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1. HEJb IMTPOBEJEHUS M 3AIAYU TOCYJIAPCTBEHHOI UTOTOBOIA
ATTECTALIAU (THA)

Heasto nposenenust [ MMA B pamkax peanusamuu OIl BO «buodapmarieBrudeckue
TEXHOJIOTUU U yNpaBlieHue (papMIpOU3BOIACTBOMY SIBISETCS ONpPEAeNIeHne COOTBETCTBUS
pe3ynbpTaToB ocBoeHus oOydatoumucs OI1 BO cooTBercTByromum tpedoBanusim GI'OC
BO umu OC BO PY/IH.

3agayamm rocy1apcTBEHHOW UTOTOBOM aTTeCTAllUU SIBIISIOTCS:

- IpOBepKa KayecTBa 00y4EeHHsI TMUHOCTH OCHOBHBIM I'YMaHUTAPHBIM 3HAHUSIM,
€CTECTBEHHOHAYYHbIM 3aKOHAM M SIBICHHUSM, HEOOXOAMMBIM B MpPO(hecCHOHATBHON
NEATEIbHOCTH;

- OIpEIEJICHUE YPOBHSI TEOPETUYECKONW M MPAKTHYECKON MOATOTOBICHHOCTH
BBIITYCKHUKA K BBIMOJIHEHUIO TPO(ECCHOHANBHBIX 3a7ad B COOTBETCTBUU C
MOJTy9aeMOi KBaTM(pUKAITHECH;

- YCTAaHOBJICHHE CTENEHHU CTPEMJICHHS] JIMYHOCTU K CaMOpa3BUTHIO,
MOBBILLIEHUIO CBOEH KBaM(UKAIIMU U MacTEPCTBA;

- MpoBepKa CPOPMUPOBAHHOCTH Yy BBINYCKHUKA YCTOWYMBON MOTHBALIMHU K
npodeccuoHaNbHON AESITEIbHOCTH B COOTBETCTBUM ¢ mNpeaycMoTpenHbiMu OC BO
PYJIH/®I'OC BO tunamu 3a1a4 npoQeccuOHaIbHON A€ TENbHOCTH;

- OLIEHKAa YPOBHS CHOCOOHOCTH BBITYCKHUKOB HAaXOJAWTh OPTraHU3aIl[MOHHO-
YIPaBJICHYECKUE PELICHUS] B HECTAHAAPTHBIX CUTyalUsIX U TOTOBHOCTU HECTH 33 HUX
OTBETCTBEHHOCTb;

- obecrieueHue HMHTErpali  O0Opa30BaHHMsI M HAYYHO-TEXHUYECKOU
JeSITEIbHOCTH, MOBbIIICHNE 3()()EKTUBHOCTH HCHOIB30BAHUA HAYYHO-TEXHUYECKHX
JOCTXKEHUH, peOpMUPOBaHIE HAYUYHOU c(hephl U CTUMYIMPOBAHUE MHHOBAIIMOHHON
JEATEIBbHOCTH;

- oOecreyeHrne KayecTBa TMOATOTOBKU CIEIIUAIMCTOB B COOTBETCTBUHU C
tpeboBanusimMu OC BO PYIH/®I'OC BO.

2. TPEBOBAHUA K PE3YJIBbTATAM OCBOEHHUA OII BO

KTHA nomyckaercst 00ydaromuiics, He UMCIOIIHNI akaJeMUYECKON 3aI0JDKEHHOCTH U
B TIOJITHOM O0BbEME BBITIOJIHUBIIUN y4eOHBIN TJIaH WU UHAUBUAYAIbHBIA yU4eOHBIN TUTaH
OII BO.

[To oxonuanuto ocBoeHuss OIl BO BbIyCKHHK MOJDKEH 00JafaTh CIEAYIOIUMU
yHHBepcaJabHbIMHU KoMNeTeHIusAMH (YK):

Kox n HanmenoBanne YK
YK-1 CnocoOeH ocCymecTBIsITh KPUTHUYECKHHM aHalu3 NpOOJIEMHBIX CUTyallud Ha OCHOBE
CHUCTEMHOTI'0 II0JIX0/1a, BbIpadaThIBaTh CTPATETHIO JEHCTBHIMA
'YK-2 CriocoOeH yrpaBisaTh IPOSKTOM Ha BCEX dTalax ero KHU3HESHHOTO UK

YK-3 CnocobeH opraHu30BbIBaTh M PYKOBOJUTH pabOTONW KOMaHbI, BEIpabaThiBass KOMAaHIHYIO
CTPaTEruio 1Js JOCTHXKEHHUS [TOCTABJICHHOW LIEH

YK-4 Cnoco0GeH MpUMEHSATh COBPEMEHHbIE KOMMYHHUKATHBHBIE TEXHOJOTHHM, B TOM YHCJE Ha
MHOCTPAHHOM (bIX) SI3BIKE (aX), IS aKaJeMUYECKOT0 U MTPOPECCHOHATBHOTO B3aUMOICHCTBUS

'YK-5 Cioco6eH aHanu3upoBaTh U YYUTHIBATh pa3HOOOpa3ne KyJIbTyp B IPOIECCE MEKKYIBTYPHOTO
B3aUMOJCUCTBUSA




Kox u HanmeHnoBanne YK

YK-6 CnocobeH ompenensiTb U peaan30BBIBATH NPHOPUTETHl COOCTBEHHOH NEATENBbHOCTH H
CIIOCOOBI €€ COBEPIICHCTBOBAHHSI HA OCHOBE CAMOOIICHKH

VK-7. CnocoOeH: HCKaTb HYXXHbIE HCTOYHUKHM HH(POPMALMU M JlaHHbIC, BOCIPUHHUMATH,
QHAJIM3UPOBaTh, 3alIOMHHATh U IIepeaBaTh HHPOPMALIUIO C UCIOJIb30BAHUEM LIU(PPOBBIX CPE/CTB,
A TaKKe C TIOMOIIBI0 AITOPUTMOB NpU paboTe C TMOITYYEHHBIMH U3 PA3IMYHBIX HCTOYHHUKOB
TAaHHBIMH C LIETbI0 3(()EKTUBHOTO MCTIOJIb30BAHMS TOTYYSHHON HH(OPMALIUY TS pEILICHHs 3a1a4;
MPOBOJUTH OICHKY MH(OpMAIUH, €€ JTOCTOBEPHOCTh, CTPOUTH JIOTHUECKUE YMO3AKIIIOYCHHUS Ha
OCHOBAHMHU NOCTYNAIOIIUX UH(OPMALMH U TAHHBIX

- o0menpogeccuonanbHbIMU KoMHIeTeHuamu (OI1K):

Koa v nanmenosanue OIIK

OIIK-1 CriocobGeH K OpraHu3alfy, YIIPaBICHUIO U PYKOBOJCTBY pabOTON MPOU3BOACTBEHHOTO,
PETYJISTOPHOTO WJIM HMCCIIEOBATEIBCKOTO MMOJIPA3/ICICHUs B COOTBETCTBHHM C YCTAaHOBJICHHBIMU
TPeOOBAHUSMH U JTYUIIIMMU IPAKTUKAMHU

OIIK-2 CriocobeH K OpraHu3alyy B3aWMOJICHCTBHS MPOWU3BOAMTENEH JIEKAPCTBEHHBIX CPEICTB,
Hay4yHBIX OpraHu3aluil ¢ QenepaJibHBIMUM OpraHaMu MCIIOJHMUTEIbHOW BJIacTU W OpraHaMu
MCIIOJTHUTENIbHOM BilacTH cyObekToB Poccuiickoil denepanuu, OCyIECTBISIOUMME TIOJTHOMOYHS B
cdepe oOpaleHus JIeKapCTBEHHBIX CPEICTB

OI1K-3 CrnocobeH mpoBOAUTH U OPraHU30BBIBATh HAYYHBIE MCCIIEOBaHUS B 001acTu oOpalieHus
IIEKapCTBEHHBIX CPEJICTB

OI1K-4 CniocoOeH k aHanu3y, CuCTeMaTU3aluu U MPEACTABIECHUIO IaHHbIX HAYYHbIX HUCCIIE€0BaHUN
B 00JacTH 00palleHUs JEKaPCTBEHHBIX CPEJICTB

OI1K-5 CrnocoOeH k IMPUMCHCHUTIO METOJOB YIIPABJICHUA NHHOBAIIUOHHBIMU TPOLIECCAMU B obnactu
06pau1eHH;1 JICKApCTBCHHBIX CPCACTB

OI1K-6 Crioco0OeH ompenensiTh METOIbI U HHCTPYMEHTBI 00ECIIeYeHHUsT KauecTBa, MPUMEHSIEMbIC B
oOslacTn OOpalleHHs JIEKapCTBEHHBIX CPEJACTB C YYETOM JKH3HEHHOTO NHKJA JIEKAapCTBEHHOTO
cpeacTBa

- npogeccuoHAJIbHbIMM KoMmneTeHuusamMH (11K):

Kon u nanmenoBanue IIK

[IK-1 Cnocoben pa3pabaTbiBaTh, OpPraHU30BBIBATH pPa3pabOTKy M  BHEAPSTH HOBBIE
TEXHOJIOTUYECKHE PEUICHHs, PYKOBOAUTH paboOTOH MO TPOEKTUPOBAHHUIO, CO3JAaHHUI0 H
PEKOHCTPYKIIMM  (hapMaleBTUYECKOTrO0 IPOU3BOACTBA B COOTBETCTBHMM C YCTAaHOBJIEHHBIMU
TpeOOBaHUSAMH M TEPEOBBIM OTEYECTBEHHBIM M  3apyOeXHBIM OIBITOM IPOU3BOCTBA
TIeKapCTBEHHBIX CPECTB

