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1. EJIb OCBOEHUMA JTUCIIUITJIMHbI

JucuunnuHa «CoBpeMeHHble NPUHLHUIBI KOHTPOJIA KadecTBa JIEKAPCTBEHHBIX CPEACTBY
BXOJUT B NpPOTrpamMMy Maructparypbl «bHOXMMHYECKHE TEXHOJIOTMHM W HAHOTEXHOJIOTUH» IIO
HanpasieHuo 04.04.01 «Xumus» u uzydaercs Bo 2 cemectpe 1 kypca. Jucuuniauny peanusyet
Kadenpa dapmarum u Ouorexnosoruu. JucruruimHa coctouT u3 7 pazuenoB U 11 Tem wm
HampaBlieHa Ha HM3yY€HUE Ppa3UYHbIX ACHEKTOB, CBSA3aHHBIX C pa3pabOTKOH, BHEIPEHUEM H
noaaepxkanueM cucreMbl GLP (ITpaBuiia KOHTpoIIsSl KauecTBa JIEKAPCTBEHHBIX CPEJCTB).

Llenpto OCBOGHMS TUCIUIUIMHBI SIBISETCS OOy4YeHHE CTYIEHTOB HaBbIKaM pa3pabOTKH
METOAOB obecreueHus] KadecTBa (hapMaleBTHUECKOW MPOIYKIMU, 3HAHUSAM HEOOXOIUMBIX IS
paszpaboTku, BHenpeHuss u mnoaaepxkanus cuctembl GLP (IIpaBmia KoHTponis KadecTBa
JICKapCTBEHHBIX CPECTB), PYHKIIMOHUPOBAHUH U aKKPEIUTAIIMN UCTIBITATEIbHBIX JJAO0OPAaTOPHii.

2. TPEBOBAHMUS K PE3YJIBTATAM OCBOEHMUS JUCHUIIVIMHbI

OcBoenune aucturuinHbl «COBpEMEHHbIE MPHUHIMIBI KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX
CPEICTB» HANpaBlIeHO Ha (OPMUPOBAHUE Yy OOYYAIOUIMXCSA CIEAYIOIIMX KOMIIETEHIUH (4acTu
KOMIICTCHITNH ):

Tabnuya 2.1. Ilepeuenv komnemenyuil, Gopmupyemvix y 00yYAIOWUXCL NPU O0CBOEHUU
OUCYUNTIUHBL (Pe3VTbmambvl 0C80eHUS OUCYUNTUHDL)

I/IHZ[I/IKaTOp])I JOCTHIKCHUS KOMIICTCHIUHA

Iudp Komnerennus N
(B paMKax JaHHOUW NUCUMUTUIMHBI)

CriocobeH pa3pabaThiBaTh U I1K-2.2 Pa3pabaTbIiBacT HOBBIC METOIbI
YCOBEPIIEHCTBOBATh PELENTYPY U |[OIYICHHU XUMUUECKON MPOAYKINH (HaIIpUMep,
TEXHOJIOTUH MMOJIyYEHUS BAB, dbapmatneBTHYECKHE KOMITO3ULIUH,
KOMIIO3UIIMI U MaTEepHUaJIOB. HAHOOOBEKTHI M HAHOMATEPHAJIbI).;

[K-2

3. MECTO JUCIIMIIJIMHBI B CTPYKTYPE OII BO

Huctmmummaa «CoOBpeMEHHBIE TMPHHIWIBI KOHTPOJISI KadecTBa JIEKAPCTBEHHBIX CPEACTBY
OTHOCUTCSI K 4YacTH, (GOpMHpPYeMOM ydyaCTHMKaMH OOpa30BaTeNbHBIX OTHOIIEHUI Onoka 1
«ucuuminzel (MOAyNH)» 00pa3oBaTeNbHON IPOrpaMMBbl BBICIIETO 00pa30BaHUs.

