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1. EJIb OCBOEHMA JUCIIUITJIMHbI

Jucnunnuna «Banunanus nponeccoB Mpor3BOACTBA JIEKAPCTBEHHBIX MPEMApaTOB» BXOIUT
B IIPOrpaMmy Maructparypbl «/IHHOBALIMOHHBIE TEXHOJIOTMM W HAHOTEXHOJIOTMM B MEAMIIMHE,
dapmanieBTuke W OmorexHojoruw» 1o HampasieHuto 28.04.01 «HanotexHomormm
MUKPOCHUCTEMHAsl TE€XHUKa» U u3ydaercs B 4 cemectpe 2 Kypca. JucummiimHy peanu3yer
HNHCTUTYT OMOXUMHUYECKON TEXHOJIOTHH ¥ HAHOTEXHOJIOTHH. [[UCIIUIIINHA COCTOUT U3 5 pa3/ieioB
1 5 TeM U HampaBlieHa Ha WU3y4YEHHE MPOIIECCOB BaIUIAMU B (hapMalleBTUUECKOM MPOU3BOJICTBE B
COOTBETCTBUHU C ICUCTBYIOLICH HOPMAaTUBHON JOKYMEHTALIUEN

Llenbto OCBOEHUS AMCLUUIUIMHBI SBJISETCS SIBiISEeTCS (HOPMUPOBAHME CUCTEMHBIX 3HAHUM,
YMEHHI H HaBBIKOB JUISI OOECHEYEHHs TMPOIECCOB Baluaalud B  (PapManeBTHICCKOM
MPOU3BOJICTBE B COOTBETCTBUU C ACHCTBYIOIIECH HOPMATUBHON JOKYMEHTAIUCH.

2. TPEBOBAHMUS K PE3YJIBTATAM OCBOEHMUS JUCHUIIJIMHBI
OcBoenne aucuuIiIuHbl «Banmupganuss mpoieccoB  MPOM3BOJACTBA  JIGKAPCTBEHHBIX
MIperapaToBy HAMPABICHO Ha ()OPMUPOBAHUE Y OOYUAIOIIMXCS CISAYIONUX KOMIETCHIINN (4acTH

KOMITCTCHITHH ):

Tabnuya 2.1. Ilepeuenv komnemenyuil, Gopmupyemvix y 00yHarOWUXcs npu O0C80eHUU
OUCYUNTUHDBL (Pe3YIbMaAmbl 0C80EHUS OUCYUNTUHDL)

HNHankaTopsl J0CTHKEHHS] KOMIETEHIINT

Hugp Komnerenuus o
(B pamMKax JaHHOW IHUCIUILIIHEI)

CriocoOeH IpuUMEeHATE B paboTe
3aKOHOJIaTeNbCTBO PO,
HOopMaTuBHBIE MpaBoBble akThl, [[1K-2.1 3HaeT TeopeTnyeckue OCHOBBI
perylaMeHTHPYIOILee BOIIPOCHl  |HAHOTEXHOJIOTHH, (DapMaleBTHIECKOM
OIIEHKH 0€3011acHOCTH TEXHOJIOTUH ¥ HAHOTEXHOJIOTHHU, OMOTEXHOIOTUU
MPOAYKINM HAHOMHAYCTPUH,  |M OMOHAHOTEXHOJIOTHH.;
HCIOJIb3YEMOM B MEUIIMHE,
(hapMarieBTHKe U OMOTEXHOJIOTUHI

[K-2

3. MECTO JUCIIMIIJIMHBI B CTPYKTYPE OII BO

HucuunnuHa «Bamupganuss mOporeccoB  MPOU3BOJACTBA  JIEKAPCTBEHHBIX —IPENapaToB»
OTHOCUTCS K (aKyJabTaTUBHBIM JuciuiimHaM Onoka DTJ[ oOpasoBarenbHOM MHporpaMMel
BbICILIET0 00pa30BaHUs.

