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1. EJIb OCBOEHUMA JTUCIIUITJIMHbI

Jucuunnuua «[IpuHIMOBL KOHTPOJIS KadecTBa JIEKAPCTBEHHBIX CPEICTB» BXOAUT B
nporpaMmy Maructpatypsl «Co3maHue W pa3paboTKa JICKapCTBEHHBIX TIPENapaTroB» IO
HarnpasieHuto 33.04.01 «lIpombinuieHHas ¢apmarus» W u3ydaercs B 3 cemectpe 2 Kypca.
Hucuummuny peanusyer Kadenpa Omoxummn mmenu akaaemuka T.T. bepesopa. JlucuurimHa
COCTOUT U3 4 pas3aenoB U 12 TeM W HampaBiieHa HA U3yYEHHE NPUHLMIIOB KOHTPOJIS KadyecTBa
JIEKapCTBEHHBIX ITPENaparoB.

Lenbo OCBOEHUS NUCHUIUIMHBI SBIsETCS (OPMUPOBAHUE Y CTYJCHTOB KOMIUIEKCA 3HAHUM,
YMEHHI W HaBBIKOB B O0JIACTH KOHTPOJS KadecTBa JIEKAPCTBEHHBIX IMPEMapaToOB, BKIOYAS
MMOHMMAaHUE OCHOBHBIX HOPMATUBHBIX TPeOOBaHUI U CTaHIAPTOB, IPUMEHSEMBIX B 3TOH 001aCTH.

2. TPEBOBAHMA K PE3YJIbTATAM OCBOEHUMA JUCIUITJIMHbI

OcBoenne naucuMIUIMHBL «l[IpUHOUIIBI KOHTPOJsS KayecTBa JIEKAPCTBEHHBIX CPEACTBY
HampaBJiecHO Ha (opMHpoBaHWE Yy OOy4alONIMXCS CISAYIOMUX KOMIICTCHIMNA (4acTH
KOMITCTCHITHH ):

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

HNHaukaTopbl A0CTHKEHHS] KOMIIeTeHIIHU
Hugp Komnerenuus A PRI N H
(B pamMKax JaHHOW IHUCIUILIIHEI)
CnocobeH K opraHu3anum,
YIPaBICHUIO H PYKOBOJCTBY
paboTO# MPOU3BOACTBEHHOTO,
OIMK-1 PETYISITOPHOIO WIIH OIIK-1.2 CrocoOeH oIleHHBAaTh MMPOU3BOICTBEHHYIO H OTUYETHYIO
HCCIIeI0BATEIbCKOTO JIOKYMEHTAIINIO, KACAIOIIYIOCS TEXHOJIOTHYECKHX IIPOIIECCOB,;
MIOJIpa3/IeJIeHNs B COOTBETCTBUH C
YCTaHOBJICHHBIMH TPEeOOBaHUSIMHU
U JIyYIIUMH IPAKTHKAMHU
CriocobeH NpoBOAUTE U
OpraHM30BBIBATh HAyYHBIE
p i OIIK-3.2 CriocoGeH KpUTHYECKH OIIEHUBATh COCTAB
OIIK-3 UCCIIeI0BAaHUS B 00JIaCTH
BCIIOMOTATEIbHBIX BEIIECTB AJISl Pa3INYHbIX JIEKApCTBEHHBIX (opM;
oOparieHus JIeKapCTBEHHbBIX
CpEACTB
Cmocoben ompenensats MeTosl U |OIIK-6.1 CriocobeH mimaHupoBaTh M KOHTPOIUPOBATH TapaMETPHI
WHCTPYMEHTHI o0ecTieueHHs JIEKapCTBEHHOTO CPEJICTBA, HEOOXOANMBIE JUISl OLICHKHU €r0
Ka4ecTBa, IPUMEHsICMbIE B Ka4ecTBa;
OIIK-6 o0xacTi oOpareHus OIIK-6.2 CriocoOeH aHaTH3UPOBATh HOPMATHBHYIO JTOKYMEHTAIIUIO
JIEKapCTBEHHBIX CPEACTB C Ha JICKapCTBEHHBIH MperapaT ¥ BHOCHTh HEOOXOAMMBIE N3MEHEHHUS
Y9eTOM >KH3HEHHOTO IIUKJIa C Y4E€TOM Pa3JINYHBIX 3TAlOB pa3pabOTKH JIEKapCTBEHHOTO
JICKapCTBEHHOTO CPEJICTBA npernapara,
I1K-4.1 Pa3zpabaTsIBaeT MPOEKTH HOPMAaTHBHOM JOKYMEHTAIIMH Ha
CriocoGeH pa3pabaTbiBaTh U P P P HLOKY
JIEKapCTBEHHBIE CPEICTBA;
aHATM3UPOBATH MPOEKTHI .
[1K-4.2 Pa3zpabaTsIBaeT 1 aHAJIM3UPYET MPOEKTHI TEXHOJIOTHYECKON
IK-4 JIOKYMEHTALIUU 110 o N
1 OTYETHOH TOKYMEHTALH 10 (papMareBTHIECKOH pa3paboTke,
UCCIIEI0BAaHMSAM JIEKAPCTBEHHBIX
BKJIIOYast HEOOXO0ANMYIO IOKYMEHTALIUIO JUISl pETUCTPALIHIOHHOTO
npenapaToB J0Che:
2

