHa «TexHomnorus IIPOU3BOJACTBA JICKAPCTBCHHBIX CPCACTB»

1.

H(I/II[KI/IG JICKapCTBCHHLIC (1)0pr1. CYCHGHBI/II/I n OMYJIbCHHU. cDaKTOpr, BJIMAOIIMEC Ha
6I/IO,[[OCTYHHOCTB JICKAPCTBCHHBIX BCIICCTB B CYCIICH3UAX W OSMYJIbCUAX. TpeGOBaHI/IH,
OpEABABISACMBIC K CYCIICH3USM. Metoast MOJIyUCHUA Cy0HCH3PII>iI I[I/ICHepCI/IOHHHﬁ )51
KOHACHCAIIMOHHBIH.

TBepaple nekapcTBeHHbIE (OPMBI C MOAM(PULIMPOBAHHBIM BBICBOOOXKIeHHEM. [IpHHIMIIBI
npuMeHeHus. OCHOBHBIE HampaBieHUS MOAM(PUKALMU NEPOPAIBHBIX CHUCTEM JIOCTAaBKU
JIEKapCTBEHHBIX CPE/CTB.

Tabnerku ¢ 3aMesIeHHBIM (OTCPOUYEHHBIM ) BEICBOOOXKIeHNEM. [lepopaibHble OCMOTHYECKHE
cucremsl. [Tpunnuns! koHcTpyKiuu L-OROS -cucremsl (Alza Corp.) u cucremst HARDCAP.
[Ipumepsl Hambosee H3BECTHBIX MEPOPATBHBIX JIEKAPCTBEHHBIX (OPM OCMOTHYECKOTO
nevictBusl. JlekapcTBeHHBbIE (POPMBI C MYJIBCUPYIOLINM BBICBOOOXAeHUEM. [IpuHIIMT paboThI
Programmable Oral Release Time — PORT system.



Tabnerkn ¢  KOHTPOJHPYEMBIM  BBICBOOOXKICHHEM.  YCIOBUSL  KOHTPOJIUPYEMOTO
BbICBOOOX1eHUs. TaOnerku, miaBaromue, U TabJIETKH ¢ MHUKpokancyiaamu. llnaBarorime
CUCTEMBI JOCTaBKU: Ha3HAYEHUE, TEXHOJIOT U, IPUHLIMIT ICHCTBUS, IPUMEDPBI.

Tabnerkn c¢ wmukpokancynamu. CTpoeHHE TMepopajbHOM JIEKapCTBEHHOM (GOPMBI €
MHO’KECTBCHHBIMH II€JUIETaMH Ha OCHOBe Mertomposiona. IlpenmmymnectBa, Ha3zHaueHHE,
BBICBOOOXK/IEHHUE JICKAPCTBEHHOTO BEIIECTBA U3 JIEKAPCTBEHHOU ()OPMBI C MHOYKECTBEHHBIMHU
HeuIeTaMu.

[IpononrupoBannsie Tabnerku. Jlocronncrsa. TabneTku perapa. BozMo)kHbIe HaNpaBICHUS
MOJU(UKAIIN U KOHTPOJISI BBICBOOOKICHUS [UISi TOJMMEPHBIX CHUCTEM B MaTPUYHBIX
tabnerkax. TabnmeTku perapa pe3epByapHOTO THUMA: NMPHHLIUIN TEXHOJOTHH W ACHUCTBUSL.
TabneTku perapi MaTPUYHOTO THUII: IPUMEPHI, KUHETUYECKasi KpUBasi BEICBOOOKICHHUSI.

TabneTku ABYCIOWHBIE, MHOTOCIOWMHBIE, KapkacHble. OmnpeneneHUe M XapaKTEepHUCTHKA.
OCOOEHHOCTH TEXHOJIOTUM TOJIY4EHUs MUKpodacTHIl Ais Spacetabs. IIpumepsl wactui
JIEKapCTBEHHBIX BellecTB, MosydyeHHble SAS-EM. TexHosornu mnoiaydyeHUs JMIHUIHBIX
MHUKpPOYACTHULL.

TabneTku ¢  MEepUOJMYECKMM  BBICBOOOXKIEHHMEM. TabmeTku ¢  HENpepbIBHBIM

BbICBOOOXKIeHHEeM. CrocoObl TONydeHHs] MHUKpoOHOCcUTeNne. [[MKIoneKcTpuHBI — Kak
MEPEHOCUYHKH JIEKAPCTBEHHBIX CPEACTB. THITBI KOMIUIEKCOB BKIIFOUEHUS.

4. MGTOJII/I‘IGCKI/IG PEKOMCHAAIIWN K IMTOATOTOBKE U CAAYC UTOTOBOI'O roCyJapCTBCHHOT'O

OK3aMCHa

4.1. Pexomenayemas aurepaTypa

1.