B pamkax oOpa3oBaTeslbHOM IPOrpaMMbl BbICHIETO OOpa30BaHUS OOydYarOMIMECs TaKkKe
OCBaMBAIOT  JIpyrMe€ JMCLUUIUIMHBI W/WIM  TPAKTUKH, CIIOCOOCTBYIOIIME  JIOCTUKEHHUIO
3aIlJIAaHUPOBAHHBIX PE3YyJIbTATOB OCBOEHUS JUCHUIUIMHBI «COBpEMEHHbIE MPHUHIIMIIBI KOHTPOJISA
KaueCTBa JIEKAPCTBEHHBIX CPEIACTBY.

Tabnuya 3.1. Ilepeuenv xomnonenmos OI1 BO, cnocobcmeyiowux 00CMuUdiCeHUIO
3anIaHUPOBAHHBIX PE3YIbMAMO8 0CE0EHUS OUCYUNTUHDBL

IIpeamecTByOIINE IMocaenyroime
HIngp Hanwenosanue ZIHCEI/IZ:IHPIHLI?,MOI;)’JIH, }Il/ICHI/lHﬂI/lill)l:I/l\]fO}lyﬂlfl,
KOMIIETEHIN U . .
MPAKTHKH MPAKTHKH
Axmyanvubie 3a0auu
DHU3NKO-XUMHYECKHAE METOIBI COBPEMEHHOU Xumuu**;
CrnocoOeH pa3pabaThIBaTh U aHaju3a; Ipumenenue nonumepos 6
YCOBEPIIICHCTBOBATH broxuMuuecKkue TEXHOJIOTUH OUOMEOUYUHCKOT MEXHOTIO2UU
IK-2 penenTypy ¥ TEXHOJIOTHH noy4eHus oac; U HaHOMexHono2UU **,
MTOJIyYCHHST KOMITO3UIHIA 1 OCHOBBI QUTOXMMHUH M TEXHOJIOTHH | BHOaHamuTHYeCKHe
MaTepHaJIOB. (huTompenapaTos; HCCIIeIOBAHUA B pa3paboTKe,
perucTpamnuy 1 KOHTPOJIe
000poTa JIeKapCTBEHHBIX




IIpeqmecTByOIIHE IMocaenyroime
HIngp Hanvenosanue )JHCEHHHJH/IHLJMOI;me )Jncunnnnl:l)lil/;duonynn
9 9
KoMmeTenim NpaKTHKH* NpaKTHKH*
CPEICTB;

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




4. OFBEM JJVCHUIJIMHBI U BUIbI YYEBHOMN PABOTHI

OO0mast TpyA0eMKOCTh AUCHUILTUHBI «COBpEMEHHBIC MPUHIMIBI KOHTPOJIS KAuecTBA JICKAPCTBEHHBIX CPEIICTB» COCTABISIET «3» 3a4eTHHIC
CIUHUIIBI.

Tabnuya 4.1. Buowl yuebHOU pabomvl no nepuooam 0cC80eHusi 00pa308amenbHOl NPOSPAMMbL GblcUie20 00pA308aHUs 01l OYHOU (HOopMbl
00yueHusl.

Bujx yueoHoii padoThl BCETIO, ak.u. CeMec2T pCED)
Koumaxmmnas paboma, ax.u. 54 54
Jlexrmn (JIK) 18 18
Jlabopartopusie pabotsl (JIP) 0 0
[Mpaktryeckue/cemunapckue 3ansatus (C3) 36 36
Camocmosmenvras paboma 00y4arOwuxcs, ax.u. 36 36
Koumponw (ax3amen/3auem c oyenkoil), ax.u. 18 18
OO01asi TPYI0E€MKOCTh THCHHIITHHBI aK.4. 108 108
3a4.e/1. 3 3

OOwast TpyAOEeMKOCTh AUCHUILIUHBI «COBpEMEHHbIE MPUHIMIIBI KOHTPOJS KadyecTBa JIEKApCTBEHHBIX CPEICTB» COCTABISACT «3» 3aueTHbIE
eIMHUIIBL.

Tabnuya 4.2. Budwvl yuebHoti pabomul no nepuooam 0c8oeHus 00paz08ameibHOL NPOSPaAMMbL 8biCULe20 00PA308aHUsL OJisL OYHO-3A0UHOU opMbl
00yueHusl.

