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1. EJIb OCBOEHUMA JTUCIIUITJIMHbI

JucuumnnuHa «YTpaBieHHe KaueCTBOM Ha (apMalleBTUYECKOM MPOHU3BOJICTBE» BXOIUT B
mporpamMMmy Maructpatypsl «Co3maHue W pa3paboTKa JEKapCTBEHHBIX IMIPEMapaTtoB» IO
HarnpasieHuto 33.04.01 «[IpombinuieHHas dapmarus» M u3ydaeTcss B 3 ceMecTpe 2 Kypca.
Hucuummuny peanusyer Kadenpa Omoxummn mmenu akaaemuka T.T. bepesopa. JlucuurimHa
cocTouT U3 4 pa3aenoB u 11 TeM W HampaBieHa Ha M3y4eHHE TpeOOBaHUU K (papMarieBTUUCCKOM
CUCTEeME KauecTBa Ha (papMareBTUIECKUX MPEATNPUATHSIX,

Lenbto ocBOGHMS UCIHMILTUHBI SBJISETCS MOJydeHrue 0a30BbIX 3HAHUI: - O TPeOOBAHUSIX K
(hapMaleBTHUECKON cHUCTEME KauecTBa Ha (hapMaleBTHUCCKHUX MPEANPHUATHSIX, - O peaTH3aliu
TpeOOBaHUI CHCTEMbI KaueCTBa B OTJIEJ]I€ KOHTPOJIS KauecTBa (hapM.IpeanpUusTui.

2. TPEBOBAHMA K PE3YJIbTATAM OCBOEHUMA JUCIUITJIMHbI

OcBoeHHEe AMCUUILTUHBI «YTIpaBlIeHUE KauyecTBOM Ha (hapMarieBTHUYECKOM MPOU3BOACTBE
HampaBJiecHO Ha (opMHpoBaHWE Yy OOy4alONIMXCS CISAYIOMUX KOMIICTCHIMNA (4acTH
KOMITCTCHITHH ):

Tabnuya 2.1. Ilepeuenv komnemenyuil, Gopmupyemvix y 00yHarOWUXcs npu O0C80eHUU
OUCYUNTUHDBL (Pe3YIbMaAmMbl 0C80EHUS OUCYUNTUHDL)

HNHankaTopbl J0CTHKEHHS KOMIIETEHIINI

Hugp Komnerenuus o
(B pamMKax JaHHOW IHUCIUILIIHEI)

[1K-4.1 Pa3zpabaTbIBacT MpOCKTH HOPMAaTHUBHOM TOKYMEHTAIIUH Ha
JIEKapCTBCHHBIE CPEICTBA;
[1K-4.2 Pa3pabaTbIBacT 1 aHAJTH3UPYET MPOCKTHI TEXHOJIOTHIECKON

CmocobeH pa3zpabaThIBaTh U
AQHAITU3HPOBATH MPOCKTHI

T1K-4 JOKYMEHTALUH 10 o N
W OTYETHOH TOKYMEHTALIUH 110 (papMaIreBTHIECKOH pa3paboTke,
WCCIIeTIOBAHUSIM JIEKAPCTBEHHBIX
BKJIIOUasi HEOOXOJUMYIO IOKYMEHTAIIUIO JUISI PETUCTPAIIMOHHOTO
MpemnapaToB

JIOCBE;

3. MECTO JUCIIMIIJIMHBI B CTPYKTYPE OII BO

JucuunnuHa «YpaBlieHHe KayeCTBOM Ha (hapMalieBTHYECKOM ITPOU3BOJICTBE» OTHOCUTCS K
6J10Ky 10 BBIOOPY OJ10ka 00pa30BaTeNbHON MPOTPaMMBI BBICILIET0 00pa30BaHuUs.

B pamkax oOpa3oBaresbHOM HporpaMMbl BbICHIEr0 OOpa30BaHUS OOydarolIMecs TakKe
OCBaMBalOT JApyrue JUCHUIUIMHBI W/MIUM  TPAKTHKH, CHOCOOCTBYIOIIME  JIOCTHIKEHUIO
3aIUIAHUPOBAHHBIX ~ PE3yJbTaTOB OCBOEHHUS JMCLUUIUIMHBI «YTpaBlIeHHE KayecTBOM Ha
(hapmaleBTUUECKOM MPOU3BOCTBE.

