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1. HEJb OCBOEHUA JUCIUIIJIMHBI

Henpto ocBoenuss AuCHUIUIMHBI «COBpEMEHHBIE METOJbI KOHTPOJSI KayecTBa
JIEKAPCTBEHHBIX MpEenapaToBy SBISIETCS OOyYe€HHUE CTYACHTOB HaBBIKAM pPa3pabOTKH
METOJIOB 0OecTieueHHsI KauecTBa papMarieBTUUECKON MPOTYyKIIUH, 3HAHUSIM HE0OXO0JMMBbIX
T pa3pabOTKH, BHeApeHUs 1 noaaepxkanus cucteMbl GLP (ITpaBuna koHTpoJIs KadecTBa
JIEKAPCTBEHHBIX CPENCTB), (PYHKIUOHUPOBAHUUW U AaKKPEIUTALUH HCIBITATEIbHBIX
nmabopaTopuil.

2. TPEBOBAHMUS K PE3YJIbTATAM OCBOEHUSA JUCIHUIIJIMHBI

OcBoenne  gucuurauHbl  «COBpeMEHHBbIE  METOABl  KOHTPOJS  KayecTBa
JIEKApCTBEHHBIX TMpenapaToB» HampaBieHO Ha GOPMHUPOBAHHE Yy OOydYarOIIUXCS
CJIEIYIOIIUX KOMITETCHITUH (YacTH KOMIIETEHIINM ):

Tabnuya 2.1. Ilepeuenv komnemenyuil, opmupyemvix y oOyuanowuxcsi npu
0CBOeHUU OUCYUNTIUHBL (Pe3YTbmamvl 0CB0eHUST OUCYUNTIUHDBL)

Indp Kommerenmst Nuankartopsl MOCTHIKEHHS! KOMIIETeHIHH
(B paMKax JaHHOW TUCIUIUINHBI)
Crniocoben ompenenste | [IK-2-T-1. Ananm3upyer ©  TpUMEHSET B
KpUTEPUH U METOIbI | TPO(ECCHOHATTFHON NeSITEIHbHOCTH HOPMAaTHBHEIE
OLIEHKHU Ka4yecTBa | JOKYMEHTbl 10  CHUCTEMaM  CTaHAapTHU3alluy,
[[K-2-y | PPOAYKUMHM H NPOCKTHBIX pa3paboTKU U MPOU3BOACTBY IPOAYKIIHH
pereHui IIK-2-1-2. IIpoBoauT paboThl B 00JaCTH pa3pabOTKH
JOKYMEHTAaluM B CBA3M  C  HM3MEHEHHUEM
TEXHOJIOTUYECKOro Ipoliecca MPOU3BOICTBA
NPOAYKIMH B IPEAMETHON 00JIaCTH.

3. MECTO JUCHUIIJIMHBI B CTPYKTYPE OII BO

Jucnumimaa «COBpPEeMEHHBIE METOJBI  KOHTPOJII  KadecTBa  JICKAPCTBEHHBIX
TperapaToBy» BXOJIUT B 4aCTh, HOPMUPYEMYIO yUaCTHHKaMH 00pa30BaTeIbHOTO IMpoIiecca,
U SBISIETCS JUCIUIUIMHOM 1O BBIOOPY Oyioka 1 ydeOHOro miaHa mpoguis
«/IlHHOBAIIMOHHBIC TEXHOJOTMM W HAHOTEXHOJOTHMH B MEIUIIMHE, (apMaleBTUKE H
OMOTEXHOJIOTUIY.

B pamkax OIl BO oOyuaromuecs TakXe OCBAaWBAIOT JPYTrHe IUCIHUTUIMHBI H/WIN
MPAKTHKH, CIIOCOOCTBYIOIIME IOCTHKCHUIO 3allJITAHMPOBAHHBIX PE3yJbTAaTOB OCBOCHUS
TuCcHHUIINHBI « COBpEMEHHBIE METO/IbI KOHTPOJISI Ka4eCcTBa JIEKAPCTBEHHBIX MIPETapaToBy.

Tabnuya 3.1. Ilepeuenv komnonenmos OIl BO, cnocobcms8yrouux 00CmMudceHuo
3aNIAHUPOBAHHBIX PE3YIbMAMO8 0CE0EHUS OUCYUNTUHBL

IpenmecrByrommue Hocaenyrommue
Hludp Hauvenopanue I[I/ICE[I/II:IJII/IHLI?’MOI:yJII/I, nncunnnniil/nlfonynn,
KOMIIeTEeHIIM U * %
NMPAKTUKHA NPAKTUKHA
CrniocobeH omnpenensiTh Xumus OMoopraHuYecKux
KPUTEPUHU U METOJbI COCJIMHECHUH,
OLICHKH Ka4yecTBa Mesx aucturinHapHas
PO TyKIUK u KypcoBasi pabota
MPOEKTHBIX PELICHUI PazpaboTka n perucrparus
MK-2-1. JIEKapCTBEHHBIX MPENapaToB,
[IpuMeHeHne noaMmMepoB B
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OMOMEIUIIMHCKOMN
TEXHOJIOTHH U
HAHOTEXHOJIOTHH,
AKTyanbHbIE 33]1a41
COBPEMEHHOU XUMHUHU
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* - 3aIOJHAETCS B COOTBETCTBHH ¢ MaTpuuei komnerenuunii u CYII OIT BO
4. OFBEM JIJUCHUIIJIMHBI U BUJIbl YYEBHOM PABOThHI

O6ma;1 TPYAOCMKOCTDb JUCHUIIIINHBI «COBpCMeHHHe MCTOABI KOHTPOJISI KAa4CCTBA
JICKApPpCTBCHHLIX MPEIIapaToB» COCTABIIACT 3 3a4ETHBIX CIAUHUII.