3. MECTO JUCIIMIIJIMHBI B CTPYKTYPE OII BO

Hucuumnuaa «[IpUHIUIBI KOHTPOJISE KauecTBa JIEKAPCTBEHHBIX CPEJCTB» OTHOCHTCS K
o0s3aTenpbHOM yacT O0ka 1 «Jluciumauael (MOAysn)» 00pa3oBaTeIbHON MPOrPaMMbl BBICIIIETO
oOpa3oBaHUS.




B pamkax o0pa3oBaTenbHOM MPOTpaMMBl BBICIIETO OOpa30BaHUsI OOyYaronIuecs TakkKe

OCBaWMBAIOT JIpyrMe JMCUMIUIMHBI ~W/WIM  TPAKTHKH,
3aIJJAHUPOBAHHBIX PE3yJIbTATOB OCBOEHHS JAUCLUIUIMHBI
JIEKapCTBEHHBIX CPE/ICTBY.

CIOCOOCTBYIOITHE
«[TpuHIMITBI KOHTPOJIS Ka4yecTBa

JOCTHXKCHHIO

Tabnuya 3.1. Ilepeuenv komnonenmos OI1 BO, cnocobcmeyrouux O00CmuiceHuro
3ANIAHUPOBARHbLX pEe3)1bmamoe OC60E€HUA ()ucuunﬂqul
HpeamecrByomue Hocaenywomue
Mudg Hauwvenosanne Zlﬂcﬁl/ll:lﬂPIHLI?’MOIl JIN nncunnﬂnﬂil/;fon JIN
P KOMIIETeHIIHH . YT, . Y,
MPAKTHKH NMPaKTUKHU
CrocobeH onpenensiTh
METOZBI © HHCTPYMEHTHI
obecrieueHus KayecTna,
. [IpousBoxacTBEHHO-
MIPUMEHSIEMEBIC B 0071aCTH OCHOBBI METUITUHCKON XUMHUH;
OIIK-6 TEXHOJIOTHUYECKasl IPaKTHKa;
oOpalieHus JIeKapCTBEHHBIX
CPE/ICTB C Y4EeTOM
JKM3HEHHOTO [IUKJIA
JICKAPCTBEHHOTO CPEJICTBA
Cnoco0eH K opraHu3aiii, .
Jlu3aiiH 3KCIIEpPUMEHTOB B
YIPaBJICHUIO U PYKOBOJCTBY
. pa3paboTke JIeKapCTBEHHBIX
paboToit
IpernapaTos;
TIPOU3BOJICTBECHHOTO,
Kpurndeckast orieHka 1 aHAIIN3
PETYIATOPHOTO HIIH
KayecTBa OMOMETUITMHCKAX
OIIK-1 HCCIIEIOBATEIBCKOTO
JTAaHHBIX;
TOpa3ICIICHIS B .
JKu3HEHHBII UK JICKapCTBEHHOTO
COOTBETCTBUU C
npenapara;
YCTaHOBJICHHBIMU o
OCHOBBI MCIUIMHCKOHU XUMHH,
Tpe6OBaHI/I§IMI/I H JIydlIiuMu
MPaKTHKAMHU
OCHOBBI MEJUITMHCKOW XUMUH,
Knunudeckue ncciaenoBaHus u
Crioco6eH NpoBOAUTE U
paspaboTka;
OpTraHNU30BBIBATh HAyYHBIC [IpousBoacTBEHHO-
JIOKITMHUYECKIE UCCIICAOBAHUS U
OIIK-3 HCCIIeIOBAHUS B 001aCTH A3paGoTKa: TEXHOJIOTHYECKas TIPAKTHKA;
0oOpaIeHns JTeKapCTBEeHHBIX pasp ’
CpeCTE Busnec-ctpareruu B pazpaboTke
p JIEKapCTBEHHBIX MPENapaToB;
®dapmpaspaboTka;
DuznKko-XUMHYECKHUE METO/bI
aHaNn3a;
CriocobeH pa3pabaThiBaTh U
JIOKITMHUYECKHE UCCIEI0BAHUS U
AHAJIN3UPOBATh MTPOCKTHI
paspaboTka;
IK-4 JIOKYMEHTAaLUU 110
Kiunnueckue HUCCJIICAOBAHUA U
HUCCIICAO0OBAHUAM
paspaboTka;
JIEKapCTBEHHBIX MPENapaToB
VYrpasieHue KINHIYSCKUMHE
HCCIICIOBAHUSMU;

