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1. lean u 3agaun AUCHUATIHMHBI

1.1 Henp qucuuruivHel — GopMUpOBaHUE KOMIIETEHIIHIA:

IT1K-4 CriocobeH y4acTBOBaTh B MOHUTOPUHTE KadecTBa, dPPEKTUBHOCTH U 0€30MaCHOCTH JIEKaPCTBEHHBIX
CPEICTB U JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPHS.

1.2 Tumbl 3amad mpodecCHOHATBHOW JEATETLHOCTH, K KOTOPBIM TOTOBATCS OOydYaroluecs B paMKax
OCBOEHUS JUCLUIIINHBI:

- OpPraHU3alMOHHO-YIIPaBICHUYECKUN

- (papmareBTHUCCKUT

- DKCIIEPTHO-AHAIUTUYECKUN

1.3 JucuurniauHa OpHEHTHPOBAaHA HA MOATOTOBKY OOydYaromuxcs K MpodeCCHOHAIBLHON JesSTEIhHOCTH B
chepax: 02 3apaBooxpanenue (B cepe oOpamieHus JEKapCTBEHHBIX CPENICTB U APYTHX TOBAPOB alTEUHOTO
accoptuMenTa), 07 AIMHUHHUCTPAaTUBHO-YyMpaBlieHYeCKass U o(ucHas AESITeNIbHOCTh (B cdepe oOpamieHus

JIEKapCTBEHHBIX CPEJICTB)

1.4 B pesynbrare 0CBOCHHSI TUCIUILUIUHBI Y 00YYaroIIMXCsl TOJKHBI ObITH COPMUPOBAHBI:

O0001IEeHHBIC TPYIOBBIE
(hyHKUMY / TPYAOBBIC
(GbyHKUMY / TPYyAOBBIC U
npohecCHOHATTLHBIC
JeUcTBUs (IPU HATUYUU
npodcranaapra)

Kox u HauMeHoBanue
komreTeHIIm OI'OC BO,
HeOOXOAUMOM I
(hopMHUPOBAHUS TPYOBOTO
WM podecCHOHATBHOTO
JeHCTBHS

I/IH,I[I/IKaTopLI JOCTHIXXCHUSA KOMHGTGHHI/If/’I

I1K-4 Criocoben
y4acTBOBaTh B
MOHHMTOPHHIC KaueCTBa,
3¢ EKTUBHOCTH U
0e301acHOCTH
JICKAPCTBEHHBIX CPEACTB U
JICKAPCTBEHHOTO
PACTUTEILHOTO CHIPbSL.

OcymecTBisieT (dapmarieBTHUECKU T aHaImn3
(dapmaneBTHUECKUX  CyOCTaHIIMA ¥ JIEKAPCTBEHHBIX
CPEJICTB; BBISIBIISIET HeT0OpOKaYeCTBEHHBIE,
KOHTpa(aKTHBIC u (dhaabcupUIMPOBAHHBIC

JIEKApPCTBEHHBIE CpENCTBA; HH(POPMHUpPYET B TOPSIKE,
YCTaHOBJICHHOM 3aKOHOJATEIhCTBOM, O HECOOTBETCTBUHU
JIEKapCTBEHHOTO  Tpemapara Il  MEAHUIIMHCKOTO
MIPUMEHEHHUS yCTaHOBIEHHBIM TPEOOBaHHSIM

1.5 CornacoBanue MEXAUCITUTUTMHAPHBIX CBA3ECH MUCIUTIINH, 00€CIIEYNBAIOIINX OCBOCHUE KOMITCTCHITHI:

I[IK-4 Cmnocoben yuacTBOBaTh B

MOHHTOPHHIC

kKadecTBa, dS(DPeKTUBHOCTH U

0€30MMacCHOCTH JIEKAPCTBEHHBIX CPEJICTB U JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPhSI.

HanmenoBanmue
JIMCITUILINH,
OTIPEICIISIIOITIX
MEKIUCIUTUTMHAPHEIE
CBSA3H

Ne
n/m

dopma oOyyeHus

Ounas
(cemectp)

516|718

9 110

1 [AnanuTrueckas
XUMUSA

2|OcHOBBI
rocyaapCTBEHHOU
perucTpanun
JIEKapCTBEHHBIX
MperaparoB

3 |[IpakTrka 1mo
KOHTPOITIO KayecTBa
JIeKapCTBEHHBIX
Cpe/CcTB

4 |TIpakTHka o
(hapMaKOTHO3UHU




5|Crpykrypa u +
pa3BUTHE MHUPOBOTO
(hapManeBTHYECKOTO
judiciel

6 | Toxcukomornuyeckas + | +
XAMUS

7 | DapMaKorHo3ust + | +

o0

(DapMaI_ICBTI/I‘-IeCKaFI + +
XUMUA

2. Mecto nucuumiimabl B cTpykrype OIl cnenmanurera:

HuctumuinHa «IIpoGnembl BbIssBICHUS (HalbCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB» OTHOCUTCS K
o0s13arenbHOl yacTu yueOnoro miana OIl no Hanpasnenuto noarorosku 33.05.01 - dapmarus.