Bun yuyeOHoii padoThI BCETO, ak.u. CeMeczT pCE)
Koumaxmmnas paboma, ax.u. 32 32
Jlexuuu (JIK) 16 16
JlaGopartopusie pabotsl (JIP) 0 0
IMpaxtrueckue/cemunapckue 3austus (C3) 16 16
Camocmosmenvhas paboma 0by4arowuxcs, ax.u. 58 58
Koumponw (ax3amen/3auem ¢ oyenkoul), ax.u. 18 18
OO01Iasi TPYA0EMKOCTh THCHHILTAHBI aK.v. 108 108
3a4.e/l. 3 3




5. COAEP)KAHUE JUCIUITJINHBI

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

Bun
Homep | HammeHnoBaHue pasnena "
Copep:xaHue pa3aesa (TeMbl) yueOHoit
pa3neia AUCUMITHHBI «
padoThI
OyHIaMEHTAJIbHBIE
KOHIICTIINHT U
TEPMHUHOJIOTHS, Mecto GLP B cucreme GxP — cucremsr
HCTIONb3yeMast IIPH OKYMEHTAIINH 10 CO3AaHUI0, TIPOU3BOICTB
Paznmen 1 Y p 11 HOKY H A - TP ACTBY, JIK, C3
yIpaBJICHUH KAYECTBOM, XpaHeHUIo U obparneHuro aekapcts (GLP-GCP-
0€30MacHOCTHIO U GMP-GDP-GPP-GSP).
3¢ EKTHBHOCTHIO
MEIMIIMHCKUX TpPEnapaToB.
IIpuemsl peanuszanuu npuHnunos GLP Ha
(hapMareBTHYCCKOM IPESANPUITAN. Y TIPABICHUE
1.2 Ka4eCcTBOM, 0€30MaCHOCTHIO U 3(p()EKTUBHOCTHIO JIK, C3
(hapManeBTHICCKOH PoayKInei ¢
ucnob3oBanreM Konuenuu GxP, ISO 9001.
Paznen 2
AKKpenuTanus
TpeOGoBaHU K HCIIBITATEIHHBIM J1A00PATOPHSIM.
Pasnen 3 |ucneITaTeBHBIX 3.1 N JIK, C3
. OTanbl aKKpeIuTaui. AKKPEIUTYIOIHA OpTaH.
nabopaTopuid
CrpykTypa npeaupusTas, poib U QyHKIMH oTAena
[Hoaxonpl K NOCTPOEHUIO PYKTypa HpCArp - P by A
obecmieuenns kagectBoM (OOK) 1 oTema KOHTpOIS
Pasnen 4 |cucreMsl obecrieyeHUs 4.1 JIK, C3
kauectBa (OKK) Ha dapmaneBTnueckom
KayecTBa MPOIYKIIHH.
MIPEIPUATHH
JIO/DKHOCTHBIC MHCTPYKITMH, KOJUICKTUBHAS U
MEePCOHAIbHAs OTBETCTBEHHOCTh. TpeOoBaHuUs
4.2 T'OCT P UCO 9001-2008 «Cucrema meremxmenra | JIK, C3
kayecTBa». CTaHIAPTHBIC ONEPAIHOHHBIC
npouenypst (COII).
KonTtpons xauecTBa npu
AHanmuTHdecKas cayxk0a MpeanpuaThs Kak CHCTEMa
JICKapCTBEHHBIX CPE/ICTB
obecriedeHnsT KOHTPOJIA KadecTBa Ha BCEX CTAIUAX
Paznmen 5 |Ha mpon3BOACTBE U B 51 JIK, C3
N aHanmu3a. Buapl aHanm3a B 3aBHCUMOCTH OT €0
HCTIBITATEIbHOM
Ha3zHaueHUsA. MeToI M MEeTOINKA aHaIH3a
1a00paTOPHH.
XuMuIdeckue v GPU3NKO-XUMAIESCKAE METOIBI
aHau3a, MPUMEHSIOMUECS TSI BXOTHOTO KOHTPOJIS
CBIPBSI PA3IMIHOTO TIPOUCXOKICHUSL
5.2 (pacTuTeNnbHOT0, XUMUIECKOT0, MUKPOOHOTO), JIK, C3
KOHTPOJISI TPOMEKYTOUHBIX MPOYKTOB,
BCIIOMOTATEIbHBIX BEIIECTB M KOHTPOJISI KAUeCcTBa
roToBoil npoaykuuu. HopmarusHas JOKyMeHTanusl.
OCHOBHbBIE HCTOYHHKH, IIyTH U IPUIHHBI
NOTAIaHus] MUKPOOOB-KOHTAMUHAHTOB B cepy
MIPOU3BOJICTBA U TOTOBYIO MpoayKiuio. [IpoBepka
53 CTEpPHIIBHOCTH, MUKPOOHOIOTHYECKUX TIOKa3aTeeH, K. C3
' TeCTHI 3(h(HEKTUBHOCTH U METOBI, UCTIOIB3YEMbIE ’
JUTS aHaJn3a pe3ynbTaTtoB. Kpamndukanms
Ma00paTOPHOTO 000PYAOBaHHS. ATTECTALIUS H
ITOBEPKA JIAOOPATOPHOTO 00OPYIOBAHHS.
Banunanus
Banumarust METOAMK UACHTUGUKAIIMHA U
AHATUTHIECKUX METOIHK,
Pazgen 6 6.1 KOJIMYECTBEHHOTO omnpenenenus. Tpanchep JIK, C3
MIPUMEHSIEMBIX B KOHTPOJIE
AHAJTUTHYCCKUX METOIHK.
KauecTBa JIEKapCTB.
71 VYmpasieHre ka4ecTBOM (KOPPEKTUPYIOIITHE, 1IK. C3
) ETYIHPYIOIINE, TPEAYNPEKTAI0NTUE TEHCTBHUS). ’
YmpaiieHHe Ka4eCTBOM. Iéa yo pZ . 2 pally D [T S——. e)
MOMHCIICKITUS U ay/IHT. MIPOBEACHUS
Paznen 7 | CamOMHCIIEKINA U AYANT. CaMOMWHCITIEK Hpm u BI-}I/HT eHHI;FI; ail ypmapn 1/1211-1 HIIBI
Pabota ¢ mepconamom. 7.2 H yTP YZUTTa, TPUHLI JIK, C3