B pamkax o0Opa3zoBaTesbHOM NporpamMmbl BBICIIETO O0pa30BaHUS OOydYarOIIMECs TaKxKe
OCBaMBAIOT JApyrue JUCHHUILUIMHBI W/WIW  TPAKTHKH, CIOCOOCTBYIOIIME  JIOCTHXKEHHUIO
3aIUTAHUPOBAHHBIX PE3YIHTATOB OCBOEHUS IUCIUIUIMHBI «Bamumanus mpoieccoB MpOU3BOACTBA
JIEKapCTBEHHBIX IIPENapaToBy.

Tabnuya 3.1. Ilepeuenv komnonenmos OII BO, cnocobcmeyrouux 0oCmudiceHuro
3aNIGHUPOBAHHBIX PE3VIbMAMO8 0C80EHUS OUCYUNTUHDBL

IpepmecrByromue Iocaenyromue
Mudp Haumenosanue HHC?{H?‘[HHHLI?IMOI;}’JIH, nncunnﬂnf{il/:auonyﬂﬂ,
KOMIIeTeHI UM % «
NPaKTHKHU NMPaKTUKH
Crioco0GeH MpUMEHSTh B OcHOBBI (hapMaIreBTHIECKOM
paboTe 3aKOHOIATEIBECTBO TEXHOJIOTMH ¥ HAHOTEXHOJIOTHH;
[K-2 P®, nHopmaTuBHEIE Buotexnonorus u
MIPABOBBIC AKTHI, OMOHAHOTEXHOJIOTHS;
periamMeHTHpYyIolee HaHoTexHONIOrMM B MEJULIMHE;




IpenmecTByrommue Hocnexyromue
HIngp Haumenosanue ﬂHCEHI:IHHHLI7MOI;IyHM, nncunnﬂni{l/;auouyﬂn,
KOMIeTeHIIHU % «
NPAKTHKH NPaAKTHKHU
BOTIPOCHI OIICHKH Orenka 6e30MaCHOCTH MPOAYKITIH
0€301acHOCTH MPOAYKIINU HaHOWHAYCTPHH;

HAHOMH/IYCTPHH,
HCIIONB3yEMO# B METUIIHHE,
(apManeBTUKe U
OHOTEXHOIOTUU

Cospemennbie npuHYUNbL KOHMPOTIs
Kauecmea NeKapCmeeHHbIX
npenapamos™*;

OcHogbl humoxumuu u mexHonocuu
Gumonpenapamog**,

* - 3aMoJIHAETCS B COOTBETCTBUM ¢ MaTpHueil komnereniuid u CYII OI1 BO
** - 3JIeKTUBHBIE AUCIUIUIUHBI /TIPAKTHKH




4. OFbEM JUCHUILIVNHBI U BUJIbI YYEBHOM PABOTHI

OOm1ast TPYA0EMKOCTh JUCIHUILTUHBI «Baumariys mporeccoB MPOU3BO/ICTBA JICKAPCTBEHHBIX MPEMAPATOB) COCTABIISET «2» 3a4€THBIC CIUHUIIBI.
Tabnuya 4.1. Buowl yuebHOU pabomvl no nepuooam 0C80eHUsl 00PA308amMeNbHOU NPOSPAMMbL BblCUe20 00pa308aHus Oiisi OYHOU (HopMbl
0OyueHusl.

Buja yueOHoii padoThl BCETIO, ak.u. CeMec4Tp(-1>1)

Koumaxmmnas paboma, ax.u. 18 18
Jlexrun (JIK) 9 9
Jlabopartopusie pabotsl (JIP) 0 0
IMpaktryeckue/cemunapckue 3ansatus (C3) 9 9
Camocmosmenvras paboma 00y4arOWuxcs, ax.u. 54 54
Koumponw (ax3amen/3auem c oyenkoil), ax.u. 0 0
OO01asi TPYI0E€MKOCTh THCHHILTHHBI aK.4. 72 12