JuctumuinHa «IIpoGnemsl BbIsBIeHUS (haabcU(PUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTBY» H3ydaercs B 6
CEMECTpE.

3.00beM u conepxaHue TUCUUILIUHBI
3.1.00peM OUCLUILUINHEL:

Ounas

Bun yueOHOM paboTHI
ay p (Bcero 4yacoB)

O0mast Tpy10éMKOCTb TUCHHUILIHHBI 72
KonTakTHas pabora 24
Jlexuuu (Jlexuum) 12
[Tpakruueckue (Ilpakt. pad.) 12
CamocrostensHas padota (CP) 48

3auer -

3.2.Conepxanue Kypca:

No Haspanue Bun yueOnoit | dopmbl TekyIero
TEMBI pasnena/TeMbl paboThI, yac. KOHTPOJIS
Jlek |IIpa | CP
L[UH | KT.
pao.
O]l0|O
6 cemecTp
1 OO1u1re BOompochl Omnpoc

COCTOSIHUS
POOIEMBI
BBISIBJICHUS 2 2 |12
¢banbcupupoBaHH
BIX JICKAPCTBEHHBIX
CpPEACTB.




2 Haunonansubie Ormpoc;
3aKOHOJIATEIbCTBA B TectupoBanue
6opnde ¢
¢banbcupupoBaHH
BIMHU TIpENapaTamH.
CrpyKkTypa cUCTEMBI
BBISIBIICHUS U
U3BATHS U3
oOpareHust
HET00pOKaueCTBEHH
BIX U
¢banbcupupoBaHH
BIX JIEKAPCTBEHHBIX
CpPEACTB.

3 AHaIUTUYECKHUE Omnpoc;
CrocoObI TectupoBanue
BBISIBJICHUS
banscuduIpoBaHH
BIX JIEKAPCTBEHHBIX
CPEICTB.
[Ipumenenue
CHEKTPAJIbHBIX U
Xpomatorpaduaeck
UX METOJIOB aHAJIN3a
JUTSL BBISIBJICHUSI
banscudumpoBaHH
BIX JIEKAPCTBEHHBIX
CPEICTB.

4 CoBpemeHHbIE Omnpoc; Pedepar
MOAXO/IBI K
BBISIBIICHHIO
¢banbcupupoBaHH
BIX JIEKapCTBEHHBIX | 4 | 4 | 12
CPEICTB U3
Pa3IUYHBIX
(bapmakoTepaneBTHY
€CKHUX KJIACCOB.

Tema 1. O0mue BONpPOChI COCTOSIHUS NMP00JeMbl BbIsiBJIeHHsI (PaIbCH(PUIIUPOBAHHBIX
JekapcTBeHHbIX cpeacTs. (ITK-4)
Jlekuus.

OOmme BOMPOCHI COCTOSHUSA MPOOJIEMBbI  BBISBICHHS (adbCU(DUIMPOBAHHBIX, KOHTPA(paKTHBIX H
HeZo0poKaueCTBEHHBIX JieKapcTBeHHBIX cpeacTB (JIC) B Poccun u 3apyOekHBIX cTpaHax

[Ipobnema danbcudukanmmu JEKapCTBEHHBIX CPEICTB — Mpobiema MUpOBOro Macmitaba. Mcropuueckue
acmeKkThl JaHHOW mpoOnembl. Bompocbl  TepmuHOnorud. OCHOBHBIE TEPMHHBI M TOHSTHS:
«panbcudurpoBaHHOE JIEKAPCTBEHHOE CPEACTBO; KOHTpadaKTHOE JIEKAPCTBEHHOE CPEACTBO; HE3aKOHHbIE
KOMHUU JIEKApCTBEHHBIX cpeactB». CouuanbHble MOCHEACTBUS MNPUMEHEHUs (albCUPUIIMPOBAHHBIX
JIEKapPCTBEHHBIX CPEICTB. DKOHOMMYECKHH yiiep0d oT peanusauuu $paabCUPUIIMPOBAHHBIX JIEKAPCTBEHHBIX
cpenctB. Buaer (pasHoBumHOocTH) (anbcupuIMpoBaHHBIX mpenaparoB. CrmocoObl pacnpocTpaHEHUs
MOJAENbHBIX JiekapcTB. dapmakoTepaneBTHUECKHE KJIACChl, K KOTOPBIM OTHOCSTCS (anbcu(PUIIMPOBAHHBIE
JIEKapCTBEHHBIE CPE/ICTBA.