Kommentapun k PykoBoactBy EBpormeiickoro coro3a 10 HamJIekKalled MpakTHKe
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJCTB Ul YEJIOBEKAa U MPUMEHEHUs B BeTepuHapuu. [lox
penakiuei beikoBckoro C.H., Bacunenko U.A., MakcumoBa CB., M.: U3n-Bo «llepo», 2014.
-488 c.

PyKkoBOACTBO 110 MHCTPYMEHTAIBHBIM METOIAM UCCIIEIOBAHUH ITPU pa3pabOTKe U IKCIIEPTU3E
KadecTBa JIeKapCcTBEHHbIX npenapaToB. [loa penakuueit boikoBckoro C.H., Bacunenko M. A.
u 1p. - M.: U3n-Bo «llepor, 2014. — 656 c.

dapmaneBTrueckas paspadoTka. [lox penakuueit beikoBckoro C.H., Bacunenko U.A. u np. -
M.: uzn-Bo «Ilepon, 2014. - 460 c.

. HOHOJ’IHI/ITCHBHBJI JIAaTeparypa

Tect «PacTBOopeHue» B pa3paboTKe M pEruCTpalH JIeKapCTBEHHBIX cpenacTtBy». [lox
penakiuenn beikoBckoro C.H., Bacunenko M.A., MakcumoBa C.B. - M.: Uzn-Bo «Ilepo»,
2014. -488 c.

[IpompbInieHHBIH MapKeTHHT [DnekTpoHHbId pecypc]| / B.b. Anekceenko [u ap.]. - M. : U3a-
Bo PY]JIH, 2008. - 124 c. : un. - ISBN 978-5-209-02637-2 : 0.00. Pexxum nmocryma:
http://lib.rudn.ru/ProtectedView/Book/ViewBook/1919.

VYrpaBneHue puckamu B MPOU3BOJICTBEHHO-XO3AWCTBEHHOM IEATEIBHOCTH MPEANPUATUS
[Tekct/anexTpoHHBIN pecypc]: YuebHo-MeToanyeckoe mocodue / B.b. Anekceenko, I'.M.
KytnbieBa. - DnekTpoHHbIE TEKCTOBBIE AaHHBIE. - M. : U3n-Bo PYIH, 2013. - 87 c. - ISBN
978-5-209-04695-0: 105.02. Pexum JocTymna:
http://lib.rudn.ru/ProtectedView/Book/ViewBook/3331.

NHHOBalMm B CUCTEME TOCYJapCTBEHHOIO, TEPPUTOPUAIBHOTO M KOPHOPATUBHOTO
yrpaiieHus [ DnekTpoHHbIN pecypc]: COopHuk Hay4yHbIX ctateid. Mocksa. 2011 1./ Ilox. pen.
A.M. 3060Ba, [1.0. SAMmonbckoiil. DIeKTpoHHBIE TeKCTOBbIe naHHbie. M.: U3n-so PY]/IH,


http://lib.rudn.ru/ProtectedView/Book/ViewBook/1919
http://lib.rudn.ru/ProtectedView/Book/ViewBook/3331

2011. 201 C. Pexum JIOCTYTIA:
http://lib.rudn.ru/MegaPro2/UserEntry?Action=Rudn_FindDoc&id=434482&idb=0

5. ®oHI OLEHOYHBIX CPEACTB, IpPEAHA3HAYEHHBIM Ul YCTAHOBJIEHUS B XOJE
aTTECTAIIMOHHBIX HCIBITAHUH COOTBETCTBHUS/HECOOTBETCTBUSL YPOBHS TOATOTOBKH
BBIITYCKHUKOB, 3aBEpIIMBIIAX  OCBOCHHUE OIl BO 10 HaIIpaBJICHUIO
MOITOTOBKH/CIIEUAIBHOCTH, TpeboBaHusM  cooTBeTcTByomero @®I'OC BO mo
Hanpasiennto 33.04.01 «[IpombinuieHHas papmanus.

[TpumMep 3K3aMEHALIMOHHOTO OUseTa

OEIEPAJIBHOE 'OCYAAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXIEHUNE BBICIHIEI'O OBPA3OBAHUA

POCCUNCKHNI YHUBEPCUTET JIPYXEbI HAPOJIOB

NuctutyT Onoxumuyeckoit Texnonoruu u Hanorexnosnoruu (MBXTH)

DK3aMeHAIMOHHBIC OMJIETHI [Tl POBEJCHUS TOCYIApPCTBEHHOTO dK3aMEHa
nio HarnpasieHuto 33.04.01 «[IpombimenHas hapmarusy
«buodapmaneBTuyecke TEXHOJIOTUH U yIIpaBieHHE (GapMIIPOU3BOICTBOM

BMJIET N 1

1. TIpusemure oOLIHE TONOKEHHS M HEOOXOAUMBIE YCIOBHUS [UIs OHOCHHTE3a OHOJIOTHYECKH
akTuBHBIX BemecTB (BAB) B ycoBUsSX OMOTEXHOJIOTHYECKOTO TTPOU3BO/ICTBA.