Tabnuya 4.1. Buovl yuebnoii pabomui no nepuodam oceéoenus OII BO ons QUHOH
Gopmvl 006yueHus

N BCEI'O, Cemectp(-b1)
Bua yueOHoii paGoThl - 1 5 3 a

Koumaxmnas paboma, ax.u. 40 40
B TOM YHCIIE:
Jlexuuu (JIK) 16 16
Jlabopatopusie pabots (JIP) 16 16
[Mpaktrueckue/cemunapckue 3austus (C3) 8 8
Camocmosmenvras paboma 00y4arOuuxcs, ax.u. 41 41
Konmponw (3x3amen/3auem c oyenkotl), ax.u. 27 27

aK.d. 108 108
O01mas Tpy10eMKOCTb AU CIUTIINHbI B 3 3

Tabnuya 4.2. Buowt yuebnou pabomui no nepuodam ocgéoernus OI BO ons Q4HO-
34A0Y9HOH ¢popmol 06yueHus

. BCETI'O, Cemectp(-b1)
Bup y4yeOHoii padoThI Ak 1 5 3 7

Koumaxmnas paboma, ax.u. 32 32
B TOM YHCIIE:
Jlexuuu (JIK) 16 16
JIaboparopusie pabots (JIP) 8 8
[Ipaktuyeckue/cemunapckue 3ansatus (C3) 8 8
Camocmosmenvras paboma 00y4arOwuxcs, ax.u. 49 49
Koumponw (sx3amen/3auem c oyenkoti), ax.u. 27 27

aK.d. 108 108
OO0mast Tpy10eMKOCTb M CIATIINHbI o 3 3
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5. COAEP KAHUE JUCHUIIVIMHBI

Tabnuya 5.1. Cooeporcanue oucyuniunvl (Mo0yJis) no eudam yuebHol pabomol

HaumeHoBaHue pa3jaesia

Conepxxanue pa3jena (TeMbl)

Bup yueonoii

AHAITTUTUYCCKUX MCTOJHUK

Ilogxompl K aHaJIN3y MHOT'OKOMIIOHCHTHBIX
JICKAPCTBCHHBIX CPCACTB

JUCHUIIIINHBI padoThI*
Paznen 1. Tema 1.1. Mecto GLP B cucreme GXxP —
OyHamMeHTaIbHBIE CHCTEMBI ~ JOKYMEHTAIlMM 10  CO3JaHHIO,

KOHIICTILIUH U NPOM3BOJICTBY, XPAaHCHHIO U  OOpAIICHHIO
TEPMUHOJIOTHS, nekapctB (GLP-GCP-GMP-GDP-GPP-GSP).
HCIOJIb3yeMasi IIpU ITpuems! peanusanuu npuniunos GLP Ha JIK. TIP
YIPaBJIEHUU KAaYECTBOM, | (hapMaIieBTHUECKOM TPEINPHSITHH. ’
0€30MacHOCTBIO U VYnpaBieHne KadecTBOM, O€30MacHOCTBIO W
3¢ (EKTUBHOCTHIO 3¢ (EeKTUBHOCTHIO (dapmarieBTUUECKON
MEIUITTHCKIX NPOAYKIIMEH C HCIOJIB30BAHUEM KOHIICIIIHH
MPEeTapaToB. GxP, 1SO 9001.
Paznen 2. Akkpemuranust |Tema 2.1. TpeGoBaHust K HCHBITATEIHHBIM JIK, TIP
WCTIBITATEITbHBIX 71a00paTOPHSIM. Oransl aKKpeIUTaInH.
naboparopuii AKKpEIUTYIOIUN OpraH.
Pasznen 3. [Tonxons! k Tema 3.1. Crpykrypa MpemnpusTHs, pojib | JIK, TIP
MOCTPOCHHIO CUCTEMBI GyHKIIMM  oTnena  oOecmeueHHs KauyeCTBOM
obecneuenus kauectBa  [(OOK) u otnena xontpois kauectBa (OKK) na
TTPOIYKITHH. (bapmareBTHIeCKOM NPEINPHSITHH.
JIOTKHOCTHBIE MHCTPYKIMH, KOJUICKTHBHAS W
IIEpCOHAJbHA OTBETCTBEHHOCTh. TpeboBaHMs
'OCT P MUCO 9001-2008 «Cucrema
MEHEDKMEHTa Ka4yecTBay. CranpnaptHble
oneparronnbie mporeaypsl (COIT).
Paznen 4. Kontposib Tema 4.1. AnanuTH4eckas Ciryxo0a mpeanpusTUs JIK, ITP, JIP
KadyecTBa Ipu KaKk cHucTremMa oOecledeHUs KOHTpPOJIs KadyecTBa
JICKapCTBEHHBIX CPEJICTB |HA BCEX CTAaausIX aHanu3a. Buapl aHammza B
Ha MPOU3BOJICTBE U B 3aBHCUMOCTH OT €ro Ha3HadeHusa. Meron u
UCIBITATEIbHON METOJMKa aHalnu3a. XUMHYeCKue U (pu3uko-
1a00paToOpHH. XUMUYECKHE METO/Ibl aHAJIN3A, IPUMEHSIOIUECS]
JUIL BXOJIHOTO KOHTPOJI ChIpbsl Pa3IMYHOTO
IPOMCXOXKAEHUS (PACTUTEIBHOTO, XUMUYECKOTO,
MHUKPOOHOT0),  KOHTPOJS  IPOMEXYTOUHBIX
IOPOAYKTOB, BCIOMOTAaTEJbHBIX BEIIECTB U
KOHTPOJISI ~ KauecTBa TOTOBOM  MPOIYKIUH.
HopmaTtuBHas  pokymeHTauus.  OCHOBHbIE
UCTOYHUKH, HYTM M TMPUYUHBI [OHaJaHHS
MHUKpPOOOB-KOHTAMHUHAHTOB B chepy
OPOM3BOJICTBA W TOTOBYIO  HIPOAYKIHIO.
IIpoBepka cTepUIBHOCTH, MUKPOOHOIOTHYECKUX
nokasaresei, TecTsl 3p(PEeKTUBHOCTU U METOBbI,
UCNOJb3yeMble ISl aHaiM3a pe3yJabTaToB.
Kpamudukanus mabopaTopHoro oOOpyJaoBaHUS.
ATTecTtanus 1 noBepka JlabopaTopHOTO
000pyI0BaHUS.
Paszmen 5. PaspabGotka|Tema 5.1. PazpaboTka MeTOVK aHaTU3a. JTaIlbL. JIK, IIP, JIP
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HaunmeHnoBaHue pa3jena Bup yueOHnoi