Tabnuya 3.1. Ilepeuenv xomnonenmos OI1 BO, cnocobcmsyrouux 00CMUNICEHUIO
3anIaHUPOBAHHBIX PE3VIbMAMO8 0C80EHUS OUCYUNTUHDBL

HanMenosamme IpeamecrBylomnue Mocaenyomue
HIngp KOMITETeHIHI JUCHUITHHBL/MOLYJIH, JUCHUITHHBI/MOYJIH,
NMPaKTHKUH* NMPaKTHUKH*
®dapmpaspaboTka;
DUZUKO-XUMHUYECKHUE METO/IbI
aHaju3a;
CriocoGeH pa3pabaTbiBaTh U
JIOKJIMHUYECKKE UCCIICIOBAHMS 1
AHATM3UPOBATH TIPOESKTHI 6 i
[K-4 JIOKyMEHTAaLlUU 110 paspabotra,
KnuHnueckue ucciaeaoBaHus u
HCCIICIOBAHUSAM )
paspaboTka;
JIEKapCTBEHHBIX MPETIapaToB VrIpaBsIeHIe KIMHHECKIMI
HCCIICIOBAHUSMH,




* - 3amoJIHAETCS B COOTBETCTBUM ¢ MaTpuueil komnereniuidi u CYII OIT BO
** - 3JIEKTUBHBIE AUCIHIUIMHBI /TIPAKTHKH



4. OFBEM JJVCHUILJIMHBI U BUIbI YYEBHOMN PABOTHI

OO01mmas TpyI0eMKOCTh TUCIUTUIHHBI «Y TIPaBIIEHHE Ka4eCTBOM Ha (papMaleBTUYECKOM ITPOU3BOJICTBE)» COCTABIISACT «4» 3a4ETHBIC SIUHUIIBL.
Tabauya 4.1. Buowvl yuebHol pabomvl no nepuooam 0C80eHUs 00pA308AMENbHOU NPOCPAMMBL 8bICUE20 00pPA308AHUSL OJiIsl OYHOU (HOopMbl
00yuenus.

Bun yueOHoii padoThI BCETO, ak.u. CEMech pCE)
Konumaxmmnas paboma, ax.u. 36 36
Jlexuuu (JIK) 18 18
Jla6opartopusie pabotsl (JIP) 18 18
IMpaktuueckue/cemunapckue 3ansatus (C3) 0 0
Camocmosmenvras paboma oby4arowuxcs, ax.u. 90 90
Koumponw (sx3amen/3auem c oyenkou), ax.u. 18 18
Oo6mast Tpy10eMKOCTh T CHUIIHHbI aK.u. 144 144
3a4.e/l. 4 4