2. Tlepeuncianre OCHOBHBIE HAIpaBIICHHS MOAM(DUKALUU IEPOPATBHBIX CHCTEM JIOCTABKU
JICKaPCTBCHHBIX CPEJICTB.

3. KakoB xapakTep B3aMMOJCHCTBHUS 3JICKTPOMArHUTHOTO H3JIy4CHUS C BEIICCTBOM?
[TepeuncnuTe BUIBI CIIEKTPATBHOTO aHAIN3A.

Hupexrop UBXTH S.M. CranuieBckui

B PoccuiickoMm YHUBCPCUTETC ,I[py>K6BI HapOoI0B B Ka4Y€CTBC CHUCTCMblI OLICHKHK KadCCTBa
OCBOCHHUA O6y‘IaIOH_II/IMI/ICH IIpOorpaMMbl HPAKTUKHU ITPHUHATA 0aILHO 'peﬁTHHFOBaH CHUCTEMA.
CoOTBETCTBUE CUCTEM OIICHOK:

Bamisl Tpamuumonnsle |  bamisl 11 nepeBoaa OueHku OueHkun
BPC oueHku B PO OLICHOK ECTS
95-100 5+ A
86 - 100 5
86 - 94 5 B
69 - 85 4 69 - 85 4 C
61 - 68 3+ D
51 - 68 3
51-60 3 E
31-50 2+ FX
0-50 2
0-30 2 F



http://lib.rudn.ru/MegaPro2/UserEntry?Action=Rudn_FindDoc&id=434482&idb=0

[IIkaJia o1leHKH 332 MUCHbMEHHBIN OTBET HAa TOCYIAPCTBEHHOM 3K3aMeHe: O1eHKa
«5» (OTJINYHO) CTaBUTCS, ECIIU:

MIOJIHO PACKPBITO COJIEpKAHKUE MaTepHaja SK3aMEHAIIMOHHOTO OnieTa;

Marepuai U3JI0KEeH I'PAMOTHO, B ONIPEICIICHHON JIOTHYECKOM II0CIIEI0BATEIbHOCTH;
MIPOJAEMOHCTPUPOBAHO CUCTEMHOE U IIIyOOKO€ 3HAHKE IPOrPaMMHOI0 MaTepHaa;

TOYHO MCIIOJIB3YCTCA TCPMUHOJIOT'UA;

[IOKa3aHO yMEHHME WJUIOCTPUPOBATH TEOPETUYECKHUE IIOJIOKEHUS KOHKPETHBIMH
IIpUMepaMu, IPUMEHATh UX B HOBOW CUTYyAllUH;

IIPOJIEMOHCTPUPOBAHA CIIOCOOHOCTh TBOPYECKH NPUMEHATH 3HAHUE TEOPUU K PELICHUIO
npodecCuoHaNBHBIX 3a]1a4;

MIPOJIEMOHCTPUPOBAHO 3HAHUE COBPEMEHHOM yueOHOM U HaydHO! JTUTEpaTypHl;
AOMYIICHBI OJHA — JBC HETOYHOCTH IHPHU OCBCHICHUHW BTOPOCTCICHHLIX BOIIPOCOB,
KOTOPBIE UCIIPABIIIOTCS MO 3aMEYaHUIO.

Orenka «4» (XOpoIo) CTaBUTCSA, €CITH:

BOIPOCHl  AK3aMEHALIMOHHOTO  MaTepHuaja M3JIaraloTcs  CHUCTEMAaTH3UPOBAHO U
MOCJIEI0BATEIbHO; _ IPOAEMOHCTPUPOBAHO YMEHHUE aHAIM3UPOBATH MaTepHUall, OJHAKO HE
BCC BBIBO/JIbI HOCAT apryMEHTHUPOBAHHBIN U JOKA3aTCIIbHBIN XapaKTEP,
IIPOJAEMOHCTPUPOBAHO YCBOCHHE OCHOBHOM JINTEPATYPHI.

OTBCT YAOBJICTBOPACT B OCHOBHOM Tpe6OBaHI/I$IM Ha OLICHKY «5)), HO ITpH 3TOM UMECT O ANH
U3 HEJIOCTATKOB!

B M3JIO’KEHUHU JAOMYIIEHBI HEOObIINE MPOOeibl, He UCKAa3UBILNE COJAEPKAHUE OTBETA;
JOIYIIEHbI OJJUH JiBa HEJOYeTa IPU OCBELICHUHM OCHOBHOTO COJAEP’KaHHUS OTBETA,
HCIPABJIEHHBIE 10 3aMEYaHUI0 K3aMEeHaTOopa.