[1K-2 CmocobeH paccMaTpuBaTh W YTBEPXKIATh TOKYMEHTAIHIO, CBS3aHHYIO C TPOHM3BOJICTBOM
NIEKAPCTBEHHBIX CPEICTB, U OPraHW30BBIBaTH €€ BBIIOJIHEHHE, OLIEHUBATh IPOU3BOACTBEHHYIO H
OTYETHYIO JOKYMEHTALUIO, KACAIOLIYIOCS TEXHOJIOTMUYECKUX IIPOLECCOB

[1K-3 CnocoGeH pa3pabaTeiBaTh W OPraHU30BBIBATH MEPOIPHUATHS IO YIYUIICHHIO KadecTBa
BBITyCKaeMoil Npoaykuuu, 3¢@ekTuBHOCTH (papMalleBTUYECKOTO MPOM3BOJICTBA, YCTPAHEHUIO
Opaka, COTJIacCHO MPUHILMIIAM CTaHJApTU3AlMU U KOHTPOJIS KauecTBa JIEKAPCTBEHHBIX CPEICTB

[1K-4 CrocoGeH NpUMEHATh NPUHIUNBI (hapMaleBTHUECKOH MHUKpPOOUOIOrMH, acenTHUKU U
TOKCHKOJIOTHH, (papManeBTUYeCKOil TEXHOJOTMM B YACTH BBIMOJHAEMBIX TEXHOJIOTHUECKUX
[IPOLIECCOB

[MK-5 CriocobeH mpuMeHSTh METOJbI CTATUCTUYECKOTO YIPABICHHUS Ka4yeCTBOM, CTATUCTUYECKUE
METO/Ibl, TIPUMEHSIEMBIC TPH OICHKE PE3yJbTATOB HCHBITAHUN TEXHOJIOTMYECKHX IMPOIECCOB U
BaJIU AN




Kon u naumenoBanue IIK
[MTK-6 CrmocoOeH OpraHM30BBIBATH BATHIAIUIO TEXHOJOTUYECKUX TMPOIECCOB U AHATUTHYCCKHUX
METOIHK, KBATM(PUKAIUIO TTOMEIICHUH U 000pYy10BaHUsI, HH)KEHEPHBIX CHCTEM

3. COCTABTI'NA

I'MA mMoxeT npoBOAUTHCS Kak B 0OUHOM (hopmare (oOydaroImuecs U rocyAapCTBEHHAS
’K3aMEHallMOHHas KoMmuccus Bo BpeMs nposeaeHus ['MA naxomsarcs B PY/IH), Tak u ¢
HCIIOJIb30BAHUEM JIMCTAHIIMOHHBIX 0Opa3oBaTenbHbIX TexHojorui (HOT), moctymHbIx B
DnekTpoHHOM nH(popManoHHO-00pazoBaTenbHOM cpeae PY/IH (DHUOC).

[Topsaok mpoBenennss [MMA B ounom dopmate wiu ¢ ucnonbzoBanuem (JOT)
pEerIaMEHTUPYETCSI COOTBETCTBYIOUIUM JIOKAIbHBIM HOpMAaTUBHBIM akToM PY J[H.

ITMA 1o OII BO «buodapmaneBTuyeckue TEXHOJIOTHHM U YIPaBJICHUE
(bapMIpoN3BOJICTBOMY BKIIIOYAET B CEOS:

- rocyapcTBeHHbIN 3Kk3ameH (1'D);

- 3allUTY BBITYCKHOM KBanu(ukannoHHoi padotsl (BKP).

4. IPOTPAMMA T2

['ocynapcTBeHHBIN K3aMEH MPOBOJUTCS MO OJHON MM HECKOJIBKUM TUCUUILIMHAM U
(monymsim) OIT BO, pe3ynbTaThl OCBOSHHUS KOTOPBIX UMEIOT OMpPEACIISIONniee 3HAaUCHUE s
poQeCCHOHANTBHON NESITEIbHOCTH BBITYCKHUKOB.

O0weMm I'D o OII BO cocrasisier 3 3a4eTHBIE €QUHHUIIBI.

['ocynapcTBEeHHBIN 3K3aMEH MTPOBOJAUTCS B JIBa dTara:

[TepBeIiif 3Tanm — OIleHKa YPOBHS TEOPETHUECKOW MOATOTOBKH BBIITYCKHUKA B (hOpMe
KOMITBIOTEPHOTO TECTUPOBAHUS C HCIOJIB30BAHUEM CPEACTB, JAOCTYIHBIX B DIEKTPOHHOM
uH(popMannoHHo-00pa3zoBarensHoit cpene PYIH (OMOC);

Bropoii sTam — olleHKa NPAaKTUYECKOW MOJArOTOBKM BBIIYCKHUKA K Oyayriei
poQeCcCHOHANTBHON ACATEILHOCTH B (hOpME PEIICHUSI MPOU3BOJICTBEHHBIX CUTYaIIMOHHBIX
3a/1a4 (KecoB).

Jlnst moarotoBku obyuaroniuxcs k caaue ['D pykoBoautens OIT BO (He mo3aHee yem
3a OAWH KajJeHAapHBIM Mecsr g0 Hadasa [TIA) o0s3aH O3HAKOMHTH OOYYAFOITUXCS
BBIIIYCKHOTO Kypca C Hacrosmed nporpammor ['MA, wucuepnbiBaromuM MepeyHEM
TEOPETUYECKUX BOINPOCOB, BKIOUaeMblx B ['D, mnpumepamMu NpOU3BOJICTBEHHBIX
CUTYallMOHHBIX 3a7a4 (KeWCOB), KOTOpblE HEOOXOAUMO OyIeT pemuTh B TPOIEcCce
MIPOXOKJICHUS aTTECTALIMOHHOTO UCTIBITAHUSA, a TAKXKE C IMMOPSAIKOM IMPOBEACHHUS KaXA0r0 U3
sTanoB ['D 1 METOANKON OIICHUBAHMS €TO PE3YJIHTATOB (C OIIEHOYHBIMU MaTepHaIaMu).

Ilepen I'D mnpoBoauTcs 00s3aTeIbHOE KOHCYJIBTUPOBAHHWE OOYYAIOIIMUXCA 10
BOIIpOCaM H  3ajadaM, BKIIOYEHHBIM B Tmporpammy IO (mpemdk3aMeHaIlMOHHAsS
KOHCYJIbTAIHs).

[Topsimok mpoBeAeHUs] KOMITBIOTEPHOTO TeCTUpOoBaHus B paMkax [ A cienyrommii:

Tect BritouaeT 150 TeCTOBBIX BONMPOCOB MO JUCHUILUIMHAM IMPOTPaMMBbI, KaKJIOMY
CTYJICHTY TIpeJJiaraeTcs J1aTh OTBETHI Ha 50 BOIPOCOB, BHIOPAHHBIX B PAaHIOMHU3UPOBAHHOM
nopsiike. Ha mpoxoxaeHue roc. TecTupoBaHus OTBOAUTCS 60 MUHYT. MakcuMaIbHbIN 0ast
— 100 6. Ilpu momyuenun cBoime 50 6amI0B, CTYJSHT IOMYCKAETCS K TOCYAAPCTBEHHOMY
DK3aMEHY.

[Topsimok mpoBeaeHust BTOporo stana ['D cieayromuii:



DK3aMeH MPOBOAUTCS B MHUCbMEHHOW ¢opme. Ha BhImonHeHNe SK3aMEHAIMOHHOM
MUCbMEHHOW paboThl OoTBOAMTCS 120 MUHYT. DK3aMEHAIIMOHHBIM OWJIET COIEPKHUT 3
BOIPOCAa, MO OJHOMY M3 KaXJOro pasjena, Ha KOTOpble HEOOXOJUMO IPEICTAaBUTh
IIMCbMEHHBIM PAa3BEpHYThIM OTBET. [IpaBWIbHBIN, pa3sBEpHYTBIA OTBET, HAa KaXABIA M3
BOIPOCOB NMUCBMEHHOI'O 3K3aMEHaI[MOHHOro Ouiera oneHuBaercs B 100 OamioB, 3aTem
BBICUUTBHIBAETCS] CPEIHUIN Oayu1 3a Tpu Bompoca. TakuMm o0pa3oM, 32 BEpHOE BBIIIOJIHEHUE
INUCBMEHHOM (POPMBI S3K3aMeHa MOKHO MaKCUMaIbHO NosryuuTh 100 6aios.

OnenuBanue pe3ynapTaToB cradv ['D mpoBOAUTCS B COOTBETCTBUM C METOJIMKOM,
M3JI0)KEHHON B OLICHOYHBIX MaTepualiaxX, MpeACTAaBICHHbIX B lIpunoxkeHnn Kk Hactosmen
nporpamme ['A.

5. TPEBOBAHMUS K BKP U ITOPSAIOK EE 3AIIIUTHI

BKP npencraBnsier co0oil  BBINOJHEHHYIO — OOydaromumcsi  (HECKOJIbKUMU
00y4YalIKUMHCS COBMECTHO) paboTy, JAEMOHCTPHUPYIOIIYIO YPOBEHb MOJArOTOBICHHOCTH
BBIITYCKHUKA K CAMOCTOSATEIBbHON MPOPECCUOHATIBHOM 1€ TEIbHOCTH.