3a4.e/1. 2 2




5. COAEPKAHUE JUCIUITVINHBI

Tabauya 5. 1. Cooepoicanue oucyuniunsvt (MOOYis) no 8udam y4ebHou pabomol

Bun
Homep | HammeHnoBaHue pasnena .
Conep:xanue pazaesa (TeMbl) yueOHOM
pa3nena AACHHILTAHBI .
padoThI
[NonsiTre o Banuaanuu Ha hapMaleBTHIECKOM
TIPEATIPUSTHH.
MexyHapoTHbIE JOKYMEHTBI 1 HOPMAaTHBBI,
periaMeHTHPYIOIIUE BaJIUIAIHIO
TEXHOJIOTHUYECKOTO nporecca. OnpeneneHus
OCHOBHBIE TIOHATHS U . .
OCHOBHBIX TOHSTHIA: KH3HEHHBIN ITUKJI TIPOTYKIIHH,
0a30BEIC TPEOOBAHMA K KPUTHYECKHH MapaMeTp Mporecca, KpUTHIECKUe
Pasnen 1 |Banmmmarnmn Ha 1.1 P p p 1p - Kp JIK, C3
MTOKA3aTell KauyeCcTBa, KKOHTPOJIb «B IIOTOKEY,
(hapManeBTHICCKOM
S S— «KOHTPOJIb «BHE IIOTOKAY», «KOHTPOIb «BOIU3N
peanp MTOTOKAY, «HETIPePhIBHAS BEpU(UKAII ITPOIeccay,
MIPOEKTHOE TIOJIC ¥ T.A. BWABI BaTHIAIOHHBIX
ucnbITaHuit. Opranusanys padoThl O BalHUIAlNN.
[paBuiia maHUPOBAHMS BaJIMIAIIMOHHBIX
HUCTIBITAHUM.
OCHOBHBIE IPUHITUIIBI
GMP B oTHOLIEHUH O0OBeM H NOCIIeIOBATENLHOCT BaJIJAIIMOHHBIX
Paznen 2 |Bamumanuu 21 pabor, pacmpenereHre OTBETCTBEHHOCTH. JIK, C3
TEXHOJIOTHICCKUAX YmpaieHre BaTHAaIHOHHBIMHA IPOLIECCAMHU.
TIPOIIECCOB.
CTpyKTypa BalHIAIIMOHHOMN TOKYMCHTAIUH
(BayTMIAIIMOHHBIN TIaH, IPOTOKOJIBI U OTYETHI 1O
VYnpasienne BaJIMIAINH), COJIEPIKAHNE KaKIOTO BUIa
Paznen 3 |BanmuaaninOHHBIMUA 3.1 JIOKYMEHTOB, IOKYMEHTHUPOBAHHUE PE3YIILTATOB JIK, C3
JOKYMCHTaMH. HAOIIOICHUH W KOHTPOJICH TIPU MPOBEICHUN
BAJIMJIAIIMOHHBIX UCTIBITAaHNH. TexHNKa HAaTMCaHUs
BAJIMJIAIIMOHHBIX OTYETOB M IPOTOKOJIOB
OcHOBHBIE TIpaBIJIa IUITAHUPOBAHUSA 0TOOpa MPood Ha
OTt60p npob Ha FTame JTarne BaIMAALUHI TEXHOJIOTHIECKOTo MpoIiecca,
BaJIUAAIMH OpPHEHTHPOBAHHBII HA HAyYHbIC 3HAHUSI U OLICHK
Passen 4 4.1 PHEHTHD . Y_ | JIK, C3
TEXHOJIOTUYECKOTO puckoB. [Ipumep coctaBienus miana oTéopa mpod
mporiecca JUIS BUTHAALNY TEXHOJIOTHYECKHX IIPOIIECCOB.
Or1ieHKa PaBIWIBHOTO BEIOOpa TOYEK 0TOOpa Mmpoo.
VYnpasieHne puckamMu Ha Bus! prckoB Ha 3Tamne BaauIAIIH
JTare BaIUIAluU TEXHOJIOTHYECKOTO Tporiecca. BoaMoxkHOCTH
Pasnen 5 Aatt 5.1 pot JIK, C3
TEXHOJIOTHIECKOTO CHCTEMBI yIIPaBICHHUS PUCKAMU TIPH IDIAHUPOBAHUH
mponecca 1 OLIGHKE pe3yJIbTaToOB BAIMAALMOHHBIX padoT

6. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYEHUE JUCHUIIJINHBI

Tabnuya 6.1. Mamepuanero-mexnuueckoe obecneuenue OUCYUNIUHbL

* - 3anonHseTcs Tosbko o OUHOU dopme oOyuenust: JIK — aexyuu; JIP — nabopamopusie pabomut,;, C3 —
npakmuiecKue/CeMunapcKue 3aHamusl.