Omnenka «3» (yIOBIETBOPUTEIBHO) CTABUTCSI, €CIIH:

HEMOJIHO WM HEMNOCJEeI0BaTEIbHO PACKPBITO COJAEpkKaHHEe MaTepuaia, HO MOKa3aHO
ofliee TMOHMMAaHHWE BOIMpPOCAa U TMPOJAEMOHCTPUPOBAHBI YMEHHUS, JIOCTaTOYHbBIC JUIf
JalbHENIIIEro YCBOCHUS MaTepuaa;

YCBOEHBI OCHOBHBIE KaTErOPHUH 10 pacCCMaTPUBAEMOMY U JIOTIOJHUTENIBHBIM BOIPOCAM; _
MMEJHCh 3aTPYAHEHUS WIH IOTYIICHbI OIIMOKH B ONPEIeNICHUU MMOHATHH, HCTIOIb30BAHUH
TEPMHUHOJIOTHH, UCIIPABJIEHHBIE MTOCIIE HECKOJIBKIX HABOJAAIIUX BOIIPOCOB;

P HENOJHOM 3HAHUM TEOPETHUECKOr0 Marepuaia BbISBIIEHA HEJAOCTaTOYHAs
chOpMUPOBAHHOCTh KOMIETEHLIUN, YMEHUN U HABBIKOB, CTY/IEHT HE MOXXET MPUMEHUTH
TEOPHUIO B HOBOU CUTYaIUU;

MIPOJIEMOHCTPUPOBAHO YCBOCHHUE OCHOBHO TUTEPATYPHI.

Onenka «2» (HEeyJOBJIETBOPUTEIHHO) CTABUTCSI, €CIIH:

HC PACKPBITO OCHOBHOC COACPIKAHHUC yqe6H0r0 Marcpualia,

O6H3py>KeHO HE3HAHUWE WM HEIMOHMMaHHe OoJblell WM Haubojaee BaKHOM YacTH
y‘le6HOl"O MaTcpuraa,

AOIMYIICHBI OIIMOKHA B OIIPCACIICHUN HOHHTHfI, IIpru HCIOJIb30BAHUKU TCPMHUHOJIOTHUH,
KOTOPBIC HEC UCIIPABJICHBI MTOCJIC HECKOJBKMX HABOIAIINUX BOIIPOCOB,

HC C(I)OpMI/IpOBaHBI KOMIICTCHIIUHU, YMCHHA U HABbIKH.

Kpurepun olieHKH BBITYCKHON KBaTM()PUKALMOHHON pabOThI



Cucrema oneHku — 1kana 100 0amwios.

Paznen IToka3zarenu XapaKTepUCTUKH
UccnenoBanue 8 BBenenue AxTyanbHOCTh TeMbl. CTeneHb pa3paboTaHHOCTH
0ayoB npoonembl. HoBusna wuccnemoBanusi. OOBEKT,
46 bamios npeamer. Llens (omma), 3amaun. IIpakTthdeckas |
Teopernyeckas 3HaUUMOCTh. JIuTepaTypHbIi 0030p,
MaTepuajbl U METOIbl UCCIEOBAHMUS, PE3yIbTAThl U
UX 00CYyXKJICHHE
Hannune Bcex Ha3BaHHBIX KOMITOHEHTOB M JIOTHKA
U3JIOKEHMSL.
5 3axmroueHue Jloruka u riryOMHa MpeICTaBICHHBIX BBIBOJIOB B
0amnoB COOTBETCTBHU C LEINBIO ¥ 3a]]a9aMH UCCIIEJOBAHUSI.
10 CrpykTypa PackpebiTre Tembl. JIoruka U3noKeHus: TeKCTa.
0aJuIOB |HCCIIEIOBAHHUS CooTBeTcTBHE KOHTEHTa TEME€ HCCIICIOBAHMS,
Ha3BaHWW IJIaB U maparpagoB — HMX COAEPIKAHHIO.
CTHIb U3II0KEHUS.
5 CIMCOK  HMCIONB3YeMbIX| AKTYaIbHOCTh HCIIOJIb3yEeMbIX HCTOUHUKOB U
0asI0B |MCTOYHUKOB u urepaTyphl: 70% MCTOYHUKOB JIOJDKHBI OBITH HE
JUTEPaTyphl crapuie 10 et
8 Omnupudeckas 6azau | Matepuanbl 1 MeTOBI. [IpecTaBUTENLHOCTD,
0aJuIOB |METOJIONOTHUS aKTYyaJbHOCTh M HOBH3HA MaTepHAalIOB.
HCCIICTOBAHMS O00OCHOBaHHOCTDb UX BBIOOPA.
10 Teopus u paKTHKa COOTHOITICHUE TEOPUH U TIPAKTUKU. AHAIIA3
0alIoB |MCCIIeOBaHUS TEOPETHUECKUX BOMPOCOB. AHAIIN3 MPAKTHYECKOT'O
onbiTa. HoBu3Ha.
Odopmnenune |12 TuTymbHBII sucT, | CoriiacHO yTBEPIKACHHBIM TPeOOBaHUAM
12 GaminoB 0ajIJIoB |CHOCKH, OrJIaBJICHHE,
oubmmorpadrs, BEIBOIBI
K TJIaBaM, Tpadudeckas
CTPYKTYpa TEKCTa
Ipouenypa |10 Peus YyBCTBO, TOJIK, pACCTAHOBKA.
3aIUTHI 0amioB
34 Ganna 12 IIpe3enTarus IIpesenTanus — rpaduyeckuii pedepar gurmioMa
0amioB
12 OneHnBaeTCs CTPYKTYypa Mpe3eHTalnd U
OamioB COOTHOIIIeHHE TeKcTa U Tpaduku. [IpesenTamms
JIOJDKHA «IIPOJABATHY TEKCT.
OTBeTHI Ha BOIPOCHI Uerkne, KOHKPETHBIE OTBETHI HA ITOCTABIICHHBIE
BOIIPOCHI
Cpoku 3 6amna |JlaHHBIE TIpemocTaBIsET Y TBEPIKICHUE TEMBI U HAYYHOTO PYKOBOIMTENS
8 bayoB cekperapb 'AK COTJIaCHO CPOKaM.
5 Gannos Crnaua B ['AK BbimyckHO# paOOTHI B IEYaTHOM H
AJIEKTPOHHOM BHJIE COTIIACHO CPOKAM