[lepeueHb TeM  BBIYCKHBIX  KBaTU(UKAIMOHHBIX  paloT,  MpeJjiaraeMbiX
oOydJaImuMcsT K BBIIIOJIHEHUIO, YTBEP)KIAeTCsl pacropsokeHueM pykoBoautens OVYIIL,
peanuzytomero OII BO, u 1goBOAWTCS pPYKOBOOUTEIEM NPOrpaMMbl [0 CBEACHUS
0o0ydJaroImuxcs BEITYCKHOTO Kypca He Mmo3/iHee 4eM 3a 6 MecsiieB o natel Havana [1A.

Homyckaetcs moarotoBka u 3amura BKP mo teme, mpeanoxkeHHol 00ydarommmcs
(0OyyarouMucs), B yCTaHOBICHHOM MOPSJIKE.

K 3ammure BKP nonyckaercs oOyuaromiuiicsi, caasmmii 3.

K 3ammre npomyckaercss TONMBKO NOJHOCTHIO 3akoHueHHass BKP, noanucannas
BBIITYCKHUKOM (BBIMYCKHUKaMH), €€ BBIIOJHUBIIUM, PYKOBOJUTENIEM, KOHCYJIbTAHTOM (IIpU
HaJIu4uM), pykoBoautTeneM Bboimyckatomero BYII u OVII, mpoweamas npouenypy
BHEIIIHETO PELIEH3UPOBAHUA (11 MAaTUCTPATyPhl U CHEIHATUTETa 0043aTeIbHO) U IPOBEPKY
Ha 00BbEM 3auMcTBOBaHU (B cucteMe «AHTuiaruary). K BKP, nomyiennoi 1o 3aumThl, B
00513aTeIbHOM MOPAJKE MPUKIIAJBIBACTCS OT3BIB PYKOBOJIUTENS O paboTe BBITYCKHHUKA MPH
noaroroske BKP.

C uenbio BBISIBICHHUS U CBOEBPEMEHHOI'O YCTPAHEHUS HEJOCTAaTKOB B CTPYKTYpE,
coaepxxanun u odopmienuu BKP, me mosnnee uem 3a 14 nHeil no maTel €€ 3allMTHI,
MPOBOJIUTCST PEMETUIMS 3alluThl OOydYarolMMHCS CBOeW paboThl (mpea3amura) B
npucyrcreum pykosoautenss BKP u npyrux npenogasareneit Boinmyckaroniero bYIIL

3ammra BKP npoBoauTcs < Ha  OTKPBITOM — 3ac€JaHUM  TI'OCYJAapCTBEHHOM
sk3aMeHanmoHHou komuccuu (I'9K).

ATTecTalMOHHOE MCTIBITAHUE MPOBOJUTCS B BUJE YCTHOTO JOKJIaJa O0yYarOMIUXCs C
00s13aTeNbHON MyJIbTUMEIUHHON (Tpaduueckoif) mpe3eHTauen, oTpa)aroleld OCHOBHOE
conepxxanue BKP.

[lo 3aBepuieHHIO JOKJIAJa 3alIMINAIOIIKAECS JAlOT YCTHBIE OTBETHI Ha BOIIPOCHI,
Bo3HUKIIKE y wieHoB ['OK mo remartuke, cTpykrype, conepxxanuto uiu odpopmienuto BKP u
npoduno OIl BO. [oxnan w/mnu oTBeThl Ha Bompochl wieHoB ['DK moryt ObiTh Ha
MHOCTPAHHOM SI3bIKE.

Oranel BeinodaHeHus: BKP, TpeGoBanus k cTpykType, 00beMy, COIEpPKAHHUIO U
opopMIIEHHIO, a TakKXKe TMepedeHb O00s3aTelIbHbIX M PEKOMEHAYEMBIX JOKYMEHTOB,
IPEICTaBISEMBIX K 3aIUTE YKA3aHbl B COOTBETCTBYIOIUX METOANYECKUX YKA3aAHUSIX.



OuenuBanue pe3ynbraToB 3amuThl BKP npoBoguTcss B COOTBETCTBUU ¢ METOAMKOM,
U3JIOKEHHON B OLIEHOYHBIX Marepualiax, INpeacTaBieHHbIX B lIpuioxkeHnn k Hacrosmen
nporpamme ['A.

6. YYEBHO-METOAUYECKOE n NHOOPMAIIMOHHOE
OBECIIEYEHUME I'MA

OcHosnas numepamypa 013 noocomosku k 1’2 u evinonanenuro u sauume BKP:
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Cranumesckuii - M. : I'DOTAP-Menua, 2021. — 144 ¢. : uin. - ISBN 978-5-9704-5845-
7.
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M. H., baxpymmna E. O. - Mocksa : [DOTAP-Menua, 2022. - 448 c. - ISBN 978-5-
9704-6338-3. - Tekct : anexTponnslii // ObC "KoncynsTanT ctynenta' : [caitr]. - URL
. https://www.studentlibrary.ru/book/ISBN9785970463383.html (mata oOpamienus:
26.05.2022).
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JeKapcTBeHHBIX cpeAcTB. B nByx Tomax. Tom 1 : yueOnuk / M. . Kpachiok, H. b.
Hemuna, E. O. baxpymmna, M. H. Anyposa; nox pen. M. U. Kpacuioka, H. b.
Hemunoii. - Mocksa : [DOTAP-Menaua, 2020. - 352 c. - ISBN 978-5-9704-5535-7. -

Texkcr : anextponssiii // OBC "KoncynbranTt ctynmenta" : [caiit]. - URL
https://www.studentlibrary.ru/book/ISBN9785970455357.html (mata oOparmieHus:
26.05.2022).

4. Kpachwok, W. W. buodapmanus, win OCHOBBI (apMalleBTHUYECKON pa3pabOTKH,
MPOU3BOJICTBA U OOOCHOBAHMS JM3aiiHa JEKapCTBEHHBIX (popM : yueOHOe mocodue /
N. U. Kpacuiok, H. b. [Ilemuna, M. H. AnypoBa, H. JI. ConoBbeBa. - Mocksa :
['O0TAP-Menua, 2020. - 192 c. : un. - 192 c. - ISBN 978-5-9704-5559-3. - Tekcr :

anektponusli  // OBC "Koncynmbrant crtymenta" : [cait]. - URL
https://www.studentlibrary.ru/book/ISBN9785970455593.html (mata oOpareHus:
25.05.2022)

5. duHaHCOBBIM MeHETKMEHT: ydeObHoe mocobue / B.A. EpmakoB. - DnexkTpoHHBIE
TEeKCTOBBIC JaHHbIE. - Mocksa : PYJIH, 2021. - 75 c. : un. - ISBN 978-5-209-10683-8.
https://lib.rudn.ru/MegaPro/Download/MODbject/8699

6. OCHOBBI PKOHOMHKH W MEHEDKMEHTa : ydeOHo-Meroamueckoe mocobme / O.C.
Kopo6GoBa. - DnexTpoHHble TeKCTOBbIE NaHHbIe. - MockBa : PY/IH, 2020. - 57 c. -
ISBN 978-5-209-10703-3 : 154.72.
https://lib.rudn.ru/MegaPro/Download/MObject/8988.

7. Pamenckas, I'. B. KonTposb kauecTBa u CTaHAapTH3ALUS JIEKAPCTBEHHBIX CPECTB /
oA pen. Pamenckoii I'. B. , Opaa6aesoii C. K. - Mocksa : [ 90TAP-Menua, 2020. -
352 c. - ISBN 978-5- 9704 5412-1. - Tekcrt : anextponnsiit // IbC "KOHcynLTaHT

cTyneHra" [caiit]. - URL :
https:/www. studenthbrary ru/book/ISBN9785970454121.html (mata oOpameHus:
26.05.2022).

Jlononnumenvuasn numepamypa 0ns noocomosku K 19 u evinoanenuio u 3awume BKP:
1. Kommenrapuii k PykoBoactBy Espomeiickoro Coro3a mo Hajuiexaimeil NpakTHUKe
IPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB JJISl YeJIOBEKa U MPUMEHEHUSI B BETEpHUHAPHUH /


https://lib.rudn.ru/MegaPro/Download/MObject/8699
https://lib.rudn.ru/MegaPro/Download/MObject/8988

8.
9.

C.H. beikosckuii, U.A. Bacunenko, .P. Kam0Oon, C.B. Makcumo ; Ilox pexn.
C.H.bsikosckoro, U.A.Bacunenko, C.B. Makcumosa. - M. : Ilepo, 2014. - 488 c. : ui. -
ISBN 978-5-91940-773-7 : 0.00.

KonTpons kauectBa nexkapctBeHHbIX cpeacTB / Ilnmerenésa T. B. , Ycnenckas E. B. -
Mocksa : I'D90TAP-Menua, 2019. - 544 c. - ISBN 978-5-9704-4835-9. - Tekcrt :
anektponHsld  //  ObC  "Koncymprant crymenta" @ [cait]. - URL
https://www.studentlibrary.ru/book/ISBN9785970448359.html  (mara  oOpatmienus:
26.05.2022).