Tun aynuropuu

OcHamenue ayiuropuu

CrnenuajJu3upoBaHHoOe
yueOHOe/1adopaTopHoe
o0opynoBanmue, [10 u
MaTepuaibl 1J1s1 0CBOEHHS
AUCHUTLIUHBI
(1pu He0OXOAMMOCTH)

JlexumnonHuas

Aynutopus sl IPOBEICHUS 3aHSATHIA
JICKIIMOHHOT'O THIIA, OCHAIIICHHAS
KOMIUIEKTOM CIICIIHAIM3UPOBAHHON MeOeH;
JOCKOU (3KPaHOM) U TEXHUYECKUMU

Aynuropus 636 (EI'®)




CpeJICTBAaMH MYJbTUMEINA MTPE3CHTAIIHN.

AynuTtopus JUIs TPOBEICHUS 3aHATUI
CEMHHAPCKOT0 TUMA, TPYNIOBBIX U
VHIMBUYAIbHBIX KOHCYJIbTALHM, TEKYIIETO
KOHTPOJIA U MPOMEKYTOYHOM aTTeCTalNH,

CemuHapckas Aynuropus 636 (EI'®)
OCHAIIICHHAS] KOMITJIEKTOM
CHeIHaTN3UPOBAHHON MeOeH U
TEXHUYECKUMU CPEJCTBAMH MYJIbTHMEINA
MpE3EHTaIMI.
Aymuatopust Jisl CaMOCTOSATEIHHON PabOThI
Tins oOyuaromuxcs (MOKeT HCIIONb30BATHCA JUIA
CAMOCTOSTENBHOI | - PODCACHIA COMUTAPCKIX SATLITIH 1 Aynutopus 636 (EI'®)
paboTBI KOHCYJIbTAIli1), OCHAILIIEHHAs! KOMILIEKTOM

CHeIUaIu3upOBaHHON MeOen U
KoMmIbroTepamu ¢ goctynom B JUOC.

* - ayAuTOpUs I CAaMOCTOATENFHON paboThl oO0ywatontixcs ykaspiBaercss OBA3ATEJIBHO!

7. YAEBHO-METOJUYECKOE 1 UH®OPMAIIMOHHOE OBECIIEYEHHUE JTUCHHUIIJINHBI

Ocnoeénas numepamypa:

1. ®apmanieBTHYECKas pa3pabOTKa: KOHLEMIUS U MPAKTUYECKUE PEKOMEHIAIINH
HAyYHO-TIPAKTUIECKOE PYKOBOJACTBO /st hapmaneBrudeckoit orpaciou / C.H. berkosckwmii, H.b.
Hemuna, . A. Bacunenko, U.E. Illoxuna ; [Tox pea. C.H.brikoBckoro, 1. A.Bacuienko,
H.b.Aemunoi, U.E.Illoxuna u ap. - M. : Ilepo, 2015. - 471 c. : wir. - ISBN 978-5-00086-266-7 :
0.00.

2. I'ynap Onbra BuxrtopoBHa.

OCHOBBI BaIMJIAIIMM MUKPOOHOIOTMYECKUX METOIMK (hapMalleBTHUECKOro aHaIM3a : yueOHoe
nocooue / O.B. I'yaap, H.I'. Caxno, P.A. AGpamMoBuH. - 2-¢ u3., CTep. ; DIEKTPOHHBIC
TEeKCTOBBIC JaHHbIe. - MockBa : PYJIH, 2020. - 221 c. : un. - ISBN 978-5-209-10353-0.
Lononnumenvnas rumepamypa:

1. KomMmenTapuii k pykoBoacTtBy EBponelickoro Coro3a 1o HaJuieskanie mpakTuke
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB ISl UEIOBEKa U IPUMEHEHUs B BeTepuHapuu, M.: W3-
BO «Ilepo», 2016. 495 c.