100-95 % - ucKIIOUNTENBHO BHICOKHI YPOBEHB
96-86°/0 - 0ueHb BHICOKHIT YpOBEHb

85-69 94- nocraTouHo

BBICOKHI YPOBEHb

68-51 % - npuemieMblil ypoBeHb, TpeOyeT 10padoTKU
50-31 - He COOTBETCTBYET KPUTEPHUSIM OLIEHKU

6. TpeGoBaHMs K BRITYCKHON KBaTU(PHUKALIMOHHON padoTe
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6.1. K3amure BKP nonmyckaercs oOyuarommiicsi, cIaBInii rocyJapCTBEHHbIH SK3aMeH
3amura BKP npoBoanuTCes Ha OTKPHITOM 3ace€aHUM rOCYIapCTBEHHON SK3aMEHALIMOHHOM
komuccuu (I'9K).

I'ocynapcTBeHHas UTOroBas arrecralys IMPOBOAUTCS B BUAE ycTHOro npexacrasieHus BKP .
C MOCJENYIOIKUMH YCTHBIMHU OTBeTaMH Ha Bonpockl 4ieHoB ['OK B cooTBeTcTBuM ¢ [lonoxeHnem
yauBepcutreta o BKP. Jlokman w/mmm otBeTsl Ha Bompochkl wieHoB ['DK moryr ObITh Ha
MHOCTPaHHOM SI3BIKE.

Bce 3acenanus ['OK npoBoasTcs B CTpOroM coOTBETCTBUU ¢ TpeboBanusiMu [lonoxenus o0
UTOTOBOM TOCYJapCTBEHHOM aTTeCTallMM BBITYCKHUKOB B PoccuiickoM yHUBEpCUTETE IPYxkKObI
HapoqoB (mpuHsATo Pemenuem VYuénoro Cosera PVY]JIH, mporoxon Ne6 ot 22.06.2009,
yTBepkaeHo mpukazom Pextopa Ne 551 ot 30.06.2009).

Pemenus I'OK odopmistoTcs mpoTokoiaamMu, KOTOpbIE NEPENAOTCs ISl XpAaHEHUS B apXUB
YHUBEPCUTETA B YCTAHOBJIICHHOM IOPSIKE.

6.2. B pamkax mpoBeJeHHUs 3aIIUTHl MArUCTEPCKOM JFCCEPTAIIK IPOBEPSETCS CTETIEHB
OCBOEHMS BBIITYCKHUKOB CJICAYIOIINX KOMIIETCHIWN:
YHUBEpCaIbHbIE KOMIIETECHIINN:

- CriocoOeH OCYIIECTBIATh TMOUCK, KPUTUYECKUN aHaNIW3 TMpPOOJIEMHBIX CHUTyallMid Ha OCHOBE

CHCTEMHOTO TI0X0/1a, BBIpabaThiBaTh cTpateruto aeiicteuii (YK-1);

- Cnoco0eH ompeIeNuTh U pealn30BaTh MPHOPHUTETH COOCTBEHHOM NIESTETHHOCTH U CIIOCOOHI e

COBEPIIICHCTBOBaHUs Ha 0cHOBe camoorieHkH (YK-6).