* - 3aMONHSACTCS B COOTBETCTBUM ¢ MaTpuiei kommnereHnuii u CYII OI1 BO
** - 3NIeKTUBHBIC TUCIUIUIMHEI /TIPAKTHKH




4. OFBEM JJVCHUILJIMHBI U BUIbI YYEBHOMN PABOTHI

OO0mmast Tpy10eMKOCTh TUCHUTUTHHBI «[ [pUHITUITBI KOHTPOJIS Ka4eCTBA JIGKAPCTBEHHBIX CPEJICTBY COCTABISET «4» 3aueTHBIC €AMHHUIIBL.
Tabauya 4.1. Buowvl yuebHolt pabomvi no nepuooam 0C80eHUs 00paA308aMeNbHOU NPOSPAMMbL 8biCULe20 00paA308anusi Ol OYHOU (HopMbl
00yuenus.

Bun yueOHoii padoThI BCETO, ak.u. CEMech pCE)
Konumaxmmnas paboma, ax.u. 54 54
Jlexuuu (JIK) 18 18
Jla6opartopusie pabotsl (JIP) 36 36
IMpaktuueckue/cemunapckue 3ansatus (C3) 0 0
Camocmosmenvras paboma oby4arowuxcs, ax.u. 72 72
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

Homep
pasgena

HaumenoBanue paznena
JMCHUILIHHBI

Bun
Copep:xaHue pa3aesa (TeMbl) yueOHoit
padoThI*

Pazgen 1

KauectBo JICKapCTBCHHOT'O
npenapara
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KadecTBo J1eKapCTBEHHOTO IpenapaTa Kak
COBOKYITHOCTH €ro 0e301acHOCTH, 3¢ dekTnBHOCTH
U COOTBETCTBUS YCTAHOBJICHHBIM CTaHIapTaM H
HOPMAaTHBHBIM TPeOOBaHUSM.

JIK, JIP

1.2

JloMeHBI KauecTBa: Hay4YHbIE M IPOLIECCyaTbHBIC

JIK, JIP
Tpe60BaHI/IH K Ka4CCTBY.

1.3

dopmynupoBKa TpeOOBaHUI K KaUECTBY C TOUKH
3pEHUS LIEJICBOTO 3a00JIEBaHUS U [IEJIEBOM
MOMYJIALMY AlMeHTOB, IOHATHE 1IEJIEBOT0
npoduiIsg npenapara.

JIK, JIP

14

YcTaHOBIIEHUE U KOHTPOJIb XapaKTEPUCTUK
JIEKaPCTBEHHBIX BEILECTB U IIPENapaToB B

COOTBETCTBHH CO CHEUU(PHUKALUSIMU U CTpaTeruen JIK, JIP
KOHTPOIS. AHATUTHYECKHE METOIUKH.
@apmakonen. CTanmapTHble 00pasIbL.