XuMHYeCcKass TEXHOJIOTHS JIEKapCTBEHHBIX BelIeCTB. OCHOBHBIC MTPOIIECCHI XUMUIECKOTO
CHHTE3a OMOJIOTMYECKH aKTHUBHBIX BelIeCTB : yueOHoe mocobue / A.A. HMo3zen, b.B.
[Taccer, B.S. Camapenko, O.b. lllennukona. - CII06. : Jlans, 2016. - 356 c. - ISBN 978-
5-9114-2037-7 : 1399.20.

Tect «PacTBOpeHue» B pa3pabOTKe M PErHCTpalUH JIEKapCTBEHHBIX cpeAcTB». llon
penakuuei beikockoro C.H., Bacuienko 1. A., Makcumona C.B. - M.: U3a-Bo «Ilepoy,
2014. -488 c.

YrpaBineHrue pucKaM# B IPOU3BOACTBEHHO-X03IHCTBEHHOM AEATEIbHOCTH MPETPUSTHS
[Texct/anexTpoHHBI pecypc]: YueOHO-MmeToanmueckoe mocobue / B.b. Anekceenko,
I''M. KyTisieBa. - DeKTpoHHBIE TEKCTOBBIE AaHHbIE. - M. : M3n-Bo PYIH, 2013. - 87 c.
- ISBN 978-5-209-04695-0: 105.02. Pexum JOCTYyTIA:
http://lib.rudn.ru/ProtectedView/Book/ViewBook/3331.

OCHOBBI BaIMAAIMHA MHUKPOOHOJOTHUUECKUX METOIUK (HapMalleBTUYECKOrO aHaau3a :
yuebnoe nocodbue / O.B. I'ymap, H.I'. Caxno, P.A. AGpamoBu4. - 2-¢ u3n., cTep. ;
DNeKTpOHHBIE TEKCTOBBIE NaHHBIE. - Mocksa : PYJIH, 2020. - 221 c. : un. - ISBN 978-5-
209-10353-0. https://lib.rudn.ru/MegaPro/Download/MObject/8436

Pecypcur ungopmayuonno-menexommynuxayuonnot cemu « Mumepremy:

OBC PY]JIH u croponnue ObC, K KOTOpPbIM CTYJ€HTHl YHUBEPCUTETA UMEIOT JOCTYI Ha
OCHOBAHUU 3aKJIIOUYEHHBIX I0TOBOPOB:

- DIIeKTPOHHO-OMOIMOTEeUHAS cucrema PYJIH — 29bC PYJIH
http://lib.rudn.ru/MegaPro/Web

- ObC «YHuBepcuterckas Oubmuoreka onnaita» http://www.biblioclub.ru

- OBC HOpaiit http://www.biblio-online.ru

- OBC «KoHcynbTaHT cTyneHTa» Www.studentlibrary.ru

- OBC «Jlanb» http://e.lanbook.com/

- ObC «Tpourkuit MOCT»

ba3bl JaHHBIX U IOMCKOBBIE CUCTEMBI:
- DJIEKTPOHHBIM (OHA TMPaBOBOM W HOPMATHBHO-TEXHHYECKOH JIOKyMEHTAIHH
http://docs.cntd.ru/
- mouckoBas cucrema Sunekc https://www.yandex.ru/
- mouckoBas cucrema Google https://www.google.ru/

10. - pedepatuBnas 6a3a nanusix SCOPUS http://www.elsevierscience.ru/products/scopus/



http://lib.rudn.ru/ProtectedView/Book/ViewBook/3331
http://lib.rudn.ru/MegaPro/Web
http://www.biblioclub.ru/
http://www.biblio-online.ru/
http://www.studentlibrary.ru/
http://e.lanbook.com/
http://docs.cntd.ru/
https://www.yandex.ru/
https://www.google.ru/
http://www.elsevierscience.ru/products/scopus/

7. OILEHOYHBIE MATEPUAJIBI W BAJJbHO-PEUTUHIOBASI
CUCTEMA OIEHUBAHUA YPOBHA CO®OPMHUPOBAHHOCTH
KOMIIETEHIIAM Y BBIITY CKHUKOB

OneHouHble MaTepHalbl M OaNIbHO-PEHTUHIOBas CHCTEMa OLIEHWBAaHUS YpPOBHS
c(OPMUPOBAHHOCTH KOMIETEHUMH 1o wuTtoram ocBoeHuss aucuumimael OIT BO
«buodapmarieBTHUECKHE TEXHOIOTHH U yIIpaBieHUe (HapMIIPOU3BOICTBOMY MPECTABICHbI
B [Ipunoxenun k Hacrosmen nporpamme ['A.

PYKOBOJAMTEJIb BBIITYCKAIOLIEI'O OVII:

e e

HUBXTH CrannmeBckuii S1.M.
Haumenosanue bYII TTonmnuce dammmsa N.0.
PYKOBOJIUTEJIBb OII BO:
A
U S
Jupexrop UBXTH CrannmeBckuii S1.M.
HomxraocTth, OYII [Toanuce ®damumus U.0.



[Tpunoxenue

OueHovHbIe MaTePUAJIbI M 0A/IbHO-PETHHIOBAs CHCTEMA
B PoccuiickoMm yHUBEpCUTETE APY>KOBI HAPOJIOB B KAYECTBE CHCTEMbI OIICHKU Ka4eCTBA OCBOCHHS
00y4JarIUMUCS IPOTPAMMBI TPAKTUKU MPHHSATA OAJUTBHO-PEUTHHIOBAsI CHUCTEMA.

CoOTBETCTBHE CUCTEM OIICHOK:

bamsl TpaguunoHHbIE bamner qs nepeBona OrieHKH OueHku
BPC OLIEHKHU B PO OLIEHOK 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

[IIxana oleHKU 3a MMCbMEHHBIA OTBET HA TOCYAapCTBEHHOM dk3aMmeHe: OreHka
«5» (OTIMYHO) CTaBUTCA, ECIIU:

IIOJIHO PAaCKpPBITO COAEPKAHNE MAaTEpUaa IK3aMEHALlMOHHOT O OuileTa;

MaTepUa U3JI0KEH TPAMOTHO, B ONIPEACICHHON JIOTHYECKOH IOCIEI0BATEIIBHOCTH;
IIPOAEMOHCTPUPOBAHO CUCTEMHOE U IIIyOOKO€E 3HaHUE POrPaMMHOI0 MaTepuaa;

TOYHO MCIOJIb3YETCsl TEPMUHOJIOTHS;

IIOKa3aHO YMEHUE WIUIFOCTPUPOBATH TEOPETUUECKHE MTOJI0KEHHSI KOHKPETHBIMU ITPUMEpPaMH,
IIPUMEHSATH UX B HOBOM CUTYallUH;

IPOJEMOHCTPUPOBAHAa CIIOCOOHOCTh TBOPYECKM NPUMEHSATh 3HAHUE TEOPUHM K PELICHHIO
npodecCHOHATIBHBIX 33/1ay;

IIPOJIEMOHCTPUPOBAHO 3HAHNE COBPEMEHHOW yueOHOM U Hay4yHOU JTUTepaTyphl;

AONMYIICHBI OJJHA — ABC HCTOYHOCTHU ITPU OCBCIICHHUU BTOPOCTCIICHHBLIX BOITPOCOB, KOTOPHBIC
HCIIPABIIIOTCA 110 3aMEYaHHUIO.

Ornenka «4» (XOpoIo) CTaBUTCS, €CIIU:

BOIIPOCHl  SK3aMEHAIIMOHHOTO MaTepuana H3JlaraloTcsli CHCTEMaTU3UpPOBAaHO U
MOCJIeI0BATENBHO; _ IPOJEMOHCTPUPOBAHO YMEHUE aHAIU3UPOBATh MaTEpHall, OJHAKO
HE BCE BBIBOJIbI HOCSIT apTyMEHTHPOBAHHBIN U I0Ka3aTeIbHBINA XapaKTep;
IIPOJEMOHCTPUPOBAHO YCBOEHUE OCHOBHOM JIUTEPATYypHI.

OTBET Y/AOBJETBOPSIET B OCHOBHOM TPeOOBAHMIM Ha OILEHKY «5», HO MPU ATOM HMEEeT
OJIMH U3 HEIOCTATKOB:

B M3JIO’KEHUU JOMYIIEHBI HeOObIINE MTPOOEIIbI, HE UCKA3UBIINE COJEPKaHUE OTBETA;
JOMYUIEHbI OJJUH JIBa HEJ0YETa MPU OCBEIICHMH OCHOBHOIO COAEpPKaHUS OTBETA,
WCIIPaBJIEHHBIE 10 3aMEYaHHIO IK3aMEHATOpa.

Onenka «3» (y10BIETBOPUTENBHO) CTABUTCS, €CIIH:

HEMOJIHO WM HENOCIEA0BATEIBHO PACKPBITO COJAEPkKAHUE MaTepHalia, HO IOKA3aHO
o0Iiee TMOHMMaHWE BOMpPOCa W MPOJEMOHCTPHUPOBAHBI YMEHUS, IOCTATOYHBIC JIJIS
JAJTbHEUIIIET0 YCBOECHUSI MaTepUana;

YCBOEHBI OCHOBHBIE KaT€TOPUHU IO pacCMaTpPUBAEMOMY U JOMNOJHUTEIBHBIM BOIIPOCAM;
— HNMCIINCH SanyJIHeHI/ISI NI JIOI'IyIIIeHI)I OH_II/I6KI/I B onpegleneHm/I HOHS[TI/If/'I,
HCMOJIb30BAHUM TEPMHHOJIOTHUU, MCIPABICHHBIE TOCIE€ HECKOJbKHX HABOISAIINAX
BOIIPOCOB;



IIpru HCIOJHOM 3HaHHMM TCEOPCTHYCCKOI0 MaTepuajla BbIABJICHA HCEAOCTATOYHAA

c(OPMHPOBAHHOCTH KOMIIETEHIIHM, YMEHUI 1 HABBIKOB, CTYJICHT HE MOXET NPHUMEHUTh
TEOPHIO B HOBOM CUTYallUH;

MIPOJIEMOHCTPUPOBAHO YCBOCHUE OCHOBHOI JINTEPATYPHI.