Conepxxanue pa3jena (TeMbl)

JUCIHUIIIINHBI padoTbI*
Pasnen 6. Bannpamus Tema 6.1. Banunaius MeToIMK UACHTUDUKAIIH JIK, TIP
AQHAIUTUYCCKUX METOJMK, |M KOJIMYECTBEHHOTO ormpeaencHus. TpaHcdep
MIPUMEHSIEMBIX B AQHATTUTUYECKUX METO/IUK.

KOHTPOJIE Ka4eCTBa

JICKapCTB.

Paznen 7. Yopasnenne |Tema 7.1. VYnpasienue KayeCTBOM JIK, ITP
KaueCTBOM. (koppexTupytoiue, peryiaupyromue,
CaMoMHCTIEKIIUA U MPEAYNPEKIAIOLINE JIEHCTBUA).

aymut. PaboTa ¢ Camouncnexkuust u  aymut.  [Ipomemypa

IIEPCOHAJIOM. MMpOBEACHUA CAMOUWHCIICKIMK W BHYTPCHHCTO
ayauTta, IMPUHIUIIBI BHECCHUA H3MEHEHUH U
aKTyaJIu3alys IpoLeIypbl BHYTPEHHETO ay/InTa,
moaxoJbl K aHaliu3dy peE3yJbTaTOB BHYTPCHHCTO
ay/IiTa U BHECEHNE KOPPEKTUPYIOIINX ACUCTBUI
B pa60Ty CUCTEMBI MCHCPDKMCHTA KayeCTBa HA B
WCTIBITATEIFHOW ~ JabopaTopud HA  OCHOBE
pe3yIbTaTOB BHYTPEHHETO ay/uTa.

* - zanonusieTcs Tonbko o OUHOM dopme obyuenust: JIK — aexyuu, JIP — nabopamopusie pabomwl, C3 —
cemunapcxue 3ausimusi, TIP-npakmuyeckue 3ausmusl.

6. MATEPUAJIBHO-TEXHUYECKOE
JTUCHMUIJIUHBI

OBECIIEYEHHUE

Tabauya 6.1. Mamepuanvro-mexuuueckoe obecneuenue OUCYUNTIUHBL
Cneunajan3upoBaHHOe
yueOHoe/;1adopaTopHoe

obopynoBanue, [1O u
MaTepHaJIbl JUIsl 0CBOEHHUSI
JAMCIHUTITHHBI
(Ipu HEOOXOAMMOCTH )

Kommnekr

CIeUATH3UPOBAHHON MeOey;

TEXHUYECKUE CPEIICTBA:

Tun aynuropun OcHalieHue ayIuTOpuu

Aynutopus Ne 636 nans mpoBeAeHUS

MynbTUMeIUUHBINA TPOEKTOP

3aHATUI JICKIITHOHHOTO tuna, | Everycom
OCHaIICHHAS xommiekroM | Hoyroyk Lenovo Thinkpad
| PR——— crernuranu3upoBaHHoi Meodenu; qockoit | L530 Intel Core i3-
(3KpaHoOM) u texHuueckumu | 2370M_2.4GHz/DDR3 4 GB,
cpeacTBaMu MyJnbTAMEANa | 11T
TIPE3CHTAIHIH. OOecnieueH BBIXOJ B MIHTEPHET.
KomruiekT npe3eHTanmi.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials
Aymuropus Ne 636 ans mposeneHHs KOMILICKT
3aHATUI CEMHHApPCKOTO THUTIA, CTIeLATH3HPOBAHHOR MeGEH;
CemuHapckas PYMHOBBIX M1 MHAMBIAYAIBHBIX | oy veckue cpenacTBa:
KOHCY/IBTALHH, TEKYIEro KOHTPOJI 1 Myt THME HHBIH TPOCKTOP
MPOMEKYTOUHOM aTTeCTalluH, Everycom
OCHAIIICHHAS KOMIUIEKTOM
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Tun aynuropuu

OcHamenue ayiuTopuu

Cneuuaau3npoBaHHOe
yueOHOe/1adopaToOpHoe
odopynoBanmue, [10 n
MaTepHaJIbl 1J151 0CBOECHHS
AUCHHUILTHHBI
(mpu HEOOXOAMMOCTH)

CHEIUaTU3UPOBAHHON  MeOenn |
TEXHUYECKUMU CpeICTBaMU
MYJIbTUMEINA PE3CHTALMH.