Oo6uenpodeccuonanpubie komnereHmu (OIMK):

_ CnocobeH mpoBOAWTH W OPraHHW30BHIBATH HaydHbIE HCCIEAOBaHUSA B oOnacTu oOpalieHus
nekapcTBeHHBIX cpencts (OIIK-3);

_ Crnoco0eH K aHanm3y, CHCTeMaTH3allly U MPEACTaBICHNIO TaHHBIX HAYYHBIX MCCIICAOBAaHHUN B
obmactu obpaieHus aekapcTBeHHbIX cpeacTs (OITK-4).

6.3. IlepeueHb TeM MaruCcTepCKUX AUCCEPTALIHIMA:

1. JleATenbHOCTh MO BAJIHMAAIMH TPOIECCOB, KBATU(UKAIIUKU OOOPYIOBAHUS M CHCTEM,
HCIIOJIb3YEeMBIX B MPOMBIIIJICHHOM  MPOU3BOJCTBE  JICKAPCTBEHHBIX  CPEJCTB
(CHHTETHYECKUX, OHOJIOTMYECKHX, HMMYHOOHOJOTHYCCKUX, OHOTEXHOJIOTHUCCKUX,
TCHOTEPANEBTHYCCKUX, pPaauo(papMaleBTHICCKHX, TOMEONATHYCCKUX, MPHUPOJTHOTO
MIPOUCXOXKICHHUS U MEUIIMHCKHIX T'a30B).

2. OpraHM3allMOHHOEC U PETYIATOPHOE COIPOBOXKICHHE MPHUKIAJHBIX MCCICAOBAaHUN B
o0jacTH  pa3pabOTKM HOBBIX JICKAPCTBEHHBIX CPEACTB W YCOBEPIICHCTBOBAHHUS
IIPOMBIIIIJICHHO MPOU3BOUMBIX JIEKAPCTBEHHBIX CPEJICTB (CHHTETUYECKHUX, OMOJOTHYECKHIX,
UMMYHOOHOJIOTHUECKUX, OMOTEXHOJIOTHYECKHX, FCHOTEPAIEeBTHYCCKHUX,
paarodapMalieBTUYECKUX,  TFOMEOINATHYECKHX,  MPUPOJHOIO  IPOUCXOXKACHUS U
MEIUIIMHCKUX Ta30B).

3. JlesATeIbHOCTD IO KOHTPOJIIO Ka4eCTBa IPHU MPOMBIILICHHOM IPOM3BOCTBE JICKApCTBEHHBIX
CpeACTB (CHHTETUYECKUX, OMOJOTMUECKUX, UMMYHOOHOJIOTHYECKHIX, OMOTEXHOJIOTHYCCKHX,
TeHOTEPANeBTHUECKUX,  paanodapMalleBTUYECKUX, TOMEOMATUYECKUX, MPUPOJHOTO
MIPOUCXOKICHUS U MEJUIIMHCKHIX T'a30B).

4. JlearenbHOCTh MO OOCCIEUEHHUIO KavyeCTBa W BBIMYCKY B OOpaIleHHE MPOMBIIUICHHO

MPOU3BCIACHHBIX JICKAPCTBCHHBIX CPCICTB (CI/IHTeTI/I‘leCKI/IX, 6I/IOHOFI/I‘{eCKI/IX,
I/IMMYHO6I/IOJIOFI/I‘ICCKI/IX, 6I/IOTeXHOHOFI/I‘{eCKI/IX, FCHOTCPAINICBTUYCCKUX,
pa,Z[I/IO(l)apMaL[eBTI/I‘-ICCKI/IX, roMCOIaTU4YCCKUX, MMpUpPpOAHOIO IMPOUCXOKACHU A u

MEIUITUHCKUX Ta30B).

5. OpTaHI/I3aHI/I${, BCACHUC n YIIpaBJICHUC TEXHOJIOT'MYCCKUMH nponeccamu npu
MMPOMBIIIJIICHHOM IMPONU3BOACTBC JICKAPCTBCHHBIX CpCACTB (CI/IHTCTI/IHCCKI/IX,
6I/IOJ'IOTI/ILICCKI/IX, I/IMMyH06I/IOJIOFI/I‘-ICCKI/IX, 6I/IOTCXHOJ'IOFI/ILICCKI/IX, FCHOTCPAIICBTUYCCKUX,
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pamuodapMareBTUYeCKUX, TOMEOMATHYCCKUX,  IMPUPOJHOTO  TPOUCXOKACHUS U
MEIUITUHCKUX T'a30B).