Onenka «2» (Hey10BJIETBOPUTEIBHO) CTABUTCSI, ECIIN:

y4eOHOro MaTepHana;

HEC PACKPBITO OCHOBHOC COJACPIKAHNUE yqe6Horo Martcpuala,
06Hapy>I<eHo HE3HAHWE WM HEMOHHMAaHue OoNbIeld Wiad Haubojiee BaKHOM YacTH

AOIYIICHEBI OIIMOKU B OIIPECACIICHUU HOHHTHﬁ, IIpH HKCIOJB30BAaHUH TCPMHUHOJIOTHH,

KOTOPBIC HE UCITPABJICHEI ITOCJIC HECKOJBKHUX HABOAAIINX BOIIPOCOB,

HE C(l)OpMI/IpOBaHBI KOMIICTCHI N, YMCHUSA U HABBIKH.

Kpurepuu ornieHKH BBITYCKHON KBATH(UKAIIMOHHON PaOOTHI
Cucrema oneHkn — 1mkana 100 0amios.

Paznen [Tokazarenu XapakTepucTUKU
Hccenenosanne | 8 6amnos | Benenue AxktyampHOCTH  TeMmbl.  CrtemeHp — pa3pabOOTaHHOCTH
npobnemsl. HoBusHa wuccnenoBanus. OOBEKT, IpeaMer.
46 Ganon Lens (omua), 3amaun. IlpaxTuueckas u TeopeTuueckas
3HAYUMOCTh. JIuTeparypHsIii 0030p, MaTepuaIbl U METOJIBI
WCCIIEJOBaHMS, PE3YNIBTATHI I X 00CYyKACHHE
Hamiume Bcex Ha3BaHHBIX KOMIIOHEHTOB U JIOTHKA
U3JIOKECHUSI.
5 6amnoB |3aKiaroueHUE Jloruka u r1yOMHA IpPEICTAaBICHHBIX BHIBOJIOB B
COOTBETCTBHH C LIENIBIO U 33/1a4aMH UCCIICIOBAHNUS.
10 6anos | CtpykTypa HccnenoBanus |PackpbiTie Tembl. JIornka U3JI0:KEeHHs TEKCTa.
CooTBeTcTBHE KOHTECHTA TEME HCCIICAOBAHUS, HA3BAaHWH
IJ1aB ¥ naparpagoB — ux cojiepxaHuio. CTUIIb U3JI0KEHHUS.
5 6amios |Criucok UCIIOJIb3YeMbIX AKTYaJIbHOCTh UCIIOJIB3yEMBIX HICTOYHUKOB U JINTEPATYPHI:
MICTOYHHUKOB ¥ JtuTepaTyphl | /0% NCTOUYHUKOB JOJDKHBI OBITH HE CTaple
10 ner
8 bao | Ommupuyeckas 6aza u Marepuanst u  Meronsl.  [IpeacTaBHTENbHOCTH,
METOHOJIOTHS aKTyaJbHOCTh M HOBHM3HA MaTepHaioB. OG0CHOBaHHOCTh
UCCIIeOBaHUS uX BBIOOpA.
10 6anos | Teopus 1 IPaKTHKA CooTHOLIIEHWE  TEOpPUM W TPAKTUKH.  AHam3
HCCIIeIOBAHMS TEOPETHYECKHUX BOIIPOCOB. AHAIIN3 IIPAKTHYECKOTO OTIBITA.
HoBusHa.
Odopmienue | 12 6amioB | TUTYAbHBINA JIUCT, CHOCKH, | COTJIACHO yTBEPkKIEHHBIM TPEOOBaHUSIM
12 6auioB OIJIaBJICHHE,
oubnmorpadusi, BEIBOIBI K
TJ1aBaM, rpadudeckas
CTPYKTYpa TeKcTa
IIpouemypa 10 6annos [Peup YyBCTBO, TOJIK, pACCTAHOBKA.
SaUHTRI 12 Gannos |[IpesenTanus IpesenTanus — rpaduueckuii pedepar auroma
(rpaduueckast BU3yann3aiusi KOHTCHTA).
34 Gamna OrneHnBaeTCs CTPYKTypa MPE3SHTAIINN U COOTHOIIICHHE
TeKkcTa U rpaduku. [Ipe3eHranms JomKHA «IIPOAaBATHY
TEKCT.
12 Ganmos | OTBETH HAa BOIPOCHI YeTkue, KOHKPETHBIE OTBETHI Ha IOCTABJIEHHBIE BOTIPOCHI
Cpoxu 3 0amna |JlaHHble — TpeoCTaBisieT Y TBEPKACHHE TEMbl 1 HAYYHOIO PYKOBOJHUTENSI COTTIACHO
8 bamtoB cexperaps 'AK CpOKaM.
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5 GaioB Cnaga B I'AK BBITycKHOW paOOTHI B TEYaTHOM H

3JICKTPOHHOM BHUJC COTJIACHO CPOKaM

100-95 % - uckIOYUTENBHO BEICOKUNA YPOBEHB

96-86°/0 - oueHb BBHICOKHI YPOBEHB

85-69 94- nocTaToYHO BBICOKHI YPOBEHB

68-51 % - mpuemieMblii ypOBEHB, TPEOyeT TOpabOTKH
50-31 - HE COOTBETCTBYET KPUTEPHUSIM OICHKH

HpHMep O9K3aMCHAIIlMUOHHOI'O ounera

®EJIEPAJIBHOE 'OCYJIAPCTBEHHOE ABTOHOMHOE
OBPA30OBATEJILHOE YUPEX/EHUE BBICIIIET'O OBPABOBAHUS
POCCUMCKUM YHUBEPCUTET JIPYKEbl HAPOJIOB

Nucturyt 6moxumudeckoit Texunonoruu u Hanotexunosnoruu (MbXTH)

DK3aMeHAIIMOHHBIE OMJIETHI IS MPOBEACHUS TOCYAAPCTBEHHOTO 9K3aMeHa
no Hanpasiennio 33.04.01 «IIpombiniuieHHas dhapmarus»
«buodapmarieBTuyecKkie TEXHOJIOTUU U YIIPABICHUE
(bapMIpou3BOACTBOM

BUJIET N 1

1. Tlepeunciure OCHOBHBIC HAMpPABICHUS MOMMU(DUKAIMN MEPOPATBHBIX CUCTEM TOCTABKH
JIEKapCTBEHHBIX CPEJICTB.

2. 3akoHopmarenbHas 0a3a, PEryaHPYOMIas TMPOIEAYPY PErHCTPAldK JICKapCTBEHHBIX
npemnaparoB. [IpoGiema B3aMMONpHU3HAHMS PETHCTPALMU JIEKApPCTBEHHBIX IPENnapaTtoB B
Pa3IMYHbIX CTPAHAX.

3. [IlpuBemure o0OmIHEe TOMOKEHUS W HEOOXOMMMBIC YCIOBUSL ISl  OMOCHHTE3a
Ouosornuecku akTuBHbIX BemiecTB (BAB) B yciioBusix 6MOTEXHOIOTMYECKOTO IPOM3BOCTBA.

Hupexkrop UBXTH AM. CranuiieBckuii

Cooepoicanue 20cy0apcmeeHno20 IK3aMeHA. NPUMEPHBIU nepedenb B0NpOoCos,

BbIHOCUMDbBIX HA 2ocy()apcmeeHHbzﬁ IK3AMEH.

Hucuummaa «Opranu3anys 1 yrnpasieHue papMareBTHIeCKUM ITPOU3BOCTBOM

1. TexHONOrWs NPUHATUSA U peaNU3alUU YIPABICHUYECKUX PEUIEHWM Ha pa3IMYHBIX

YPOBHSX UEpapXuH B PapMaIleBTHUECKOM CEKTOPE SKOHOMUKHU.

2. IlpennpuHumaTenscTBO B (hapMareBTHYeckoM OnsHece. CTPyKTypa U OCOOCHHOCTH

pa3paboTku Ou3Hec-TUTaHa.

3. T'ocynapcTBeHHOE oOecnieueHue KadyecTBa JIEKAPCTBEHHbBIX cpeacTB B PD. Cucrema

FOCY}I&pCTBGHHOﬁ pErucTpalii U KOHTPOJIA Ka4eCTBA JICKAPCTBCHHBIX CPCIACTB.

4. Opranuzauys 1 KOHTPOJIb (papMaleBTHUECKON e TEIbHOCTH.
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5. HopmartuBHas 6a3a perynupoBanus B chepe obpamenusi JIC. OCHOBHbIE TEPMUHBI.
OcCHOBBI TOCYHApCTBEHHOM TOJUTUKU B cdepe oxpaHbl 370poBbsi. OCHOBHBIE
MIPUHIIUIIBI 3/[PaBOOXPAHEHUS.