Paznen 2

Pa3paboTka, mpoU3BOACTBO
1 KOHTPOJIb KauecTBa
JIEKAPCTBEHHBIX
[penaparoB B paMKax
npen-GMP

2.1

q)apMaHGBTI/I‘IeCKaﬂ pa3pa60T1<a Ha OCHOBC

MIPUHITUIIOB IPOEKTHpOoBaHus kadecTBa (QbD). JIK, JIP

2.2

[Momy4yeHue HeneBoro NpoQmiIs Ka4yecTsa
npemnapata (L{ITKIT) u3 neneBoro mpodws JIK, JIP
npenapara

2.3

PazpaboTka nporecca Mpou3BOACTBA U €TI0
COBEPILICHCTBOBAHUE HA MPOTSHKEHUU IIPOrPAMMBI JIK, JIP
JIOKIIMHMYECKOH U KIIMHUYECKOU pa3paboTKu

Paznen 3

Hannexanas
MIPOU3BOJICTBEHHAS
npaktuka (GMP).

3.1

IIpasuna nmpousBoactsa JIC. IlonsTue pucka u
MHUHMMU3AIMS pUCKa. JTambl IPOU3BOICTRA.
Banupanus. Macnexkuuu u ayautsl. BaxxHocTh
JOKYMEHTAIMH ITpolecca.

JIK, JIP

3.2

Opranu3zanus paboTsl UCTIBITATENILHON

JIK, JIP
nabopaTopuu

Paznen 4

Cynan0a nexapCcTBEHHOTO
npenapara mnocie
MPOM3BOJICTBA

4.1

BrImyck cepun B rpakJaHCKHI 000pOT.

JIK, JIP
YNOAHOMOYEHHBIE JINIA.

4.2

JuctpuOynus TeKapCTBEHHBIX CPEICTB. JIK, JIP

4.3

Hapnexxamas antednas npakTUuka JIK, JIP

* - 3anonHsAeTcs Tonpko o OUHOMU dhopme obyuenwust: JIK — nexyuu, JIP — nabopamopuvie pabomwl,; C3 —
nPaKmMuyecKue/CeMunapcKue 3aHamus.

6. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYEHHUE JUCHUIIJIMHBI

Tabnuya 6.1. Mamepuaneno-mexnuueckoe obecneuerue OUCYUNIUHbL

Tun aynuropuu

OcHaleHue ayIuTOpuU

Crnenmnann3npoBaHHoOe
yueOHOe/1adopaTopHoe
obopynoBanme, I1O u
MaTepuabl 1J1s1 0CBOCHHSA
AMCUMILINHBI
(Ipu HEOOXOTUMOCTH)

Aypautopust isl TPOBEACHUS 3aHATUN
JIEKIIMOHHOT'O TUIIA, OCHAILICHHAS

JleximoHHast KOMIUIEKTOM CIEIUAIN3UPOBAHHON MeOemnu;
JIOCKO# (9KpPaHOM) U TEXHHYECKUMU
CpCACTBAMHU MYJIbTUMCIHA HpCSCHTaHHﬁ.

JlaGopartopust AyauTopus Juisi IpOBEeHUS Ta00PaTOPHBIX




paboT, MHAMBUAYAIBHBIX KOHCYIbTALIUH,
TEKYIIEro KOHTPOJIS U IIPOMEKYTOUHON
aTTeCTAlllU, OCHAIICHHAS KOMILICKTOM
CIIeIUATM3UPOBAHHON MeOen 1
000py/IOBaHUEM.

Aynuropus Ui CaMOCTOSITEIbHON pabOThI
o0yyaromuxcst (MOXKeT UCTIOIb30BATHCS JIJIsS

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

CTIeMaIM3UPOBAHHON MeOenu 1
KoMibroTepami ¢ gocrynoM B SUOC.

* - ayIUTOpHS AJISl CAMOCTOSTENIbHOI padoThl 00yyaronnxcs ykaspiaercs OBA3ATEJIbHO!

7. YAEBHO-METO/JUMYECKOE 1 UHO®OOPMAIIMOHHOE OBECIIEYEHHUE JTUCHIUIIJINHbBI

Ocnognas numepamypa:

1. KommenTapuii k PykoBoactBy EBpomneiickoro Coro3a nmo Hajyiexaiiei mpakTuke
MIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEACTB IS UeloBeKa U puMeHenus B erepuHapuu / C.H.
brikoBckuii, . A. Bacunenko, I.P. Kam6a:, C.B. Makcumos ; [log pen. C.H.bsikoBckoro,
N.A.Bacunenko, C.B. Makcumosa. - M. : Ilepo, 2014. - 488 c. : ui.