OCOOGEHHOCTH TEXHOJIOTUH U3rOTOBIICHUS HAHOCYCIIEH3UN U HAHOAMYIIbCUI, OCHOBBIBASICh
Ha AaHaJIMW3€ peUenTypbl anTeK M HOMEHKIATypbl IIPENapaToB MPOMBIILIEHHOTO
IIPOU3BOJICTBA.

CucTeMHBIH MOIX0]T K OM3HEC-TUIAHUPOBAHUIO B (papMarieBTHIEeCKON OTpaciiy.
OCHOBHBIEC IPUHIMIIBI (PAPMALIEBTUIECKON 3TUKU U JCOHTOJIOTHH.

AHanu3 accopTUMEHTa JIEKAPCTBEHHBIX (OpM U OHMOJOrMYECKH AKTHUBHBIX J00aBOK,
00Ja/1al0IUX aHTHOAKTEPHUATBHONW aKTUBHOCTBIO.

CoBpeMeHHbIE TeH/IEHIIUU Pa3BUTHsI MEpUEHIAli3UHra U €ro BiIusHuE Ha 3()()EeKTUBHOCTD
MpoJIaXX B papMaleBTUYECKUX PEITPUSITUSIX.

AHanu3 crpoca M HCCIEJOBAaHWE AaCCOPTUMEHTa OOBOJIAKMBAIOIIMX JIEKAPCTBEHHBIX
MpenapaToB M JIGKAPCTBEHHOTO PACTUTEIHLHOTO CHIPBSI.

Oco0eHHOCTH MOTYYSHHS M KOHTPOJIh KAYeCTBA BOJIbI OUMIIIEHHOM U BOJIBI JUIsl UHBEKITUHN B
aIlTeYHbIX OPraHU3AMSIX.

MonutopuHr (akToOpoB MOBBIIIEHHS KOHKYPEHTOCHOCOOHOCTH B (papMalleBTUYECKUX
OpraHu3alusx.

Oco0eHHOCTH TEXHOJIOTUN U3TOTOBJICHUS, KOHTPOJIb KaueCTBa U IyTH COBEPIIEHCTBOBAHUS
B HW3TOTOBJIEHHMM JIEKAPCTBEHHBIX IMpENaparoB M OHOJOTHYECKH AaKTHUBHBIX J00aBOK C
HCIO0JIb30BAHNEM HAHOYACTHII.

CpaBHHTENBHBI aHAJIM3 METOJOB CHHTE3a IYOWJIBHBIX BEIIECTB B PACTUTEIBHBIX
IKCTpaKTAaX.

MOHI/ITOpI/IHF MCTOOOB, TMPUMCHACMBIX IIpU KOMIIOHOBKE PpaCTUTCIBHOIO0  CbIPbA,
IPUMECHACMOIO JJIsA JICUCHUSA BOCIIAJIUTCIIBHBIX 3a00J1€BaHUAX OpraHoB JbIXaHU:.

Oco0eHHOCTH OpraHU3alK OXpaHbl TPyAa Ha (papMaleBTUYECKUX MPEITPUSITUSIX.
[1yTtu ycoBepIieHCTBOBaHHUS MTPOLIECCOB yIpaBieHUs (hapMaleBTUUECKUM IPOU3BOACTBOM.

Oco0eHHOCTH 3aKOHOJATEIBLHOTO PEryJlIUpOBaHUs JIMLEH3UPOBaHUS (apMalleBTUUYECKOM
NeSITeIbHOCTH.

Oco0eHHOCTH MCHCI>KMCHTA B (bapMaHeBTI/I‘leCKI/IX OopraHusanuiax.
Pa3pa60TKa MCTOAMK CTaHAApTU3alUKU PACTUTCIIBHBIX JICKAPCTBEHHBIX CPEACTB.
OCO0EHHOCTH TEXHOJOTHH U3rOTOBJIEHUS ImperaparoB, COACPKAIINX HAHOYACTHUILIBI.

Ananu3 ¢apManeBTHUECKUX CYOCTaHIIUNM BUTAMUHOB I'pyMIibl B, UX jekapcTBEHHBIX (HopM
1 pa3paboTKa MjaHa MapKeTHHTa.

KOHTpOJ'IL Ka4yeCTBa JICKAPCTBCHHBIX IIPCIIAPATOB KaJblMd W Mardusa IIpOU3BOJACTBA
komnanum «Takena cDapMaCBIOTI/IKaJ'IC».

JIuuieH3upoBaHHUEe MTPOU3BO/ICTBA JICKAPCTBEHHBIX CPEICTB.

MOHHUTOPHUHT a3p030JIbHBIX YaCTUL] U MUKPOOPTaHU3MOB B aCENTHYECKUX NOMEUICHUAX U
JIOKaJIbHBIX 30HaX MPU MPOU3BOJICTBE BAKIIMH.