Hoytoyx Lenovo Thinkpad
L530 Intel Core i3-
2370M_2.4GHz/DDR3 4 GB,
lmT

OObecrieueH BBIXO] B UHTEPHET.
KomruiekT npe3enTanuil.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials

Aynuropus uist
CaMOCTOSATEIIbHON
paboThl

Aynuropust Ne 636 TUTS
CaMOCTOSITENIbHOU paboThI
00yJaronmxcs, OCHAIIICHHAS
KOMIUIEKTOM  CIICIIHATN3UPOBAHHOM

Meben ¥ KOMIBIOTEPOM C IOCTYIIOM B
SOUOC.

Kommnekt
CIIENUATTM3UPOBAHHON MeOeH;
TEXHUYECKHE CPE/ICTBA:
MynbTMeIUAHBINA TPOEKTOP
Everycom

Hoytoyx Lenovo Thinkpad
L530 Intel Core i3-
2370M_2.4GHz/DDR3 4 GB,
Lt

ObecrieyeH BBIXO] B HHTEPHET.
KowmmnekT npe3eHTanuii.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials

7. YYEBHO-METOANYECKOE n NHO®OPMAILIMOHHOE

OBECIIEYEHUME JUCIUIIVINHBI

OcHosnas tumepamypa:

KonTpons xadectBa nekapctBeHHbIX cpenct / [Inerenésa T. B., Ycnenckas E. B. -
Mocksa : I'90TAP-Meauna, 2019. - 544 c. - ISBN 978-5-9704-4835-9. - Tekcr :
anektponnerii  //  OBC  "KoHcynbrant  cTyneHra" [cariT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970448359.html (mata oOpaineHus:
26.05.2022).

Pamenckas, I'. B. KoHTposb kadecTBa U CTaHIapTH3AIUs JEKAPCTBEHHBIX CPEICTB /
nox pen. Pamenckoii I'. B. , Opnab6aeBoii C. K. - Mocksa : I'DOTAP-Meaua, 2020. -
352 c¢. - ISBN 978-5- 9704 5412-1. - Tekcr : snexrponHsii // IbC "KoHcynbrant

cTyaeHra" [caiiT]. - URL:
https://www. studentllbrary ru/book/ISBN9785970454121.html (nmara oOpameHus:
26.05.2022).

Lononnumenvuas iumepamypa:
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http://www.studentlibrary.ru/book/ISBN9785970448359.html
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3. PykoBOACTBO MO MHCTPYMEHTAJIBHBIM METOAAM HCCIEAOBAHUN MpH pa3paboTKe U
JKCIIEPTHU3E€ KadeCTBa JIEKapCTBEHHBIX IpenapartoB. [lon pemakumeir bbIKOBCKOrO
C.H., Bacunenko U.A. u ap. - M.: Uzn-Bo «Ilepoy», 2014. — 656 c.

4. Mapaxoa AWM. u np. DoromMeTpuueckHe METOAbl MOJIYYEHUS B aHaIU3E

JIEKapCTBEHHOTO PACTUTEIBLHOIO ChIPbSl W MPENapaToB Ha ero ocHoBe. — M., PYJIH,
2015. — 155.

HOPMAMUBHO-npasoeasl oasza:

1. ®enepanbubiii 3akoH «O0 oOpallleHnN JIEKApCTBEHHBIX cpeAcTB» oT 12.04.2010 Ne

61-D3.

®enepanbHblil 3akoH «O TEXHUUECKOM peryiaupoBanuny» ot 27.12.2002 r. Ne 184-D3.

ICH Q9 «¥Ymnpasienue puckamu 1o kadectBy» " (Quality Risk Management);

ICH Q10 «®apmaneBTrYeCcKasi CUCTEMa KauyecTBay;

ISO 9001:2008 «Quality management systems. Requirements»;

I'OCT P 52429-2009 «Opranuzaiusi TpOU3BOACTBA W KOHTPOJS KauyecTBa

JICKAPCTBEHHBIX CPEJICTB)

6. TOCT P 52537-2006. «IIpous3BoACTBO JiIeKapCTBEHHBIX cpeAcTB. Cucrema
oOecTIeueHHS KaueCTBa.

7. TocymapctBennas ®apmaxomnes Poccuiickoit @eneparuu. Uzn. Xll, 4. 1. — M., 2007.
— 696c.

8. "IlpousBoiacTBO  JIeKapCTBEHHBIX  cpeAcTB.  llepcoHan  (apmaneBTHUECKUX
npeanpustuii" MY 64-09-001-2002, M., 2002r.