IIpakTnyeckoe 3ansATHE.
Onpenenenne GpanbCUPUIMPOBAHHBIX JEKAPCTBEHHBIX CPE/ICTB.



Knaccudukamus ¢anbcupuimpoBaHHbIX JIEKapCTBEHHBIX cpencTB. [lmarebo, mpenaparbl-MMHTATOPBI,
npemnapatsl-konuu. «benbie» n «yepHbiey (aabcudukaTsl.
[TocnencTBust ~ mpuMeHeHHst  (anbCU(UIIMPOBAHHBIX  JICKAPCTBEHHBIX  CPEICTB:  COIMAJIbHBIE,
HKOHOMHUYECKHE.

3ananus AJ51 CAMOCTOSITEILHOI padoThI.
I. U3yuuTe Marepuall no TeMe JIEKIUHU, COCTaBbTE KOHCIIEKT.
II. Haiigute npumeps! panbcudukanny JIeKapcTBEHHBIX CpeAcTB B Poccuu u 3a pyOexxoM.

Tema 2. HanuoHaJIbHbIe 3aKOHOAATEIbCTBA B 00pb0e ¢ panbcnpuuupoBaHHBIMHU NPenapaTaMu.
CTpyKTypa cucTeMbl BbISIBJICHUS U U3bATHUS U3 00palieHusl HeI00pPOKaYeCTBEHHBIX H
daabcupuuupoBaHHbIX JeKapcTBeHHBIX cpeacTs. (ITK-4)

Jlexknus.

@®3-61 PO «OO6 obpameHnH JEKapCTBEHHBIX CpeAcTB». CTPYKTypa CHUCTEMbI BBISBICHHUS U U3BATHI W3
oOpalieHus HeZJOOPOKaYeCTBEHHBIX U (PaTbCU(PUIMPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB. CTaHaapTH3AIMs
JICKApCTBEHHBIX CPEJICTB KaK OPraHM3allMOHHO-TEXHHUUECKAasi OCHOBA YIIPABICHUS Ka4eCTBOM MPOIYKIMH U
cpenctBo 60pwObI ¢ (anbcuUIIMPOBAHHBIMU JIEKAPCTBEHHBIMU CPEJICTBAMHU.

VYXyniienue cuTyauu ¢ npobnemMoii anbcudumpoBanHbix npenapatoB nocie 2000-ro rona. Poccuiickoe
3aKOHOJATEIbCTBO KakK CpeACTBO OOpbObl ¢ naHHOM mpobiemoil. dexepaipHble 3aKOHBL. Mepbl,
npuHuMaemble PocsapaBHanzopom 1o Ooprde ¢ ¢anbcupuIMpoBaHHBIMU NpenaparaMu. [lyTu pemieHus
naHHOM mpoOnemsl B Poccuiickoit denepaninu ¢ MOMOIIBIO OPTaHU3AMOHHBIX M aJIMUHUCTPATUBHBIX MEp.
HeoGxonumocTs cucreMHoro BeIsiBIeHHS (anmbcuduraroB B Poccuiickoit @Denepanuu. Irtambl
NPUOCTAHOBKU oOOpaieHus (GpanbCUPUIUPOBAHHBIX JIEKAPCTBEHHBIX CpeACTB. [IpHeMOUYHBI KOHTpPOJIb
JICKApCTBEHHBIX CPE/ICTB B allTEUHBIX OPTraHU3ALUsAX.

IIpakTH4Yeckoe 3aHATHE.
®denepanbHblil 3ak0H «O0 00paleHUH JTEKAPCTBEHHBIX CPEICTBY.

PaznoBunHOCTH (hanbcu(UIIMPOBAHHBIX JIGKAPCTBEHHBIX CpelIcTB Ha PoccuiickoM ¢apmaneBTHIeCKOM
pbiHKe. DakTOpHI, CIIOCOOCTBYIOIIME PACTIPOCTPAHEHUIO (aTbCU(UITMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB.
[Tpuunnbl pacnpocTpaHeHus GpaibCupUIMPOBAHHBIX JIEKApPCTBEHHBIX CpeicTB B Poccum.

Cucrema uaeHTH(UKAIMKA JICKAPCTBEHHBIX CpencTB Ha Tepputopun Poccuiickoit deneparuu. Cranmapt
Identification of medicinal products.