5. COAEP)KAHUE JUCIUITJINHBI

Tabauya 5. 1. Cooepoicanue oucyuniunvl (Mo0Yis) no udam yueoHou pabomol

Bun
Homep | HammeHnoBaHue pasnena "
Copep:xaHue pa3aesa (TeMbl) yueOHoit
pasgena AUCHHUILTUHBI «
padoThI
dapmarneBTHICCKAS 11 OCHOBBI CHCTEMBI Ka4eCTBa IIPH IIPOU3BOJICTBE TIK. TIP
Pasgey | |CHCTEMA KauecTBa Ha ' TOTOBBIX JIeKapcTBeHHBIX hopm (I'JID) ’
A (hapmManeBTHIECKOM 12 OCHOBBI CHCTEMBI Ka4eCTBa IIPH IIPOU3BOJICTBE TIK
TIPEIPUSTHH ' ADC
TpeboBanust u peanuzanus TpeOOBaHUH K
2.1 P b HITP JIK, JIP
nepcorany OKK
OOecrnieueHne KauecTBa B =
TpeGoBanus u peanuzanus TpeOOBaHUIN K
Paznen 2 |oTaene KOHTpoOIIA KayecTBa 2.2 JIK, JIP
(OKK) BHyTpeHHUM nokyMeHTaM OKK
TpeboBanus n peanuzanyst TpeOOBAHUH K 3aIHCIM
2.3 JIK, JIP
OKK. ObecnieueHue 11eJI0CTHOCTH JaHHBIX
BxosHoit koHTposb MaTepuainos. JCTpaTerus
KOHTPOJISI BCEX UCIOJIB3yEMBIX MaTEPHAJIOB,
OCHOBaHHas Ha OLIEHKE pUCKOB. BHyTpeHHue
3.1 HCHKE P yIp JIK, JIP
JIOKYMEHTBI IO BXOJHOMY KOHTPOJIIO U 3aIHCH.
Pasnen 3 OcroBHble npotecce! / [Tmaner or6opa mpo6. KoHTpob mpoMeKyTOgHOH 1
HanpasieHus OKK . '
TOTOBOH MPOAYKIHH.
32 Uzydaenue cradbunpHocTH JIC. Y IpaBneHue TIK. JIP
' apXMBHBIMH M KOHTPOJILHBIMH 00pa3naMuy ’
3.3 [epenaya (TpaHchep) METOTUK JIK, JIP
4.1 OO0S-paccnenoBanne JIK, JIP
OOparneHne peakTuBaMy ¥ PaCTBOPAMH PEaKTHBOB,
CTaHJapTHBIMU 00pa3aMy, XpoMaTorpapuIecKuMu
BcmomorarensHbie 4.2 Hap pasil P rpad JIK
Paznen 4 KOJIOHKAaMH M JPYT'MMH BCIIOMOTaTeIbHBIMU
MIPOLIECChl / HAIIPaBICHUA
marepuanamu B OKK
43 VYnpasnenue 1a00paTOpHEIM 000pYZIOBaHHUEM B 1K

OKK

6. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYEHUME JUCHUIIJINHBI

Tabnuya 6.1. Mamepuanvho-mexnuueckoe obecneuenue OUCYUNIUHBL

* - 3anonHsgercs Toibko 1o OUHOM dopme obyuenus: JIK — aexyuu, JIP — nabopamopuvie pabomut, C3 —
nPpaKmuiecKue/CeMunapcrue 3aHsamusl.

Tun aynuropuu

OcHamenue ayiuropuu

Cneuuaau3npoBaHHOe
yueOHOe/1adopaTopHoOe
odopynoBanmue, IO u
MaTepuabl 1J1s1 0CBOEHHS
JUCIHMILIAHBI
(mpu He0OXOAMMOCTH)

JlexumnonHas

Aynutopus 1Sl IPOBEICHUS 3aHSATHIA
JIEKIIMOHHOTO TUIIA, OCHAIIIEHHAs
KOMILUIEKTOM CIIeIIHAIM3UPOBAHHON MeOeH;
JOCKOU (IKpPaHOM) U TEXHUYECKUMU
CpeJICTBaMH MYJIbTHMEINA TPE3CHTAIIHN.

KoMnbrorepHsii
KJ1ace

KomMmmbroTepHslii K1ace it MPOBeICHUs
3aHSTHH, TPYIITOBBIX U WHIUBHTyaTbHBIX
KOHCYJbTAIINH, TEKYIIET0 KOHTPOJIS U
MMPOMEXKYTOYHON aTTECTAIlMU, OCHAIIICHHAS
MePCOHATBHBIMU KOMIIBIOTEpaMU (B
konuyecTBe [[lapamerp] mT.), qOoCKOM
(3KpaHOM) U TEXHUYECKUMU CPEICTBAMU




MyJIbTUMEAMA MPE3ECHTALUN.

Aynuropus Ui CaMOCTOSITEIbHON pabOThI
o0yyaromuxcs (MOXKeT UCTIONb30BATHCS IS

st .
A . | IpOBEIEHUS] CEMUHAPCKUX 3aHATHH U
CaMOCTOSITEIILHOM .
KOHCYJIbTAIINi ), OCHAIIIEHHAS KOMILIEKTOM
paboThI

CIIeMaTM3UPOBAHHON MeOenn 1
KoMibroTepami ¢ gocrynoM B SUOC.

* - ayIUTOpHS AJISl CAMOCTOSTENIbHOM padoThl 00yyaroniuxcs ykaspiaercs OBA3ATEJIbHO!

7. YHEBHO-METOJUYECKOE U TH®OPMAIIMOHHOE OBECHIEYEHHUE JUCHUITJIMHBI

Ocnoenas numepamypa:

1. CrenanoBa Mapus BsueciiaBoBHa. DHEPrOMEHEKMEHT: IIPAKTUUECKUE
pexomennanuu / M.B. CrenanoBa, B.A. Ilocanos // MANAGEMENT. - 2020. - Ne 2. - C. 22 -
26.