9. «Opranuzanus v MOPsA0K MPOBEACHUS METPOJIOTUYECKOM SKCIIEPTU3bI HOPMATUBHOU
nokymeHTaiun», MY 64-02-02-2002, M., 2002r.

10. OCT 64-02-001-2002. KoHTpOJbHO-aHATUTUYECKUE W MHKPOOMOJIOTUYECKHE
naboparopun OTK mpoMBIIIIEHHBIX MPEANPUATUNA, TPOU3BOAAIINX JIEKAPCTBEHHbBIE
cpenctBa. TpeOoBaHUs U OPSAIOK aKKPEAUTALIMH.

11.OCT 64-02-003-2002 «IIpoayxkius MEIUIITHCKON MIPOMBIIIJICHHOCTH.
TexHonoruueckue periaameHTsl npou3BojcTBa. CoaepkaHue, MopsaIoK pa3paboTKH,
COTJIACOBAHUSI M YTBEPIKIICHUS.

12. OCT 91500.05.001-00. CtangapTsl KadecTBa JIeKapCTBEHHBIX cpencTB. OCHOBHBIE
MIOJIOXKECHUS.

13.0CT 91500.05.0002-2001. TocymapcTBeHHBIH HH(POPMAIMOHHBIA  CTaHAAPT
JexapcTBeHHOTo cpeacTBa. OCHOBHBIE TIOJOKEHUS.

o kow

Pecypcor unghopmayuonno-menexommynuxayuonHnou cemu « Mumepuemy:

1. OBC PY/JH u croponnue 3bC, K KOTOPbIM CTYJAEHThl YHHUBEPCUTETAa UMEIOT
JOCTYII HA OCHOBAHUH 3aKJIFOYEHHBIX JOTOBOPOB:

- DIIeKTPOHHO-OMOIHOTEUHAS cucrevma PYJIH -  OBbC PYJIH
http://lib.rudn.ru/MegaPro/Web

- OBC «YHuBepcuTeTcKas oubanoTeka onmaia» http://www.biblioclub.ru

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

- OBC «Koncynprant crymenta»y Www.studentlibrary.ru

- OBC «Jlanw» http://e.lanbook.com/

- OBC «Tpounkuii MocT»

2. ba3bl JaHHBIX U IOUCKOBBIE CUCTEMBI:
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- DJIGKTPOHHBIA (POH] MPABOBON W HOPMATHUBHO-TEXHUYECKOW JTOKYMEHTAIIUU
http://docs.cntd.ru/

- mouckoBasg cucrema Sanexc https://www.yandex.ru/

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

-pedepaTuBHas 6a3a JTAHHBIX SCOPUS
http://www.elsevierscience.ru/products/scopus/

-  ®@enepalibHBII  HMHCTUTYT  MNpOMbIIUIEHHON  cobctBeHHocTH  (PUIIC)
https://new.fips.ru

Yuebno-memoouueckue  mamepuanvl 01 CAMOCMOAMENbHOU  pabOMbl

00VyUAIOWUXCS NPU OCB0EHUU OUCYUNTUHBL/ MO0V
* - Bce y4yeOHO-METOIUYECKHEe MaTepHalibl JJISi CAMOCTOSITEIBHON paboThl 00yJaroIXCs
pa3MeIaTcs B COOTBETCTBUU C ICHCTBYIOLIUM MOPSIKOM Ha cTpaHule qucuurinasl B TYUC!

[Ipu mpoBeneHUU 3aHATUN W OpPraHU3alMH CaMOCTOSITEIbHOW pabOThI CTYIEHTOB
HCIOJIb3YIOTCSI TPAIMIIMOHHBIE TEXHOJIOTUU COOOIIatoIero o0y4yeHus, Npeanoararome
nepeaavy uHbopManuu B TOTOBOM  BHJE, dbopMupoBaHue  y4eOHBIX
yMEHUH 1Mo oOpasiry.

B paMkax npakTuueckux 3aHATHI pealu3yeTcs B3aMMOOOYyYEeHHE cCllyliaTenei
Kypca - MHTepakTUBHOE oOy4deHue, B (popmMe B3aMMOKOHTPOJISI CAMOCTOSITEIbHONU paboThI,
COBMECTHOT'O pPEIlIEHHE CUTYallMOHHBIX 3a/lay, COBMECTHOI pa3paboTka CXeM CIOKHBIX
IPOLIECCOB, OOCYXkIEHUS POOIEMHBIX BOIIPOCOB.

CamocrosiTenpHass paboTa CTYJEHTOB BKIIOYAeT HU3yYE€HUE OCHOBHOM H
JIOTIOJIHUTEIILHOM JINTEPATyphl MO JAHHOW JUCUUIUIMHE, IOATOTOBKA BBICTYIUICHUN Ha
CeMMHapax, IOJrOTOBKa TBOPYECKMX pabOT IO BOIpPOCAaM HMMYHOOHOJIOTHYECKHX
npenaparoB, UX o(QopMmieHHE B BHJE NPE3CHTAlMi, a TakXke MOATOTOBKA W 3allMTa
JIOKJIaJla TI0 OAHOM U3 MPEAIAraeMbIX TEM.