6. KoMMmyHukanuu B ynpaBieHUH (apMarleBTUICCKUMU OpraHU3anusMi. MOTHBAIUS
Tpyna. OCHOBHBIE TEOpPHUM MOTHBALIMM, WX MPUMEHEHHE B (papMaleBTUUECKOM
OusHece.

7. CoBpeMeHHbIE BUIbI MH(OPMALIMOHHOTO OOCITYKMBaHUS, OpraHU30BaHHbIE Ha 0Oaze
CPEIICTB BBIUYMCIUTENbHON TEXHUKM U CBs3u. [lporpamma uHOOpMAIOHHOTO
MapKeTHHTa.

8. Homenknatypa noimkHOCTEH (dapMaleBTUYECKUX CHEeIHAIUCTOB. ATTECTalusl U
CHUCTeMa TIOBBIIICHHUS] TMPOPECCHOHATBPHON KBaTU(PUKALMKU  CIEHUATUCTOB C
(hapMarieBTHYECKUM 00pa30BaHKUEM, OLIEHKA TPYI0BOM A TEILHOCTH.

9. MapkeTrHTOBBIC KOMMYHHUKAIIMU: OTpPE/CICHIEe, cxema npoBeacHus. Onpenenenne
LIETIEBOM ayJTUTOPUM KOMMYHHMKAIIUM, 1eel U OropkeTa KOMMYHHUKaUid. MeTobl
MapKeTHHTOBOI'O aHajJdM3a pPBIHOYHBIX BO3MOXKHOCTEH (apmaleBTUUEeCKuX |
anTEeYHbIX OPTraHU3aLUN.

10. 3akoHOATENIbHO-TIPABOBBIE  OCHOBBI  JIMIICH3UPOBAaHMUS  (papMaleBTHUECKON
nesitenbHOCTU. JluneHsupoBanue QapmaiieBTHUECKON neaTenbHOCTH. (OCHOBHBIC
ATanbl TPOLEAYPHI TUIEH3UPOBAHUSI.

11.OnroBas peanuzanus JIC: knaccudukanus, 3amnauu, Gpynkuun. [lopsmokx BbIOOpa
MOCTaBINKKa. PeKoMeHIauu 1o 3aKI0YeHUI0 10roBOPOB NocTaBku. [lomenienus u
000pyI0BaHNE OPTaHU3AIINI ONITOBOM TOPTOBJIH JICKAPCTBEHHBIMU CPEICTBAMH.

12. Opranuzanusi IpueMa ToBapa B OPTaHU3AIMIX ONTOBOW TOPTOBJIH JICKAPCTBCHHBIMU
CpeICcTBaMH.

13. OcoOGeHHOCTH NIeUCTBUS OCHOBHBIX YKOHOMHYECKHX 3aKOHOB M TMOTPEOUTEIHCKOE
MoBeJIeHNEe Ha (papMarieBTUYECKOM PhIHKE.

14.OcHOBBl ~ TUJIAaHUPOBAaHUA  SKOHOMHUYECKMX  Moka3arened.  IlnanupoBanue
ToBapoobopora. [lmanupoBanue ToOBapHBIX pecypcoB. IlmaHupoBaHue pacxomoB
(u3meprkex oOpareHus ).

15.MeTonpl cerMeHTUpOBaHUS (papMaleBTUYECKOTO phIHKA. llo3uimoHMpoBaHue u
PENO3UITMOHUPOBAHUE TOBAPOB Ha (papMaIleBTHUECKOM PBIHKE.

Hucnumnuaa «MeHeTXKMEeHT B Mpo¢dhecCUOHATLHON e TETbHOCTHY

16. [lepeuncanTe opraHu3allMOHHO-TIPAaBOBbIE (POpPMBI BesleHus1 bu3Heca B PO (cormacHo
I'paxnanckomy kogekcy P®). Muccus komnanuu. Tunsl muccun. [Ipumepsr.

17. Ynpasnenune npoektamu. CXOJICTBa M pa3iUyusi MPOEKTOB M OU3HEC-TPOIIECCOB.
IIpoekTHas komanzaa. IIpouenypa nocTtpoeHuss KOMaHbl.

18. Kondaukronorusi. Buasl u npuunnbl KOHQIUKTOB. CTHUIIH pa3pelieHus: KOH()IUKTOB.
Crpecc. Ynpasnenue crpeccamu. MeToas! 00pbOBI CO CTPECCOM.

19.TlonsTie nuaepcTBa u pykoBoacTBa. Ctunu ynpasneHus. [loHsTre ynpaBieHUECKUX
pElIeHUI U uX Ki1accuukaus.

20. MoTuBanus Kak QyHKIMS yrpaBieHHs. XapaKTepUCTHUKA CO/epKaTelbHbIX TEOpUi
MotuBanmu (A.Macnoy, ®.I'epidepr u ap.).

21. Metoabl mapkeTuHToBBIX HccieaoBanuii. STEP — ananu3 (PEST — ananuz). SWOT —
aHaIN3.
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22. MapKeTHHTOBBIE CTPATETHH.
23. ®opmel nenoBoro obmeHus. Opranu3aiys coOpaHuil U ACIOBBIX Oece.
24. @apmanetrueckuii peiHOK P®. Tom 10 dapmaneBTuueckux kommanuii PO.

Oodmonus (hapMaieBTu4ecKkoro peiaka Pd.

25. OCHOBHBIE HaNpaBJICHHUS PA3BUTHS MUPOBOTO (hapMameBTUIECKOTO phIHKA. JInaeps

~

9.

MHPOBOI0O (papManeBTUYECKOTO PHIHKA.

Jucuurinna «Pa3paboTka u peructparyst JeKapCTBEHHBIX CPEACTBY
[lepeuncauTh BCe ATAIbI )KU3HEHHOTO IIMKJIA JIEKapCTBEHHOTO npenapara. Ha kakux
JTarnax KU3HEHHOT0 LIMKJIA JIEKAPCTBEHHOI'O IIpernapara NpUMEHUMO UCII0JIb30BaHUE
HallMOHAJIBHBIX CTaHIAapTOB.
bruodapmarieBTHUeckne JEKapCTBEHHBIE MpemapaThl, TEPMHUHBI, OCOOCHHOCTb
oOpaiteHus 6nogapMalieBTHUECKHUX JIEKapCTBEHHBIX MPENapaToB.
dapmanieBTHUECKas pa3paboTKa, TpeOOBaHUA U CTPYKTypa (hapManeBTUUYECKON
pa3zpaboTku. TpeOGoBaHUs K JIEKapCTBEHHOMY IIpenapary ajisi BbIIYCKa €ro B
oOparieHue.
3akoHo/aTeNnbHas 0a3a, perylupyromas Ipoueaypy perucTpanuy JeKapCTBEHHBIX
npenaparoB.  IIpobimema  B3auMONpPU3HAHUS  PETUCTPALMU  JIEKAPCTBEHHBIX
IIPEernapaToB B Pa3IUYHbIX CTpaHaXx.

HauvanbHble cTaguu pa3pabOTKHU JIEKapCTBEHHOTo mpenapara. Ilonck Monexyssl.
Ponb cTpykTyphl 6enkoB OHOGapMaleBTUYECKUX IpenaparoB B MX aKTUBHOCTH.
CrepeoxuMusi MOJIEKYJ U OMOJIOTMYECKAst aKTUBHOCTb.

PazpaboTka TeXHOIOTHH MTPOU3BOACTBA TOTOBOM (POPMBI JIEKAPCTBEHHOTO MpemnapaTa
Toxcukonoruueckue uccnegopanus. Kinaccudukaius ucnbITaHuH.

Pome m HEOOXOAMMOCTh WCHBITAHWH Ha JKUBOTHBIX. [IpWHIMIIBI OpraHU3aluu
MIPOBEACHUS NCTIBITAHUI Ha )KUBOTHBIX.

Pa3paboTka METO10B KOHTPOJISl Ka4eCcTBAa JEKapCTBEHHOTO Mpernapara.

10. [TpuHIMMBI ¥ TpaBUiia TPOBECHUS KITMHUYECKUX UCTIBITAHHM.

Jucnurraa «IIpomblmeHHass OMOTEXHOIOT S
buocunTe3  Oumonmornuecku  akTuBHBIX  BemecTB (BAB) B ycmoBusix
OMOTEXHOJIOTMYECKOro Mmpou3BoAcTBa (00mue mnonoxenus). Heobxonumbie
yCJIOBHS 1Jis1 OMOCHHTE3a.
[TapameTpsl OMOTEXHOJOTHYECKOTO TMpoliecca, BIUAIONIME Ha OuWocHMHTE3. Bus
npoleccoB OMOCUHTE3A.
KpuBass pocta  MHUKpOOPraHM3MOB TMpPH  MOJYNEPUOTUUYECKOM  PEKUME
KynbTHBUpOBaHusA. [lapameTpsl, Biusionme Ha OWOCHHTE3 (MEXaHUYECKUE,
buznueckne, XUMHIECKIE, ONOIOTHYECKUE).
Cxema mpou3BOJCTBEHHOTO OMOTEXHOJIOTHYECKOT0 MpoIiecca.
OcHOBbI TeHHOUW WHk’eHepuu. [lonydeHue aeKkapCTBEHHBIX MPEnapaToB METOAOM
T€HHON MHXKEHEPUHU.
Jlnarnoctudeckrue MeIUIIMHCKUE TIpenapaThl. AHTUTCH. AHTHUTEIIO.
Baxnunel. Knaccudukaius BakiiiH B COOTBETCTBUM C MPUPOJION CTIEIU(UUECKOTO
antureHa. JXusble BakiiHbl. HexxuBbie BakiiuHbl. KoMOMHUPOBaHHBIE BAKITUHBI

13



8. JlmarHoctuyeckue MEIUIMHCKHE Tpernaparhl. [IpUHIMI HMMYyHOXHMHYECKOTO
aHajau3a.

9. ®epmeHTaTHBHBIC KHHETHYECKHE MeTOIbI aHam3a (MDA).