TexHONOrMM CKPUHUHTA HEKaYeCTBEHHBIX U (haabCUPUIIMPOBAHHBIX JieKapcTB. CpeacTBa UACHTU(PUKAIUN
JIEKapCTBEHHBIX CPEJICTB.

[TpreMOYHBIII KOHTPOJIb B AaNTEYHBIX OpraHM3alusX. Poib yIMaKOBKM W MapKHPOBKH B BBISBICHUU
(dhanbcuuIMPOBaHHBIX JIEKAPCTBEHHBIX MPETIApaTOB.

3aganus AJ151 CAMOCTOSITEIbHOM PadoThI.
I. U3yunrte Marepuai 1o Teme JEKLUHUN, COCTaBbTE KOHCIIEKT.

II. TIpouuraiite u npoananusupyire [locranosnenue [IpaBurensctBa PO No 1556 ot 14 nexabps 2018 rona
«O0 ytBepxkaenun IlonokeHus O CUCTEME MOHUTOPUHIA JIBXKEHHS JIEKAPCTBEHHBIX MPENaparoB IS
MEAUIIMHCKOTO TPUMEHEHHUSI.

Tema 3. AHaquTHYeCKHE CTIOCO0bI BbISIBJIEHUS (PaJabCHPUIIUPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB.
IIpumeHeHNe cIeKTPAIbHBIX M XpOMATOrpaduecKuX MeTOA0B aHAIN3A JJ5 BbISIBJICHUS
dbanbcupuumpoBaHHbIX JekapcTBeHHBbIX cpeacTs. (ITK-4)

Jlekuus.
Jleknusa
Pexomenmamn BO3 OOH mno oOnapyxeHuio (ambcuUUIUpOBaHHBIX JIEKAPCTBEHHBIX —CPENCTB.
[TpuopurerHbie MeTOABI OOHApYKeHUs Pabcu(PUIIMPOBAHHBIX JIeKapcTBEHHBIX cpencTB B CIIA, Snonuw,
I'epmanun u npyrux crpanax EC. PekomeHmanuu W TOAXOABl K BBISABICHHUIO (Pabcu(DUIIMPOBAHHBIX
JIEKapPCTBEHHBIX CPEJICTB, pa3pad0TaHHbIC OTEYECTBCHHBIMHU CIICIIHATUCTAMHU.
Banunanus xak Heorbemiiemast yactb npasuii GMP. Banuganus aHanuTHYeCKUX METOIUK.

Jleknusa



CrniocoObl  Bu3yanbHON oueHku. Mcmonmp3oBanue Tecta «PacTBopeHue» Juis aHanm3a  TBEPIBIX
JIEKapPCTBEHHBIX (HOPM.
Hcnonb3oBanue xpomarorpaduueckux MetonoB (BOXKX, IKX) B ananuze yucToThl CyOCTaHIIN.
TeopeTndeckrie OCHOBBI M PAa3HOBHIHOCTH CIEKTPaJbHBIX METOJOB aHa/IN3a. ATOMHBIA CIIEKTPaJbHbIN
anamn3 (ACA). ATOMHOaOCOpOITMOHHBIM CIHEeKTpalbHbI aHamu3 (AAA). ATOMHO-(IIOOPECIEHTHBIN
cnekTpanbHblii aHamm3 (ADA). MonekymspHbiii ciektpanbHbiid aHanu3 (MCA). Mcnons3oBaHne JaHHBIX
METOZIOB JUIsl aHAJIN3a JIEKAPCTBEHHBIX CPE/ICTB.
Jleknusa
HK-cnekrpockonus, Y@-cnekTpockonus. lcnonp3oBaHuWEe JaHHBIX METOAOB sl OOHApyXEHUs
(banbcuUIMPOBAHHBIX JIGKAPCTBEHHBIX CpencTB. llpumeHeHue i aHanmu3a  Cyldb(aHHIAMHUIHBIX
npemnapaTtoB. Vcrnonp3oBaHHe KOMOWHHPOBAHHBIX 3KCIIPECC-METOIOB Ui BbISABICHHS (hambcuduraTos.
Okcnpecc-aHaluu3 — BbIABIEHUS — (adbcU(DUIUPOBAHHBIX  JICKAPCTBEHHBIX  cpencTB.  Paspaborku
OTEUECTBEHHBIX CIEIUAINCTOB C II€JIbI0 CHCTEMHOTO BhISBICHUS (PaTbCH(PHUKATOB.
Jleknusa
[TpoGnemsr BsiBIICHHS (hadbCUDUIIMPOBAHHBIX (PUTOMIPENapaToB U JICKAPCTBEHHOTO PACTUTEIBLHOTO CHIPHSI.
CoBpeMeHHass KOHIIETLUSI OOecIlieueHHs] KauecTBa JIEKApCTBEHHBIX cpeiacTB. ObecreueHune HaJyiexarei
NPAaKTUKA KOHTPOJI KauecTBa (PapMaleBTHUECKUX IPENapaTroB KOMIUIEKCOM MEpPONPUSATHA MpHU UX
pa3paboTke u uccinenoBanuu ¢ yaerom tpedoBanuii GMP, GLP u GCP.