2. [Nanyentora Buktop AHaTonbeBUY. DJIeMEHTapHbBIE OTHOLICHUS U 0a30BbIe
dunocodckue n pusnko-maremarndeckue kareropun / B.A. Tlanuenrora / Meradpusuka. - 2020.
-Ne 2. - C. 82 - 106.

3. l'apuioB A.C. dapmanieBTruueckas TexHosorus. M3roroBiaeHue JeKapcTBEHHbIX
npenapatos : yueOHuk / A.C. I'aBpuios. - 3-e u3f. , nepepad. - Mocksa : [DOTAP-Menua,
2022. - 864 c. - ISBN 978-5-9704-6465-6.

4. Antunesckas IOnus AnekcanaposHna. [Ipegynpexaatonue aeiicreust B CMK: yiuin
wim octanuck? / FO.A. Antunesckas / MANAGEMENT. - 2020. - Ne 3. - C. 39 - 44,

5. bypuesa Hagexxna. Kak moka3aTs pyKOBOJIUTENIO BAXKHOCTh CHCTEMbI MEHEKMEHTA
kadectBa / H. bypueBa / MANAGEMENT. - 2020. - Ne 2. - C. 61 - 65.

Hononnumenvnas numepamypa:

1. ®enepanbubiii 3aK0H oT 12.04.2010 N 61-D39(pexn. ot 04.08.2023) "OO6 obparnieHun
JIEKapCTBEHHBIX cpeacTB”. §

2. Pemienne CoBeta EBpaszuiickoit sxonHomMmuueckoit komuccuu ot 03.11.2016 N 779(pen.
ot 04.07.2023) "O0 ytBepxkaenuu IlpaBun Haanexaiei NpoOU3BOJCTBEHHOM MPAKTUKU
EBpasuiickoro skoHomuieckoro coroza".q

3. Pemienne Komnernn EBpasuiickoii skoHomudeckoit komuccuu ot 10.05.2018 N
699(pen. ot 30.06.2020) "OO6 yrBepxkaeHUN TpeOoBaHUI K HCCIIETOBAHUIO CTAOUITEHOCTH
JIEKapCTBEHHBIX MpenapaToB U (hapMareBTHUECKUX cyocTaHuuii".q

4. Pexomennanus Komnerun EBpasuiickoil skoHoMuueckoit komuccuu ot 19.09.2023 N
259"O PykoBoacTBe 110 00eCIeyeHU 0 IeTOCTHOCTH JAHHBIX U BaJIUIAIIUN
KOMITbIOTEPU3UPOBAHHBIX cucTeM"|
Pecypcuvl ungpopmayuonno-menekommynuxkayuonnou cemu « nmepnemy:

1. ObC PY1H u croponnne ObC, Kk KOTOPBIM CTYI€HThl YHUBEPCUTETA UMEIOT TOCTYII
Ha OCHOBaHUH 3aKJIIOYEHHBIX JOTOBOPOB

- DnexkTpoHHo-6ubmoTeunas cuctema PY/IH — 9bC PYIH
http://lib.rudn.ru/MegaPro/Web

- OBC «YHuBepcurerckas Oubauorexa oninan» http://www.biblioclub.ru

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

- OBC «KoncynbTaHT cTyfeHTa» www.studentlibrary.ru

- OBC «Tpounkuii MOCT»

2. ba3bl JaHHBIX U TOMCKOBBIE CHCTEMBI

- OJIEKTPOHHBIN (POH]T TPABOBOW M HOPMATUBHO-TEXHUYECKOUN TOKYMEHTAIIUH
http://docs.cntd.ru/

- mouckoBas cuctema Sunekc https://www.yandex.ru/

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

- pedepatuBHas 6a3a nanasix SCOPUS




http://www.elsevierscience.ru/products/scopus/
Yuebno-memoouueckue mamepuanvt 013 camocmosmensHol pabomsl 00y4aOWuxcs npu
0CBOCHUU OUCYUNTUHBL/MOOYAS ™!

1. Kypc nexuuii no nucuuiiniae « Y paBieHne Ka4yecTBOM Ha (papMareBTH4ecKoM
IIPOU3BOJICTBEN.

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