10.Crpoerne wuHCynuHa. Kakue TPOIAYIEHTHl HCIONB3YIOTCS JUISl  TONyYeHUs
PEKOMOMHAHTHOI'O MHCYJIMHA.

Hucuurnnuna « IpuHIUIIBEI KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEICTB

1. OO®BsAcHHTE, KaKOM COCTaB IJ1are00 HeoOXO UM IS TOKa3aTeNbCTBA CICITU(DUIHOCTH
aHAJIUTHUYECKON METOINKH?

2. Kak mpoBoauTCcs TpOBEpPKa CTEPHIHBHOCTH, MHKPOOHOJOTHMYECKUX TOKa3zaTenen?
TecTrl 3pheKTUBHOCTH ¥ METO/IbI, UCIIOIB3YEMBIE JJIS aHAJIU3a PE3YIhTaTOB.

3. Baympanus aHAIMTHYECKUX METOAMK: pOOACTHOCTh. BwIOOp KpuTepueB mis
JI0Ka3aTesIbCTBA POOACTHOCTH.

4. Kakue [maHHBIe, HCHOJB3YIOTCA JJIg OIEHKH JHUHEHHOCTH? YTO moOKa3bIBaeT
JIMHENHOCTHh aHAJTUTHYECKOU METOIUKU?

5. Ilepeuncnure mMyTH AOCTHRKEHHUS cEeUU(UUHOCTU MPHU pa3paboTKe aHATUTUYECKOU
METOJIMKH.

6. Kakum oOpazoM MOKHO J0Ka3aTh CHEIM(DUIHOCTh aHATUTHYeCKO MeToauku? Kak
JI0Ka3aTh CHENU(PUIHOCTh KadecTBEHHBIX peakiuid W TCX mnpu omnpeaencHun
MOJYTMHHOCTH JIEKAPCTBEHHOTO Mpenapara’?

7. OpraHuzanus XpaHeHHUs JIEKapCTBEHHBIX CPEJCTB B UCIBITATEIbHBIX JTa00OpaTOPHUSX.
ApOurtpaxHsie 00pa3LBbl.

8. Ilepeuncnure TpeOOBaHUS K IEPCOHATY UCIBITATEILHOM JTaOOpaTOPHUH.

9. KakoBa poib KOHTPOJIBHOTO OMbITA B aHAIUTUYECKON MeToIuKe?

10. CtpykTypa npoTOKOJIa aHAIM3a JIEKAPCTBEHHOT'O MIpernapara.

JucnuruinHa «TexHosiorust Npou3BOACTBA JIEKAPCTBEHHBIX CPEICTBY

1. XKunkue nexapctBeHHble GopMbl. CycnieH3u U 3Mylibcuu. DaKkTopbl, BIUSIONINE HA
OMOIOCTYITHOCTD JIEKAPCTBEHHBIX BEILECTB B CYCIEH3UAX U dOMYIbcusix. TpeboBanus,
MIPENBSABISAEMBIE K CYCIIEH3UAM. MeTo/bl TOJIy4eHHsI CYCIIEH3HI: AUCIIEPCUOHHBIN 1
KOH/JICHCALIMOHHBIN.

2. TBepable JleKapCcTBEHHblE (OPMBI € MOAUMDUIHUPOBAHHBIM BbICBOOOXKIECHUEM.
[Tpuniunsl npuMeneHus. OCHOBHbIE HAaNpaBiICHUS MOAU(PUKALMN MEepOpPaTbHBIX
CUCTEM JIOCTaBKH JIEKAPCTBEHHBIX CPEJICTB.

3. Tabnerkum ¢ 3ame[JIeHHBIM (OTCPOYEHHBIM) BbICBOOOXKIEeHUEM. IlepopanbHbie
ocMmoTtudeckue cuctemsl. [Tpunimnsl koHcTpykuuu L-OROS -cuctemsl (Alza Corp.)
u cucremsl HARDCAP. [Ilpumepst Hambosee M3BECTHBIX IEPOPATBHBIX
JICKapCTBEHHBIX (OpPM OCMOTHYECKOTO feiicTBus. JlekapcTBeHHBIE (OpPMBI €
MyJIbCUPYIOMUM BBICBOOOXKAeHUEeM. [IpuHnmmn pabotel Programmable Oral Release
Time — PORT system.

4. Tabnerku ¢ KOHTPOJHMPYEMBIM BBICBOOOXKIACHHEM. YCIOBUS KOHTPOIHPYEMOTO
BBICBOOOXK/IeHUs. TalineTku, IUlaBarouide, M TaOJIETKM C MUKpPOKAICYJIaMHU.
[InaBaromue cucTeMbl JOCTAaBKHU: Ha3HAYEHUE, TEXHOJIOTHs, MPUHILIMI JEeUCTBHUSA,
MIPUMEPBHI.
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Tabnerku ¢ mukpokarncyinamu. CTpoeHue NepopabHOM JIEKapCTBEHHOM (opMbl ¢
MHOJKECTBEHHBIMM  II€JUIETAaMHM Ha OCHOBEe MeTomnpojosa. [Ipeumymectsa,
Ha3HauY€HUe, BBICBOOOKIEHUE JIEKAPCTBEHHOTO BEUIECTBA U3 JIEKAPCTBEHHON (hOPMBI
C MHOKECTBEHHBIMH IEJIJIETAMH.

[IpononrupoBannsie Tabnetku. JloctonHcrBa. Tabmerku perapa. Bo3moxHbie
HaIpaBJIeHUsS MOAU(PUKALIMYA U KOHTPOJIS BEICBOOOXKIEHUS ISl IOJTMMEPHBIX CUCTEM
B MaTpUuHbIX TabOseTrkax. TaOjeTku perapA pe3epByapHOro THUMNA: NPUHLUIT
TEXHOJIOTUM U JedcTBUs. TalbieTku perapi MaTPUYHOIO THI: IPUMEpHI,
KUHETHYEeCKasi KpUBasi BBICBOOOXKIEHUS.

Tabnerku  fABYCIONHBIE,  MHOTrOCIOWHBIE, KapkacHele. OrmnpexneneHue U
xapakTepuctuka. (OcCOOEHHOCTHM TEXHOJOTUM IOJIyYEHUS MHUKPOYACTHULl  JUIS
Spacetabs. [IpuMepsl 4YacThil JIEKapCTBEHHBIX BEHIECTB, MoydeHHble SAS-EM.
TexHosnoruu nonxy4eHus JIUMUIHBIX MUKPOUYACTHUL.

TabneTkn ¢ nNEPUOIUYECKUM BBICBOOOXKIEHUEM. TablIeTKM C HENpEepbIBHBIM
BbICBOOOXK/1eHHEM. CriocoObI MOTyYyeHUs: MUKpOHOcUTeNne. [{uKioaeKCTpruHbl Kak
MEPEHOCYMKH JIEKaPCTBEHHBIX CPEACTB. THUIIBI KOMIUIEKCOB BKIIOUYEHHUS.