8. OIIEHOYHBIE MATEPUAJIBI W BAJJIBHO-PEUTUHIOBASA
CUCTEMA OLNEHUBAHUA YPOBHA CPOPMHUPOBAHHOCTHA
KOMIIETEHIUMMU 11O JUCHOUTIJIMHE

OrneHOYHBIE MaTepHajabl U OATIILHO-PEUTHHTOBAs CHCTEMa OIEHUBAHUS YPOBHS
c(hOpMUPOBAaHHOCTH KOMIICTCHIIMH (Y4acTH KOMIIETEHIIMKA) 110 HWTOraM OCBOCHHUS
TUCIUTIINHBI « COBpEeMEHHBIE METObI KOHTPOJISI Ka4eCTBa JICKAPCTBEHHBIX ITPEIapaToB»
npeacTaBiaeHbl B [IpuiokeHnn K HacTosmiei Paboueit mporpaMMe JTUCIIUTIIAHEIL.

PA3ZPABOTYUKU:
npocgeccop UBXTH, a.dpapm.H. A.1. Mapaxosa,

PYKOBOJIUTEJIb OVYII:

Jupexrop UBXTH, npogeccop a.x.H. AM. CrannmeBckuit

PYKOBOJIUTEJIb OII BO:

Jupexrop UBXTH, npogeccop a.x.H. AM. CrannmeBckuit
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http://docs.cntd.ru/
https://www.yandex.ru/
https://www.google.ru/
http://www.elsevierscience.ru/products/scopus/
https://new.fips.ru/

IIpuiroxenue
PI'AOY BO «Poccuiickuii yHUBEPCHTET APYAKObI HAPOA0B»
HNucTUTyT OMOXHMHI4YeCKO# TexHoJ0ruu U HaHoTexHoJiorun (MBXTH)

®OH/ OLIEHOYHBIX CPEJCTB

MO YYEBHOUN JUCIIUIIJINHE

COBDGMGHHI)IG MCTOJAbI KOHTPOJIS KAQUCCTBA JICKAPCTBCHHLBIX CPCACTB
(HaMMEHOBaHHE TUCITUTLIIHHBI)

04.04.01 — «Xumus»

(KOI[ 1 HAaMMCHOBAHHNEC HAIIPaBJICHUSA HOZ[FOTOBKI/I)

«bHoXUMHUYECKNE TEXHOJOTUHU U HAHOTEXHOJIOT UM

(HaumeHoBaHUe PO UIIS OATOTOBKH)

Marwuctp

Kpanudukanus (creneHb) BbITYCKHHKA
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IHacnopr poHAAa OLEHOYHBIX CPEACTB 10 JUCHUIIHHE

Hanpasnenne/CrieninanbHOCTh:

04.04.01 — «Xumus»

Jucuunimnna:
CoBpeMEHHBIE METOJIbl KOHTPOJISI KAUeCTBA JICKAPCTBEHHBIX CPEICTB

[MacnopT poHma OLIEHOYHBIX CPENCTB

Kon KonTtponupyemsrii pazaen ®DOCHI (hopmbl kKoHTpOIIsT ypoBHs ocBoeHust OOIT)
KOHTPOJIU- | JUCLUIUIMHBI AynutopHas pabota CamocTosiTe
pyemoit JIbHAs Uroro
KOMIIETEH- pabora
uuu JlaGopatop- | Pedepar Tect
Has pabora
[K-2-1 | 1.®dynnameHTanbHbie 10 5

KOHICIIIUN U TCPMUHOJIOT U,

HCIOIb3yeMas IIPU yIIPaBICHUN

KayecTBOM, 0€30aCHOCThIO U

3(DPEKTUBHOCTHIO METUITMHCKUX

MpenapaTos.

2.AKKpeauTaIus 10 5 5

WCIBITATENbHBIX JJabopaTopuit

3.IToaxoap! K IOCTPOCHHIO 10 5

CHCTEMBI 00eCTIeYeHHsT KauecTBa

MPOTYKIIHH.

4. KoHTpOIb KauecTBa Mpu 10 5

JIEKAPCTBEHHBIX CPEZCTB Ha

MPOU3BOJICTBE U B

HCTBITATELHON JTa00paToOpuH.

5.Pa3paboTka aHaJTUTHYECKUX 10

METOJINK

6.Banmnanys aHaTUTHYECKIX 10 5

METO/IMK, IPUMEHSIEMBIX B

KOHTPOJIEC KA4eCTBa JICKAPCTB.

7.Y1upaBiieHHE KaueCTBOM. 10

CaMOWHCIICKITUS U ay/IHT.

Pabora c mepconanom.

Hroro Gamnos 70 2 30 20
0
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BOHpOCI)I AJI MOATOTOBKHU K 3alIUTE NPAKTHYCCKUX p360T

Nel

1.

[Ipunnuns! coctaBienust u pasnensl COIL. Akryanmusanus u goctynHocts COII B
naboparopuu.