BHECECHHS H3MEHCHUH 1 aKTyaJIn3alus Mnpoueaypbl
BHYTPCHHETO ayJiuTa, IMNOJAXO0/bl K dHAJIN3Y




Homep
pasaeaa

HaumenoBanue pasnena
AUCHUILIUHBI

Coaep:xanue pasaesa (TeMbl)

Bun
y4eOHo
padoThr*

pe3yNbTaTOB BHYTPEHHEIO ayAUTa U BHECCHUE
KOPPEKTUPYIOIIUX ACHCTBUI

* - 3anonasetcs Tonpko o OUHOMU dhopme obyuenust: JIK — nexyuu, JIP — nabopamopusie pabomwl,; C3 —
npakmuiecKue/CeMunapcKue 3aHamusl.

6. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYEHUME JUCHUIIJINHBI

Tabnuya 6.1. MamepuaneHo-mexnuueckoe obecneuernue OUCYUNIUHbL

Tun aynuropun

OcHaleHue ayauTopun

CrnenuajJu3upoBaHHOe
yueOHOe/1adopaTopHoOe
o0opynoBanmue, [10 u
MaTepHuaJIbl JI1 0CBOECHHS
AUCHUTLITUHBI
(mpu HeOOXOAUMOCTH)

Aynuropus ISl IPOBEICHUS 3aHATHI

VYyeOHnas aynutopus s
MIPOBEICHUS 3aHATUM
JIEKIIMOHHOI'O THUIIA,
MPAKTUYECKUX 3aHITUH,
IPYIIOBBIX U
WHIUBUTYJIbHBIX
KOHCYJIbTAIIUH, TEKYILETO
KOHTPOJIS U