Opranuzanus paboT MO M3YYEHUIO U BHEJIPEHUIO HAyYHO-TEXHUYECKUX JOCTHIKEHHH,
NEPEOBOTO OTEYECTBEHHOI'O U 3apyOe’KHOTO OIbITa IO MPOU3BOJCTBY JIEKAPCTBEHHBIX
CPEACTB.

Opranuzanus mnopsaka pa3paboTKu, OG(OpPMIIEHUS, BbIIAYM, HU3IBATHSI M XPaHEHUS
JOKYMEHTOB (hapMalleBTUUECKON CHCTEMbl KaueCTBa.

Benenne — yuera  perilaMeHTHUpPYIOIIEH M pPEruCTpUpYIOIIEH  JOKYMEHTalluu
(bapMareBTHUECKON CUCTEMBI Ka4eCTBa.
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30. Opranmzanusi BeJEHUS 3amiceil MO IMPOM3BOJCTBY, VYIAKOBKE, B JOKyMEHTaX,
MOATBEPXKAIOLIUX ITPOU3BOJICTBO CEPHUIl JIEKAPCTBEHHBIX CPEJACTB, B COOTBETCTBUU C
YCTaHOBJICHHBIMH TPeOOBAHUSAMU

31. Benenue yuera JOKYMEHTOB B paMKax (hapMarleBTUYECKOM CHCTEMBI KA4€CTBA

32. CocraBjieHre IUIAHOB KOPPEKTUPYIOUIMX W MPEAYNPEKAAONNX JEHCTBHHA  JUIs
MUHHMU3ALNN WIA UCKIIIOYEHHS PUCKOB Il KaUeCTBA JIEKAPCTBEHHBIX CPECTB

33. Opraumsanuss ¥ KOHTPOJIb TIPOLECCOB  (hapMalEeBTUUECKOW CHCTEMBI  KauyecTBa
JIEKapCTBEHHBIX CPEJICTB

34. Opranuzanus oreHKd dPPEKTHBHOCTH IPOIIECCOB B OTHOIIEHUU KaYeCTBA JIEKAPCTBEHHBIX
CpeACTB.

35. OpraHuzanust TPOILECCOB JTOKYMEHTOO0OpOTa (hapMaleBTHYECKOM CHCTEMBbI KadecTBa
JICKApCTBCHHBIX CPCACTB.

36. YmpasiieHre mporeccaMu OT3bIBa C PhIHKA HECOOTBETCTBYIOIIEN TIPOIYKIIHH.

37. Opranmsarniss ¥ KOHTPOJIb  paboOThl 1m0  obecreueHui0  (DYHKIIMOHUPOBAHHS
(hapmalleBTUUECKON CUCTEMbI KaueCTBa JIEKapCTBEHHBIX CPEJICTB.

38. Pa3paboTka TUTaHOB TOBBIMICHUS 3()HEKTUBHOCTH (HapMaIlEBTHUECKOTO TPOM3BOJICTRA,
ycTpaHeHUs Opaka B OpraHU3aIiH.

6.4. 3amauu, KOTOpbIE OOYUJAIONTUICS TOJDKSH PEIIUTH B TIPOIECCE BHITIOTHEHHS MariCTEPCKOM
JIMCCEepPTALINY.

6.5. Drtambl BBIIOJHEHHS BBIMTYCKHOW KBalMpuKanroHHOH paboTsl (BKP), ycinoBus nomycka
oOydJaromerocss K MpoIeaype 3aliuThl, TpeOOBaHUS K CTPYKType, O00ObeMY, COICPKAHUIO H
opopMIIEHHIO, a TakXKe T[epeuyeHb O00f3aTeIbHbIX U PEKOMEHIYEMBIX JIOKYMEHTOB,
Mpe/ICTaBIsIeMbIX K 3alluTe yka3zaHbl B [IpaBmiax moAroToBKU U OGOPMIICHHUS BBITYCKHOM
KBATM(UKAIIMOHHONW pabOThl BBITyCKHHUKA Poccuiickoro yHHMBEpCcHTETa APYKOBI HApOJIOB,
yTBepkIeHHBIX [Ipukazom pexkropa Ne 878 ot 30.11.2016 .

[Iporpamma pazpaborana B cootBercTBHH ¢ TpeboBanusmu OC BO PY/IH.
[Iporpamma rocyiapcTBEHHOM UTOTOBOM arTecTanuu yreepxaeHa YdyenbiM Cosetom MBXTH,
npoTokod Ne 31 ot «07» utonst 2021 1.

Pazpabotunku:
[Tpodeccop UBXTH, a.x.H. N.A. Bacunenko

[Tpodeccop UBXTH, a.dpapm.H. A.N. MapaxoBa

PykoBoauTens nmporpammsi:

Hupexrop UBXTH, n.x.H. . M. CranuieBckuii
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