IIpakTnyeckoe 3ansATHE.
IIpakTH4eckoe 3ansaTHe 1.
Tunpl aHamu3a TEKapCTBEHHBIX CPEICTB: BU3yalIbHBIN, (PU3HMUCCKUN, XUMUYIECCKUM.
Bomnpocsl pa3paboTku 1 BaIMAALUU METOJ0B CKPUHUHTOBOM OLIEHKH JICKApPCTBEHHBIX IPENapaToB.
Knaccudukanus cranmapTHbeix 00pasioB: ['ocymapcTBeHHBIE, paboune CTaHAapTHBIE 00pasilbl, 0Opa3Ibl
BEIIECTB-CBUIETEIIEN
Banupanus aHadUTHUYECKHX METONOB. XapaKTEpPUCTUKH AHAIUTUYECKUX METOIUK: H30MpPAaTENbHOCTD,
YyBCTBUTEIHHOCTD, MpPEAeS 0OHAPYKEHHUSI, HAIEKHOCTb, INHEHHOCTh U aHAJIUTUYECKas 00JIaCTh METOJUKU
(Ivanma3zoH), MPaBWJIBHOCTh, TOYHOCTh METOJUKH, CXOJUMOCTb, BOCIPOM3BOJUMOCTb,  Ipeaes
KOJTMYECTBEHHOT'O OIPEIeICHHUS, TPUTOJHOCTb CUCTEMBI.
Knaccudukanus MeTon0B, UCHOIb3YEMBIX AJIs aHAIHU3a (papMaleBTHUECKOM MPOIYKIIHH.
BusyanbHblit KOHTpOIb BHelHero Buaa JIC (ynakoBKu, 3STUKETKH, MApKUPOBKHU U TIp.).
Ucnonp3zoBanne TCX s uaeHTUUKAIIMM W KOJIMYECTBEHHOTO ONpENETICHUS KaK OCHOBHBIX
MHTPEAMEHTOB, TaK U MOCTOPOHHUX MPUMECEH.
IIpakTnyeckoe 3ansiTue 2.
TecTsl Ha pa3pylIeHHE U PAaCTBOPHUMOCTH TaOIETOK U Karcyll. Metoauka Tecta «PacTBopeHue» 1 aHanusa
TBEP/BIX JICKAPCTBEHHBIX (POPM.
Hcnonb3oBanue razoxuakoctHoi xpomarorpaduu (I7KX) st anannza MHOTOKOMIOHEHTHBIX CMECEH.
DKCTpaKLus JIEKapCTBEHHOT0 BenecTBa. BapuanTsl npumenenns BOXX: obparnodasnas, noH-nmapHas
xpomarorpadus.
Macc-cnekrpomeTpusi. MeTo1pl HOHU3ALMHN MOJIEKYIT. «MATKHe» MEeTOIbl HOHU3ALUH.
KomOunamms BDXX ¢ wmacc-cnektpomerpueii. KoMmOuHammss TOHKOCIOWHOW xpomarorpaduu ¢
MaCC-CIEKTPOMETPHUEH.
IIpakTH4eckoe 3ansATHE 3.
HUK-cnektpockonusi, cymHocTh Metona. Ilpumenenne WK-cmekTpockonuu s UAEeHTHDHUKAITIN
JIEKapCTBEHHBIX BEIleCTB. MeTOoJ] ¢ MCIOIb30BaHUEM CTaHAAPTHBIX 00pas3loB. MeToJ ¢ HCIMOIb30BaHUEM
STAJIOHHBIX HHPPAKPACHBIX CIIEKTPOB.
IIpumenenne YO u BUIUMOHN CIEKTPOCKONMM B MCIBITAHUAX HA MOJUIMHHOCTH U YUCTOTY JIEKAPCTBEHHBIX
cpeactB. CnocoObl mpuMeHeHuss Y@ crnekTpodoTOMETpUH JUIsl  KOJMYECTBEHHOTO  ONpEIeICHUs
JEKapCTBEHHBIX  CPEACTB. MeTonbl  ONpENeseHNs KOHLEHTPAllMM  JIEKApCTBEHHBIX CPEACTB B
YO-cniekTpockonuu  (METOJ TpaJyHpOBOYHOrO Trpaduka, METoJ OJHOIO CTaHJgapTa, OINpe/eieHue
KOHIEHTPAIMH 0 yAETHHOMY MOKa3aTelto MOIVIOMICHNUs, METO JOOaBOK CTaHIapTa).
W nenTudukanys JeKapcTBEHHBIX CPEICTB C MOMOIIBI0 AudpakTomMeTpoB cepun Judpeii.
IIpakTnyeckoe 3ansiTue 4.