2. TloHsaTHe O cTaHAAPTHOU OTEPAITMOHHOM mporeaype. HaznaueHue u pa3ienbl cTaHaapTHOU
omnepaoHHo mpoueaypsl. COCTaBUTEIN U OTBETCTBEHHBIE.
3. Poas COII B KOHTpOJIE KauecTBa JICKAPCTBEHHBIX CPEACTB U CAMOKOHTPOJIE.
4. Mecro GLP B cucreme GXP — cuctembl JOKYMEHTAMH IO CO3JAHHIO, ITPOU3BOJICTRY,
xpaHeHuto u obparnienuio jekapcts (GLP-GCP-GMP-GDP-GPP-GSP).
5. Tpuemsr peanu3zaryu npuniunoB GLP Ha dhapManeBTHUECKOM TPEANPHUATHH.
6. VYnpaBieHne KauecTBOM, O0€30TMACHOCTBIO M APPEKTHBHOCTHIO (hapMaIleBTUIECKOM
MPOAYKIHeH ¢ ucronb3oBanreMm Konuenimu GxP, 1ISO 9001.
7. TpeboBaHus K epCOHATY UCIIBITATEILHON Ta00paToOpHu.
Ne2
1. CrpykTypa HOpMaTUBHOW TOKyMEHTAIlMU Ha JIeKapCcTBEHHbIN mpenapat. [lonstue 06
00LIMX U YaCTHBIX (haMaKOTIEHHBIX CTAThAX.
2. Teopust cnekrpodoTomMeTpudeckoro Metona. lIpuMeHeHHne CHeKTpoPOTOMETPpUU B

KOHTpOJIE KauecTBa JIEKapCTBEHHBIX MTPENapaToB.

3. Teopusi TuTpuMeTpUUecKoro Merona. [IpuMeHeHne TUTPUMETPHH B KOHTPOJIE KadyecTBa

JIEKapCTBEHHBIX MPENapaToB.

4. OpraHuzanus XpaHEHUs JEKapCTBEHHBIX CPEICTB B HCIBITATEIbHBIX JIAOOPATOPHUSX.

ApOuTpaxkHbie 00pasIIbl.

5. CrtpyKTypa MpoTOKOJIA aHATU3A.

6. KoHTposb kauecTBa BOJIbI OUUIIICHHOM.

7. Benenue nabopaTopHOTro XXypHaia, Kak HeoTheMiemas 9actb GLP.
Ne3

1. Tloaxonsl K pa3pabOTKe aHAIUTUYECKOW METOAMKH: 00OCHOBaHME BhIOOpa mapamMmerpa
CTaHJapTHU3alUU, METO/IA AHAIIN3A.

2. Ilytu noctmxenus criequUIHOCTH MPHU pa3paboTKe aHATTUTUIECKOW METOTUKH.

3. Axkpeaurtanus 1a00paToOpUH B CUCTEME FOCYIaPCTBEHHON aKKpEAUTALUU. JTalbl.

4. Axkkpenurtamus J1a0opaTopud B CUCTEME TOCYIAapPCTBEHHOW  aKKpeIUTAIlUH.
JlokyMeHTanus.

5. Camouncnekius u ayauT. [Ipouenypa mpoBeAeHHS CAMOMHCIEKIIMHM W BHYTPEHHETO
ayluTa, TPUHUUIBI BHECEHUS! U3MEHEHUM U aKTyajau3alus Npoueaypbl BHYTPEHHETO
ayludTa, MOAXOJbl K aHalIM3y pe3yJIbTaTOB BHYTPEHHErO0 ayAWTa U BHECEHHE
KOPPEKTUPYIOIIUX JAEeUCTBU B pabOTy CHUCTEMBbl MEHEIXKMEHTa KadyecTBa Ha
IIPOU3BOJICTBE HA OCHOBE PE3YJIbTATOB BHYTPEHHEIO ayIUTa.

6. OOs3aTenbHasi perucTpalioHHass JOKYMEHTAlus (IIPOTOKOJbI, MapLIpyTHbIE KapThl,
MapKHPOBKA, STUKETKH).

7. TlpoBepka CTEepUIBHOCTH, MUKPOOHOJIOTHYECKHUX MOKa3aTese, TeCTbl 3PPEeKTUBHOCTH
Y METO/Ibl, UCTIOJIb3YEMBbIE ISl aHAJIN3a PE3YJIbTAaTOB.

Neq

1. OOGocHoBaHUsA H606XO,Z[I/IMOCTI/I MMPOBCACHUA BaJIMJallUN aHAJUTUYECKON METOIUKH.
2. CHeL[I/I(I)I/ILIHOCTB aHAJIUTHUYECKO METOIUKH. I[OKaSaTeJ'IBCTBO.
3. Poub KOHTPOJIBHOTO OIIBbITA B aHAJIUTHYECKON METOJIUKE.
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Ne6

g0 E

o

Ne7

Nookown

JloKa3aTenbCcTBO CHEU(PUIHOCTH B THTPUMETPHUECKHX, CIIEKTPO(HOTOMETPHUECKUX,
BOXX aHanuTH4ecKuX METOUKAX.

CrnenuduuHocTs KauecTBeHHBIX peakiuii 1 TCX npu onpeaeneHny N0 IMHHOCTH
JIEKapCTBEHHOTO Iperapara.

CocraB mrane6o Ui J0Ka3aTenbCcTBa Celu(PUIHOCTH.

CrpykTypa nmpeanpusTus, pojib U GyHKIuu oTaena obecnedenus kadectsoMm (OOK) u
otnena koHTpos kauectsa (OKK) Ha ¢papmarieBTHYECKOM NPEATIPUATHH.

Y10 noka3bIBaeT JMHEHHOCTh aHAIMTUYECKOH METOIUKU?

CratucTuueckue XapakTepPUCTHKN JTUHEHHOCTH U UX UHTEPIIPETALIUS.

I'paduk nuneitHocTu. [locTpoenue.

JlaHHBIE, UCTIONB3yEMbIE JIJIs1 OLIEHKN JTUHEUHOCTH.