2. llonsaxos Anekcanap. ISO 9001 u GMP: cxoncTBo U pa3znuuus CTaHAAPTOB B
uctopuueckoM pakypce / A. [Nonsakos<br>// MANAGEMENT. - 2019. - Ne 1. - C. 70 - 76. -
ISSN 93532.

3. 'ynap Onbra BuktopoBHa. OCHOBBI BaTUAAIIMH MUKPOOHOIOTHUECKUX METOIMK
dapmarieBTHUECKOTo aHanu3a ; yueobnoe nocodue / O.B. I'ynap, H.I'. Caxno, P.A. AbpamoBuy. -
2-e u3]1., CTep. ; DIEKTPOHHBIE TEKCTOBBIE AaHHbIE. - MockBa : PY/IH, 2020. - 221 c. : un.

4. TeopeTnueckue U NpaKTUUECKHUE aclIeKThl BHeApeHus cranaapra GMP na
dapmaneBTHyeckux npeanpusaTuax Poccuiickoit denepannn<br>// Mup crangapros. - 2012. -
Ne2. - C.23-32. - ISSN 1990-5564.

Hononnumenvnas numepamypa:

1. Pemenne Coera EBpasuiickoil akonomuueckoi komuccuu ot 03.11.2016 N 77 (pen.
ot 04.07.2023) "O0 ytBepxkaenuu IlpaBuin Haanexaliei NpoOU3BOACTBEHHOM MPAKTUKU
EBpazniickoro 5KOHOMHUYECKOT0 COX03

2. ®enepanbubliit 3akoH oT 12.04.2010 N 61-D3 (pea. ot 30.01.2024) "O6 obpaiieHUN
JIEKapCTBEHHBIX CpeiCTB"

3. Pexomenganus Komnerun EBpazuiickoii 3kOHOMUYECKOM KOMUCCUU OT 26 CeHTIOps
2017 r. Ne 19 "O PykoBoacTBe 110 BaauAalMy Opolecca Mpou3BOACTBA JIEKAPCTBEHHBIX
MPENapaToB I MEAUIIMHCKOTO MPUMEHEHUS "

4. T'ocynapctBennas @apmakornes 15 uznanus -
https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/

Pecypcwr ungopmayuonno-menexomMmyHuKayuoHHou cemu « Anmepunemy»:

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

Ha OCHOBaHUH 3aKJIIOYEHHBIX JOTOBOPOB

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

- OBC «YHuBepcutetckas 6ubianorexa onnain» http://www.biblioclub.ru

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

- ObC «KoHcynbpTaHT cTyneHTay www.studentlibrary.ru

- OBC «Tpounkuii mocT»

2. ba3pl JaHHBIX U TOMCKOBBIE CHCTEMBI

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

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 05 camoCmosmenbHol pabomol 0OYUaAOWUXC NPU
0CB80EHUU OUCYUNTUHBL/MOOYIS*:

1. Kypc nekuuii o muctmrinae «[ I[pHHINATBI KOHTPOJIS KauecTBa JIEKapCTBECHHBIX

CPEACTBY.

* - Bce y4eOHO-METOIUYECKUE MATePUANIBI JJII CAMOCTOSATEIBHONU PaboThl 00yJatOIUXCst
pa3MeIarTCs B COOTBETCTBUY C ICUCTBYIOIIMM MOPsAIKOM Ha cTpaHulle quciuruimasl B TYUC!



PABPABOTYMUK:

3aBenyroumii kadeapoit
OMOXUMHUHU UMEHU aKkaacMuKa
T.T. bepe3oBa

[ToxpoBckuit Bagum
CepreeBuu

Jonoxcnocms, BYIT

PYKOBOJIUTEJIb BYII:

3aBenyromuii kadeapoit
OMOXMMHUM UMEHHU aKaJeMHUKa
T.T. bepezosa

Tloonuce

Damunus U.0.

ITokpoBckuit Bagum
Cepreesuu

JHonoicnocms BYITT

PYKOBOJUTEJIb OII BO:

3aBenyromnuii kageapoit
OMOXMMHMH UMEHH aKaJeMHUKa
T.T. bepe3oBa

Hoonucw

Damunus 1.0.

IToxpoBckuit Bagum
CepreeBuu

Honocnocms, BYIT

IHoonucw

Damunus 1.0.