Ilepeuernv mem macucmepckux ouccepmayutl.
JlesTeTbHOCTh 0 BaJIMIALMK MTPOIIECCOB, KBATM(PUKAIIMK 000pYAOBaHUS U CHCTEM,
WCIIOIB3YEMBIX B TPOMBIIIJIEHHOM IPOU3BOJICTBE JICKAPCTBEHHBIX CPEACTB
(cuHTETHYECKUX, OMOTOTMYECKUX, UMMYHOOHOJIOTHYECKUX, OMOTEXHOJIOTHYECKUX,
T€HOTEPANEBTUICCKUX, paguodapMaIeBTHICCKUX, TOMEOIMATHUECKUX, TPHPOTHOTO
MIPOUCXOXKIACHUS U METUIIMHCKUX Ta30B).
Opra"u3aiOHHOE U PETYISATOPHOE COMPOBOXKICHUE MPHUKIIATHBIX UCCICIOBAHUN B
obnacTi pa3pabOTKH HOBBIX JIEKAPCTBEHHBIX CPEJCTB W YCOBEPIICHCTBOBAHHUS
MPOMBIIIJIEHHO  MPOU3BOJAMMBIX  JIGKAPCTBEHHBIX  CPEACTB  (CHHTETHYECKUX,
OMOJIOTHYECKHX, UMMYHOOHMOJIOTHYECKHUX, OMOTEXHOJIOTHYCCKHX,
TCHOTEPANeBTUICCKUX, paguodapMaIieBTHUCCKUX, TOMEOMAaTHUECCKUX, TPHPOTHOTO
MPOUCXOXKACHUS U MEJUIIMHCKUX Ta30B).
JlesTenbHOCTh 1O KOHTPOJIIO KauyecTBa MPHU TMPOMBIIUICHHOM TMPOU3BOJICTBE
JIEKApPCTBEHHBIX CPEJICTB (CHHTETHYECKUX, OMOJIOTHICCKUX, HMMYHOOHOJIOTHYECKHX,
OMOTEXHOJIOTHYECKHX, TE€HOTEPAINeBTUYECKUX, pamuodapManeBTHICCKUX,
TOMEOIATHYECKUX, PUPOTHOTO MPOUCXOXKIACHUS U METUIIMHCKUX Ta30B).
JlesATenbHOCTD MO 00€CTICUCHHIO KaueCcTBa U BBINYCKY B 0OpaIlleHHe MPOMBIIIIICHHO
MIPOU3BEICHHBIX JICKAPCTBEHHBIX CPEACTB  (CHHTETHUYECKUX, OMOJIOTHYCCKHX,
MMMYHOOHOJIOTHYECKHUX, OMOTEXHOJIOTHYECKHX, T€HOTEPANEeBTUIYCCKUX,
paarodapMaIeBTHIECKUX, TOMEOTIATUIECKUX, IPUPOJHOTO TPOUCXOKACHUS U
MEIHUITUHCKUX Ta30B).
Opranuszanus, BeICHHE U YIpaBJICHHWE TEXHOJOTUUYECKHUMHU TMPOIEeCcCaMHu TIpH
MPOMBIIJIEHHOM  TIPOM3BOJICTBE  JICKAPCTBEHHBIX  CpPeACTB  (Ha  BBIOOP:
CUHTETHUYECKHX, OMOJOTHYECKUX, UMMYHOOMOJIIOTHUECKHX, OMOTEXHOIOTHYECKHX,
T€HOTEPANEBTUUCCKUX, paguodapMaleBTHUECKUX, TOMEONATUUECKUX, TPUPOTHOTO
MIPOUCXOKIACHUS U METULIMHCKUX Ta30B).
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6. OCOOEHHOCTM TEXHOJOTMM M3rOTOBJIEHHUS HAHOCYCIIEH3UH W HAHO3MYJIbCU,
OCHOBBIBAsICh Ha aHaJIM3€ pEUEenTyphl anTeK W HOMEHKIATypbl IpenapaToB
HIPOMBIIIIEHHOTO TPOU3BOCTBA.

CucteMHbIH MoAX01 K OM3HEC-TITIAHUPOBAHUIO B (DapMalieBTUYECKON OTpaciu.

OcHOBHbBIE TPUHIUIBI (PapMALEBTUYECKON 3TUKH U JEOHTOJIOTHH.

9. AHanu3 acCOPTHMEHTA JIEKAPCTBEHHBIX (OPM U OMOJIOTUYECKH aKTUBHBIX J100aBOK,
o0aaroMX aHTHOAKTEpUaIbHON aKTUBHOCTBIO.

10. CoBpeMeHHBIE TEHICHIHMH pa3BUTHA MEpUYCHIAW3WHTa W €ro BIHMSIHHE Ha
3¢ (HEeKTUBHOCTD MPOJIaX B (hapMalleBTUUECKUX MPEANPUATUAX.

11. Ananu3 cnpoca U UCClIeZJOBaHUE aCCOPTUMEHTa OOBOJAKUBAIOUINX JIEKAPCTBEHHBIX
MIpenapaToB U JIEKAPCTBEHHOT'O PACTUTEIBHOTO ChIPhSI.

12.OcoOeHHOCTH TONY4YEHUSI U KOHTPOJIb KauecTBa BOABI OUWIICHHOW W BOMABI JJIS
MHBEKIUH B aITEUHBIX OPraHU3aLUsAX.

13. MonuTOpHHT (HaKTOPOB MOBBIIIICHNS KOHKYPEHTOCTIOCOOHOCTH B (papMarieBTHUECKUX
OpraHu3aIUsX.

14.Ocob6eHHOCTH  TEXHOJIOTUM  M3TOTOBJICHMS, KOHTPOJIb KadecTBa U  IYTH
COBEPLICHCTBOBAHUS B U3TOTOBJICHHUH JIEKAPCTBEHHBIX MPENapaToB U OMOJIOTUYECKU
aKTUBHBIX 0OABOK C MCIIOJIb30BAaHMEM HAHOYACTHII.

15. CpaBHUTENBHBIN aHAIU3 METOJOB CHHTE3a NyOMJIBHBIX BEIIECTB B PAaCTUTEIbHBIX
AKCTpaKTax.

16. MOHUTOPHHT METOAOB, WCTOIB3yEMbIX MPH KOMIIOHOBKE PACTHTEIBHOTO CBHIPHS,
MPUMEHSAEMOT0 IS JIEUEHHS BOCHIAIUTENIbHBIX 3a00JI€BaHUSIX OPIaHOB JIbIXaHUSI.

17. OcoOeHHOCTH OpraHu3ali OXpaHbl Tpya Ha (papMaleBTUYECKUX MPEANPUITHSIX.

18.Ilytu  ycoBepIIEHCTBOBAHMSI  MPOLIECCOB  YIpaBieHUS  (apMaleBTUYECKUM
IIPOU3BOJICTBOM.

19. OcobGennoctu 3aKOHOAATEIbHOTO peryinupoBaHus JUUEH3UPOBAHUS
(bapmareBTHYECKON JesATETbHOCTH.

20. OcobeHHOCTH MEHEIKMEHTa B (hapMaIleBTUYECKUX OpPTaHUu3aIHsIX.

21.Pa3paboTKa METOIMK CTaHAAPTU3AIMH PACTUTENBHBIX JIEKAPCTBEHHBIX CPEJICTB.

22.OCco0EHHOCTH TEXHOJIOTHU U3TOTOBJICHUS MIPENapaToB, COIEPKAIINX HAHOYACTHUIIHI.

23. AHanu3 (papManeBTUYECKUX CyOCTaHIIMI BUTAMUHOB TPyl B, MX nekapcTBEHHBIX
¢dbop™m u pa3zpaboTka rIaHa MapKETHUHTA.

24. KoHTpOJb KayecTBa JIEKAPCTBEHHBIX MpENapaToB KalblMs M MarHus Ha IpUMepe
nmpou3BoacTBa komnanuu «Takena PapMacbIOTUKAIICY.

25. JIutieH3upoBaHue MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB.

26. MOHUTOPUHT  a3pO30JIbHBIX YacCTUI[ W MHMKPOOPraHM3MOB B aCENTHUYECKHX
MOMEILEHUAX 1 JIOKAJIbHBIX 30HaX MPU MPOU3BOJCTBE BAKIIMH.

27. Opranuzainyst padoT Mo U3yYSHHIO U BHEPEHUIO HAYYHO-TEXHUUECKUX JOCTHKECHUH,
MEepPeIoBOT0  OTEYECTBEHHOT0 MW  3apyOeXHOro  OIbITa IO  MPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB.

28. Opranm3anusi nopsiika pa3padoTKu, OpOPMIICHHUS, BBLAAYH, UIBATHSI U XPAHCHHS
JOKYMEHTOB (hapMaleBTUYECKOI CHCTEMbI KauecTBa.

29.Benenne yuera perijaMEHTHPYIOIIEH H  PETUCTPUPYIOLIEH  JTOKyMEHTAIUH
(apMareBTHYEeCKON CHCTEMBI KauecTBa.

o ~
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30.Opranuzanusi BeJeHHUS 3aluced MO MPOU3BOJACTBY, YIMAaKOBKE, B JOKYMEHTax,
MOATBEPKAAIOIINX IPOU3BOJCTBO CEPUH JIEKAPCTBEHHBIX CPENICTB, B COOTBETCTBHUH C
YCTaHOBJICHHBIMU TPEOOBAHUSAMHU

31. Benenue ydera JOKyMEHTOB B paMKax (papMarieBTHUECKOW CUCTEMBI KaueCcTBa

32.CocraBrieHue IUTAHOB KOPPEKTHPYIOIIUX W TMPEAYNPERKTAOMUX ACUCTBUN UIS
MUHUMU3ALUN WIH UCKIIOYEHHs PUCKOB ISl KAUeCTBA JIEKAPCTBEHHBIX CPEJICTB

33.Opranuzanusi U KOHTPOJIb MPOIecCOB (apMalleBTUUECKOW CHCTEMBI KauecTBa
JIEKapCTBEHHBIX CPEJICTB

34.Opranm3anusi OUEeHKH A((HEKTUBHOCTH TMPOIECCOB B OTHOIIEHWH KadecTBa
JIEKapCTBEHHBIX CPEJICTB.

35.Opranmuzanysi MPOLECCOB  JOKYMEHTO00OpoTa (hapMameBTHYECKOW  CHCTEMBI
KauyecTBa JIEKapCTBEHHBIX CPEJCTB.

36. YpaBieHue npoieccamu OT3bIBa C pbIHKa HECOOTBETCTBYIOMIEH TPOIYKITHH.

37.Opranm3anisi ¥ KOHTPOJIb paboTel MO oOecmedeHuo (YHKIIMOHUPOBAHUS
(hapmareBTUYECKONM CUCTEMbI KaueCTBA JIEKAPCTBEHHBIX CPEJICTB.

38.Pa3paboTka  TuTaHOB — TOBBIIEHUS 3G deKTUBHOCTH  (HapMaIeBTHICCKOTO
MIPOU3BOJICTBA, yCTPAaHEHUs Opaka B OpraHu3alii.
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