2. PykoB0o/1CTBO O MHCTPYMEHTAJIBHBIM METOJIaM UCCIIEJOBAHUN TP pa3paboTKe U
DKCIIEPTU3E KAaueCcTBa JIEKapCTBEHHBIX npenapatos. [lox penakuueit beikosckoro C.H.,
Bacunenko N.A. u ap. M.: U3n-Bo «Ilepo» 2014. 656 ¢

3. ®enepanbHblii 3akoH «O06 00paleHUH JTeKapCTBEHHBIX cpeacTB» oT 12.04.2010 Ne 61-
3.

- ®epepanbHblil 3ak0H «O TEXHUYECKOM peryiaupoBaHum» ot 27.12.2002 r. Ne
184-®3.
Pecypcwi ungopmayuonno-menexomMmyHuKayuoHHou cemu « Anmepnemy»:

1. O9bC PYIH u croponnue 3bC, Kk KOTOPBIM CTyI€HTBl YHUBEPCUTETA UMEIOT JOCTYII

Ha OCHOBaHUH 3aKJIIOYEHHBIX JOTOBOPOB

- DnekTpoHHO-0mbmoTeunas cucrema PYJIH — 9bC PY JIH
http://lib.rudn.ru/MegaPro/Web

- OBC «YHuBepcuTeTckas Oudbaroreka onnaite» http://www.biblioclub.ru

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

- ObC «KoHCcynbpTaHT cTyeHTay www.studentlibrary.ru

- OBC «Tpouukuiit mocT»

2. ba3pl JaHHBIX U TOMCKOBBIE CHCTEMBI

- QIIEKTPOHHBIN (POH]] TPABOBOM U HOPMATUBHO-TEXHUYECKON TOKYMEHTALIUU

http://docs.cntd.ru/




- mouckoBas cucreMa Suaekc https://www.yandex.ru/

- mouckoBas cuctema Google https://www.google.ru/

- pedeparuBHas 6a3a manubpix SCOPUS
http://www.elsevierscience.ru/products/scopus/
Yuebno-memoouueckue mamepuansi 015 camocmoamenbHol pabomsl 00Y4arOWUXcs npu
0CBOCHUU OUCYUNTUHBL/MOOYAS ™!

1. Kypc nexuuit no qucuumiuze «Banuaanus npoueccoB IpOU3BOICTBA JIEKAPCTBEHHBIX

[IperapaToBy.

* - Bce y4eOHO-METOANYECKHE MaTepuallbl Ul CaMOCTOATENbHOM paboThl 00ydaromuxcs
pa3MeIaTCs B COOTBETCTBUHU € AEUCTBYIOLIUM MOPsAKOM Ha cTpaHule aucuuiuinasl B TYHUC!

8. OLIEHOYHBIE MATEPHAJIbI U BAJLIbHO-PEATHHIOBASI CUCTEMA
OLIEHUBAHMSI YPOBHSI C®OPMUPOBAHHOCTM KOMIETEHLUI IO
JTUCHUIJIMHE

OneHouHbIe MaTepUabl W OaUIBHO-PEUTHHTOBAs CHCTeMa® OICHWBAHUS YpPOBHS
c(OpPMUPOBAHHOCTH KOMIETEHIMNA (YaCTH KOMIIETEHIIMI) MO UTOraM OCBOEHUS JUCIUIUIMHBI
«Banmumanuss mpoIEeccoB MPOM3BOACTBA JIEKAPCTBEHHBIX IPENApPATOB)» IPEIACTABICHBI B
[Tpunoxxenuu k Hactosmeld Pabodeii mporpaMMe TUCITUATIIIUHBI.

* - OM u BPC opmupyroTcst HA OCHOBaHWUHU TPEOOBAHHIA COOTBETCTBYIOIIECTO
JIOKaJIbHOrO HOpMaTuBHOTO akta PY JIH.



PABPABOTYMUK:

CranumeBckuit SIpocnas

[Tpodeccop MuxaitnoBud
Jonoxcnocms, BYIT Tloonuce Damunus 1. 0.
PYKOBOJIUTEJIb BYII:
CranumeBckuit SIpocnas
Muxaiinosud [M|]
3aBenyromuii kageapoit JlupexTop oOpa
Honoscnocmo BYIT ITloonucw Damunus U.0.
PYKOBO/JUTEJIb OII BO:
CranueBckuii SIpocnas
ITpodeccop MuxaitinoBud
Honxcnocmo, BYTT Ioonuce Damunus U.0.