[Tpo6nemsl BbIsiBIEHUS (albCUPUIMPOBAHHBIX (PUTOMIPENapaToB U JIEKAPCTBEHHOTO PACTUTEIBHOTO CHIPbSL.
OcCHOBBI CTaHIApTU3ALMH (PUTONIpEnapaToB. METOANKH KaueCTBEHHOTO U KOJIMYECTBEHHOTO aHAIN3a
¢duTonpenaparos.
KoHTpop kauecTBa 3KCTEMITOPAIbHBIX MPETapaToB.
O6opynoBaHue AJs BBISBICHUS HECTAHIAPTHBIX U (PaTbCUPUIMPOBAHHBIX JEKapCTB. TecToBbIi HAOOP
«Coponomumep-Munannad». Counterfeit Detection Device (CDx) (ycTpoiicTBo 11t 0OHApYKESHHUS
MOJIJIENIOK), UACHTU(UKATOP MOAIENbHBIX npenaparos (counterfeit drug identifier — CODI), Paper
Analytical Device, PharmaChk, Speedy Breedy.

3anaHus AJ151 CAMOCTOSITEILHOI padoThI.
I. U3yuuTe Marepuall no TeMe JIEKIHUHU, COCTaBbTE KOHCIIEKT.
II. Ilpennoxure METOAUKY CTaHAApTH3AMU (puTONpenapara (Ha BbIOOp), 000CHYHTE CBOI BBIOOD.

Tema 4. CoBpeMeHHbI€ MOAX0AbI K BhISIBJICHUIO (GaJIbCH(PUIUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB U3
pa3anuHbIX (papMakoTepaneBTHYecKUuX KiaaccoB. (ITK-4)

Jleknus.
Jlexius.

IlepciekTHBHBIE ~ HallpaBJIEHUsT INPUMEHEHUS  OKCIPECC-METOJOB B  KOHTpose  kauectBa JIC.
YyBCTBUTEIBHOCTD IKCIIPECC-METOOB 110 OTHOLIEHUIO K I'PYIIIE HEKAYE€CTBEHHBIX IIPENapaToB.

IIpoBeneHne BU3yaJabHOIO KOHTPOJIA, IPOBEPKA COOTBETCTBUS YIIAKOBKM M MapKHUPOBKH JIEKAPCTBEHHBIX
cpeacTB. MeTozbl 3KCIpecc-aHanu3a: AeCTPYKTUBHBIC M HEeAECTPYKTUBHBIC. TpeOoBaHus, MpeabsIBIsieMble
K JKcmpecc-meronaM. Vcnonb3oBaHMe (PHU3MKO-XMMHUYECKUX METOAOB OJKCIpecc-aHanu3a. I[IpoBenenue
MIOJTHOTO J1Ta00OpaTOPHOTO aHaN3a KayecTBa.

Jlexuus.

JlomomHUTENpHBIA dTanm KoHTposis. Metonsl umeimkunara (MK-, PamMaHUMEWDKWHT, SIIEKTpOHHAS
MHUKPOCKOIIHSA); KOHTPOJIb NMpOoduiis mpuMeceil Ha MpeaMeT HaJudus He3aIeKIapUPOBAHHBIX TOKCHYHBIX
BemecTB (Macc-criekrpomeTpusi, Xxpomaromacccnekrpometpusi, [CP-MS cniekrpockonust u ap.).

Maremarudeckue alropuTMbl 00pabOTKH JaHHBIX 3KCIIPecC-aHaIu3a.

Buenpenue TEXHOJIOTUIA CaMOOOyYJarOIINXCS Mozenen c NPUMEHEHUEM aJTOPUTMOB
JIMHEWHO-TUCKPUMHUHAIIMOHHOTO aHanu3a B PAMAH-cnekrpockonuu.

IIpakTnyeckoe 3ansATHE.
IIpakTH4eckoe 3ansaTHe 1.

CoBpeMeHHBIE MTOIXObI K BBISBJICHUIO (hambCH(DUITMPOBAHHBIX JIEKAPCTBEHHBIX MPETIAPATOB TPYIIIHI
MIPOTHBOMHKPOOHBIX CPENICTB. XUMHOTEPATICBTUIECKHIE CPEACTBA (TOPXUHOIOHOBOTO Psijia. AHTHOMOTHUKA
B-naxramunabl. CynbhaHuIaMUIHbIC Tperaparhl.