IIPOMEKYTOUHOU
JIEKIIMOHHOI'O TUIIA, OCHAILIEHHAs
. arrectanuu. Kommexkr
JlexumonHas KOMIUIEKTOM CIIEUaIN3UPOBAaHHON MeOenu; .
N CIIEUUaTU3UPOBAHHOMN
JOCKOH (9KpPaHOM) U TEXHUYECKUMU
. MeO0eJI; TEXHUYECKHE
CpEIACTBaMH MYJIbTHUMEIMA IPE3CHTALIUM.
cpeiacTBa:
MynbTUME AMITHBINA
npoektop Everycom
Hoyt6yk Lenovo Thinkpad
L530 Intel Core i3-
2370M_2.4GHz/DDR3 4
GB, ObecrieueH BBIXO B
WHTEpHET.
YueOHast ayTuTOpus A
MPOBEJICHUS 3aHATUN
JIEKIIMOHHOTO THUIIA,
MPAKTUYECKUX 3aHITUH,
AyauTopus Juisl IpOBEICHUS 3aHATUI IPYNIOBBIX U
CEMUHAPCKOT0 TUIIA, TPYITIOBBIX U WHIUBUTYJIbHBIX
WHJIMBUIyaJIbHBIX KOHCYJIBTALMMI, TEKYILIETO | KOHCYJNbTAIUH, TEKYILIETO
KOHTPOJISI U TPOMEXYTOUHOM aTTecTalluu KOHTPOJIS U
Cemunapckas P P YT T, P .
OCHAILIEHHAs] KOMIUIEKTOM MIPOMEKYTOUHOM
CHeIUaTU3UPOBAHHON MeOeH 1 arrectanu. Komruiekr
TEXHUYECKUMHU CPEACTBAMU MYJIbTUMEANA CIIEUATTU3UPOBAHHON
MIPE3EHTALNMN. MeOenu; TEXHUYECKUe
CpeJICTBA!
MynbTUME ANITHBINA

npoekrop Everycom
Hoytoyk Lenovo Thinkpad

6




L530 Intel Core i3-
2370M_2.4GHz/DDR3 4
GB, O0ecrieueH BBIXOI B
HHTEPHET.

YyeOHast aymuTopus s
NPOBEICHNUS 3aHATHI
JICKITHOHHOTO THIIA,
NPAKTHYCCKHUX 3aHATHH,
IPYIIOBBIX U

WH/IUBUYaJIbHBIX
KOHCYJIbTAIIUH, TEKYILLETO
AymuTopus Ui CaMOCTOSITENIbHONW PabOThI KOHTPOJIS U
Tns oOyyaromuxcs (MOXKET UCTIONb30BaThCS [UISL | IPOMEKYTOUHOU
., | IpOBEIEHUS] CEMUHAPCKUX 3aHATHH 1 arrectauuu. Kommiexr
CaMOCTOSITENIbHOM 9 .
paboThI KOHCYJIbTAIIU), OCHAIECHHAs KOMILIEKTOM crenualn3upoBaHHON
CIeLlUAIU3UPOBAHHON MeOenu U MeOenn; TeXHUYEeCKHUe
KoMIproTepamu ¢ goctynom B UOC. CpeJCTBa:
MynbTUMe ANITHBINA
npoekrop Everycom
Hoyt6yk Lenovo Thinkpad

L530 Intel Core i3-
2370M_2.4GHz/DDR3 4
GB, O0OecrieyeH BBIXO/I B
HWHTEPHET.

* - ayauTOpUs I CaMOCTOSATENFHON paboThl oO0ydatontixcs ykaspiBaercss OBA3ATEJIBHO!