Jloka3zaTenbCTBO TUHEHHOCTH B THTPUMETPUUECKHX, CIIEKTPO(HOTOMETPUUECKHUX,
BOXKXX aHanuTHYeCcKnX METOIUKAX.

VYrpaBnenue kauecTBOM (KOPPEKTUPYIOIIKE, PETYITHPYIONTUE, TPEIYITPEKIAI0IINE
JEHCTBUS).

Camouncnexkuuss u ayaut. [Ipouenypa mpoBeleHHS CAMOMHCIEKIIMM U BHYTPEHHETO
ayanTa, TPUHLMUIBI BHECEHUS] U3MEHEHUW W aKTyaJu3alus MPOUETypbl BHYTPEHHETO
ayauTa, TOAXOJbl K aHAIM3y pEe3yJbTaTOB BHYTPEHHErO ayAuTa W BHECEHUE
KOPPEKTUPYIOIINX JEUCTBUH B pabOTy CHCTEMBl MEHEDKMEHTa KadecTBa Ha B
WCTIBITATEIFHOM JTA0OpaTOpUH Ha OCHOBE PE3yIbTATOB BHYTPEHHETO ayInTa.

UTo nmoka3pIBaeT MPaBUILHOCTh AHATUTUYECKON METOUKH ?

[Tomxoap! K TOKA3aTENHCTBY TPABUILHOCTH AaHAIUTUYECKOW METOUKH.
CraTtucTuuecKkue XapakKTePUCTHKN MPABUILHOCTH M UX UHTEPIPETALINS.

JlaHHBIE, UCTIOB3YEMBIC ISl OIICHKH TPABUIBHOCTH.

Jloka3zaTenbCTBO MPAaBUILHOCTH B THTPUMETPUUECKHX, CIIEKTPO()OTOMETPHUIECKHUX,
BOJXKX aHamuTtHueckux METOIUKAX.

AHanuTHdeckas ciy)k0a npeanpusaTus Kak cucTeMa 00ecreueHrst KOHTPOJISl KauecTBa
Ha BCEX CTaIUsSIX aHaIu3a.

Bunpl ananuza B 3aBUCHMOCTH OT €0 Ha3HavYeHus. MeToa U METOINKA aHaJIu3a.

Banupanus aHanMTHYECKUX METOIUK: pobOacTHOCTb. BbiOop Kputepue Juis
JI0Ka3aTenbCcTBAa POOACTHOCTH.

CraTtucTuyeckue XapakTepUCTUKH pOOAaCTHOCTH M UX UHTEpIpeTalts.

ITonxomap! K 10Ka3aTeIbCTBY POOACTHOCTU aHAJIUTUYECKON METOIUKU.
CraTtuctuyeckue XapakTepUCTUKH pOOAaCTHOCTH M UX UHTEpIpeTalts.

JlaHHBI€, UCTIOJIb3YEMBbIE ISl OLIEHKU POOACTHOCTH.

CocraBieHue oTueTa 0 BIMJALMHU U €r0 Ha3HAUYEHUE.

Ponp HOpMaTUBHONM TOKyMEHTAllMU B KOHTPOJIE KaY€CTBA JIEKAPCTBEHHBIX
IIpenapaToB.
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Tembl pedeparTos

1. IlpuHuMNIbBI BanuAaLuy aHaIUTHUYEeCKUX MeToauk. [loaxoap! k Banuaanuu B Poccun u 3a
pyOexKOM.

2. TpeGoBanusi HopMmaTHBHOHM nokymenTanuu PO, EBponsl u CIIA K nexapcTBEHHBIM
CpeICTBaM Ha PaCTUTEIHLHOW OCHOBE (BBIOOD MpHMeEpa).

3. TpeboBanusi HopmatuBHOU HokymeHTanuu P®, EBpons u CIIA k dapmaneBTHIECKUM

cyOcranImsM (BbIOOp mpumMepa).

TpeboBaHus K BoJe OUMIIIEHHOM, Boie anuporeHHo. [Toka3zarenu kauecTsa.

TpeboBanust k uncteiM nomeleHusIM. Cpasaenue tpedoanuii P®, Esponst u CLIA.

MukpoOuoornyeckas YucToTa JIEKapCTBEHHBIX npernaparoB. CpaBHeHUE TpeOOBaHUI

P®, Esponsl u CIIA.

7. CTpykTypa HOPMAaTHUBHOM  JOKYMEHTAallud HHBEKIMOHHBIX M  HMH(Y3MOHHBIX
JIEKapCTBEHHBIX MIPETapaToB.

8. CrpykTypa HOpPMATHBHOW JIOKyMEHTAlMH JICKAPCTBEHHBIX CPEIACTB B  MSTKHX
JIEKapCTBEHHBIX (hopmax.

9. CrpykTypa HOPMAaTUBHOW JOKYMEHTAIIUU TBEPABIX JEKAPCTBEHHBIX CPEJICTB.

10. CtpykTypa HOpMaTHBHOH TOKYMEHTAIIMH PACTBOPOB M KCTPAKIIMOHHBIX JIEKAPCTBEHHBIX
MpernapaToB.

o0k~

[Iporpamma coctaBneHa B coorserctBuu ¢ TpedoBanusmMu OC BO PY/IH.

Pa3zpat6oruuk: Ilpodeccop UBXTH A.U. Mapaxoa
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