IIpakTH4eckoe 3aHsATHE 2.

CoBpeMeHHbIE MOAXOABI K BBISBICHUIO (DanbCcuUIIMPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB IPYIIIbI
HECTEPOUIHBIX MPOTUBOBOCHAIIUTEIBHBIX CPEICTB; IPYIIbl CIA3MOIUTHKOB; IPYTIIbI
MIPOTUBOAIIIEPTHUECKUX CPEICTB; (haabCUPUIMPOBAHHBIX JIEKAPCTBEHHBIX MIPENapaToB i JeUCHUS
3a00J1eBaHU JKETYI0YHO-KHUILIEYHOTO TPAKTa; TPYIIIbI MPOTUBOBUPYCHBIX CPEICTB; IPYIIIIBI
CEPIEUHO-COCYAUCTHIX CPEJCTB; TPYIIIb BATAMHHOB; IPYIIIbl TOPMOHAIBHBIX CPECTB.

3aganus AJ151 CAMOCTOSITEJIbHOM PadoThI.
I. U3yunrte Marepuai 1o Teme JIEKLUHUN, COCTaBbTE KOHCIIEKT.
II. TToaroroBbTE pedepar 1o 3aaHHON TEME.

4. KoHTpO/Ib 3HAHUI 00yYAKOIIMXCS U THIIOBbIE OLIEHOYHbIE CPeACTBA
4.1. Pactipenenenue 6amios:

6 cemecTp
*  TEKymui KOHTPOJb — 80 OamioB
*  KOHTPOIBHBIEC Cpe3bl — 2 cpe3a mo 10 6amnoB KaKabIi
* MpeMHalIbHBIC OauThl — 5 0asIoB



Pacrnipenenenne 6aJiioB 10 3aaHKSIM:

No  [HaszBanue tembl | DopMbl Max. MeTtoauka mpoBeIcHUS 3aHATUS U OLICHKU
Te | /BHJI y4eOHOH |TEKyIEro | KoJI-BO
MBI paboTHI KOHTpOJs | OayuioB
/ cpe3bl
1. Obmme Omnpoc 8 YCTHBIN onpoc MPOBOAUTCS HA KaXIOM 3aHSITHU.

BOIPOCHI 8 0aJUTOB — CTYACHT JaJl pa3BePHYTHIN IMONHBIN U TPAaBUIBHBIN OTBET,
COCTOSTHUS MpU  TIOATOTOBKE HCIIOJNB30Bajl  JOMOJHUTEIBHYH) JIUTEPATYPY,
MPOOJIEMBI OTBEYAET Ha JIOTIOTHUTEIIBHEIC BOIIPOCHI,

BEISIBIICHUS 7 6ayIOB — CTYICHT J1ajl pa3BePHYTHIN MOJTHBIN U TIPABWILHBINA OTBET,
hanscuduImpo OTBEYAET Ha JIOTIOTHUTEIIBHEIC BOIIPOCHI,