7. YYEBHO-METO/UMYECKOE 1 TH®OPMAIIMOHHOE OBECIIEYEHUE JUCHUITJIMHbBI

OcnosHas numepamypa:

1. Fapmonos, C. FO. KoHTpoib kauecTBa U cTaHAApTU3ALMS JIEKAPCTBEHHBIX CPE/ICTB U
OMOJIOTMYECKH aKTUBHBIX COCIMHEHUN: MPAKTUKYM : yueOHoe rocodue / C. 10. 'apmonos, C. A.
baxtees, 5. P. BanmuroBa. — Kazans : KHUTY, 2022. — 124 ¢. — ISBN 978-5-7882-3189-1.
— Texcr : anexTponnblit // Jlans : 35nekTpoHHO-O0uOIMOTeUHas cuctema. — URL:
https://e.lanbook.com/book/330758

2. CnuBkuH, A. 1. KoHTposb kauecTBa JeKapCTBEHHBIX cpecTB. JlabopaTopHBIii
MPAKTUKYM : yueOHO-MeToanueckoe rnocodue s crno / A. U. Cnuskun, O. B. TpuneeBa. — 7-¢
u31., crep. — Cankr-IlerepOypr : Jlans, 2024. — 80 c. — ISBN 978-5-507-47578-0. — Tekcr :
ANEKTPOHHBIHN // JlaHb : a5ekTpoHHO-O0nbMMoTeunas cucrema. — URL:
https://e.lanbook.com/book/392414
Hononnumenvnas aumepamypa:

1. Kontpons kauecTBa nekapcTBeHHbIX cpeacTB / [Inerenéra T. B., Yenenckas E. B. -
Mocksa : ITDOTAP-Menana, 2019. - 544 c. - ISBN 978-5-9704-4835-9. - TekcT : 37IeKTPOHHBIH //
OBC "KoncynbraHt ctyaenra” : [caifT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970448359.html

2. Pamenckas, I'. B. KonTposnps kauecTBa U CTaHapTU3AUS JIEKAPCTBEHHBIX CPEJICTB /
nox pexn. Pamenckoii I'. B. , Opnabaesoii C. K. - Mocksa : ['D0TAP-Menua, 2020. - 352 c. -
ISBN 978-5-9704-5412-1. - Tekcr : anextponHsiii / DBC "Koncynbrant crynenra" URL:
https://www.studentlibrary.ru/book/ISBN9785970454121.html
Pecypcwr ungopmayuonno-menexomMmyHuKayuoHHou cemu « Anmepunemy»:

1. O9bC PYIH u croponnue 3bC, Kk KOTOPBIM CTyI€HTBl YHUBEPCUTETA UMEIOT JOCTYII
Ha OCHOBaHHUH 3aKJIFOYEHHBIX JT0TOBOPOB

- DnekTpoHHo-omommoTeunas cucrema PYJIH — 9bC PY JIH




https://mega.rudn.ru/MegaPro/Web
- OBC «YHuBepcurerckas Oubauorexa onnan» http://www.biblioclub.ru

- OBC IOpaiit http://www.biblio-online.ru
- OBC «KoncynbraHT cTyfenta» www.studentlibrary.ru
- OBC «3nannym» https://znanium.ru/
2. ba3sl JAHHBIX U ITIONCKOBBIC CUCTEMbI
- Sage https://journals.sagepub.com/
- Springer Nature Link https://link.springer.com/
- Wiley Journal Database https://onlinelibrary.wiley.com/
- Haykomerpudeckas 6a3a nanubix Lens.org https://www.lens.org
Yuebno-memoouueckue mamepuanvt 05 camoCmosmenbHou pabomol 0OYUAOWUXCS NPU

0CB80EHUU OUCYUNTUHBL/MOOYIS*:
1. Kypc nekiuii mo aucruminie «COBpeMEHHbIC MPUHIIAITBI KOHTPOJIS Ka4eCTBa

JICKApPCTBCHHBIX CPCACTB».

* - Bce y4eOHO-METOIUYCCKUE MATCPUANTBI JJII CAMOCTOSITEIIBHONH PabOThl 00ydJarONIUXCsI
pa3MeIIarTcs B COOTBETCTBUHU C ACHCTBYIOUINM MOpsiAKoM Ha cTpanulle aucuuruinasl B TYUC!
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