BaHHBIX 6 OammoB — CTYIGHT Jall pa3BEepHYTHIA MPaBUIBHBIA, HO

JICKapCTBEHHBIX HEJOCTAaTOYHO TIOJIHBI OTBET, OTBEYAeT Ha JIOTOJIHHUTEIHHBIC
CpEACTB. BOTIPOCHI;
5 OammoB — CTYIGHT Jall pa3BEepPHYTHIA MPaBUIBHBIA, HO
HEJOCTAaTOYHO TIOJHBIA OTBET, HE OTBEYACT HA JIOTIOJIHHUTEIHHBIC
BOTIPOCHI;
4 Gania — CTYIEHT NP OTBETE HA BOMPOC JIOIMYCTHII HETOYHOCTH JTUOO
OTBET HETIOJTHBIH;
3 Oayia — OTBET HEIIOJIHEIH, C HEJIOUETaAMH;
2 Oamia — OTBET HETOIHBIHN, CTYICHT IPU OTBETE HAa BOIPOC JIOMYCTHI
CEPBE3HYIO OIIUOKY;
1 Oamn — CTymeHT JOMYCTHJI CEphE3HBIE ONMIMOKM TpU OTBETE HA
BONPOC, OTBET HEIMOJIHBIN;
0 0ayyIoB — CTYACHT Aall HEMPABUIIBHBIN OTBET Ha BOMPOC / OTKA3 OT
OTBETa Ha BOIIPOC
2. |Hammonaneabie | Ompoc 8 YCTHBINH OIIPOC MPOBOAUTCS HA KaXKJIOM 3aHITHH.
3aKOHOATENbCT 8 0aJUTOB — CTYAEHT Jal pa3BepHYTHIN IMONHBIN ¥ PaBUIBHBIN OTBET,
Ba B 60pnoe ¢ MpH TIOATOTOBKE HCIIONB30Bajl JOMOJHUTENBHYIO JIUTEPATYpy,
(banbcudummpo OTBEYAET Ha JIOTIOTHUTENbHBIE BOIIPOCHI;
BaHHBIMU 7 6aIIOB — CTYIEHT J1ajl pa3BepHYTHIN MMONHBINA U MPABHILHBIN OTBET,
TperapaTamMu. OTBEYAET Ha JIOTIOTHUTENbHBIE BOIIPOCHI;
CrpykTypa 6 OamoB — CTYIGHT Jdal pa3BepHYTHIM NPABWIBHBIA, HO
CHUCTEMBI HEJOCTAaTOYHO TIOJIHBIM OTBET, OTBEYAeT Ha JOTOJIHHUTEIHHBIE
BBISIBIICHUS U BOTIPOCHI;
U3bATHUSA U3 5 OammoB — CTYIGHT Jdal pa3BepHYTHIM NPABWIBHBIA, HO
oOpareHus HEJOCTAaTOYHO TIOJHBIA OTBET, HE OTBEYaeT Ha OTOIHHUTEIHHBIC
HEZ00POKAIECTB BOIIPOCHI;
SHHBIX U 4 6amaa — CTYICHT IIPH OTBETE HA BOIPOC JOMYCTHI HETOYHOCTD JTUOO
(banbcudummpo OTBET HETIOJTHBIH;

BaHHBIX 3 Gaj1a — OTBET HEIOIHBIN, C HEAOYETaMH;

JIEKapCTBEHHBIX 2 Oana — OTBET HETONHBIH, CTYIEHT IPY OTBETE HAa BOIPOC JTOMYCTHII

CpEICTB. CepBE3HYIO OMHOKY;

1 Oamm — CTymeHT AOMYCTHJI CepbE3HbIE OMMOKH TpU OTBETE Ha
BOIIPOC, OTBET HETIOJIHBII;
0 0ayuIOB — CTYNEHT Jall HeMPaBUIIBHBIH OTBET HA BOMPOC / OTKa3 OT
OTBETa Ha BOIIPOC
TecTupon 10 B tect Bxoaut 10 3amanuii. 3a KaKaplid MPABUIIBHBIM OTBET CTYAEHT
aHne(KoH noiydvaer 1 6am.
TPOJIBLHBI

i cpe3)
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Ananutuyeckue | Omnpoc 32 VYCTHBINM 0npoC MPOBOAUTCS HA KAXkIAOM 3aHATHH.
CIOCOOBI 8 0asIoB — CTYIEHT Jal pa3BepHYTHINA MOJTHBIA U MIPABUIILHBIA OTBET,
BEISIBIICHUS MpU  TIOATOTOBKE HCIIOJNB30Bajl JOMOJHUTEIBHYHO JIUTEPATYPY,
(hanscuduImpo OTBEYAET Ha JIOTIOTHUTEIIBHEIC BOIIPOCHI,
BaHHBIX 7 6ayIOB — CTYICHT J1ajl pa3BePHYTHIN MOJTHBIN U MPABWILHBINA OTBET,
JICKapCTBEHHBIX OTBEYAECT Ha JIOTIOTHUTEIIBHEIC BOIIPOCHI,
CPEZCTB. 6 OammoB — CTYIGHT Jall pa3BEepPHYTHIA MPaBUIBHBIA, HO
[Ipumenenue HEJOCTAaTOYHO TIOJIHBI OTBET, OTBEYACT Ha JIOTOJIHHUTEIHHBIC
CHEKTPAITBLHBIX BOTIPOCHI;

u 5 OammoB — CTYIGHT Jall pa3BEepPHYTHIA MPaBUIBHBIA, HO
xpomarorpaduy HEJOCTAaTOYHO TIOJHBIA OTBET, HE OTBEYACT HA JIOTIOJIHHUTEIHHBIC
€CKHUX METO/IOB BOTIPOCHI;

aHaM3a JyIs 4 Gamia — CTYIEHT NP OTBETE Ha BOMPOC JIOIMYCTHII HETOYHOCTH JTUOO
BEISIBIICHUS OTBET HETIOJTHBIH;
(hanscuduIupo 3 Oayia — OTBET HEIIOJIHEIH, C HEJIOUSTaAMH;
BaHHBIX 2 Oania — OTBET HETOIHBIHN, CTYICHT IPU OTBETE HAa BOIPOC JOMYCTHI
JICKapPCTBEHHBIX cepbE3HyI0 OMHNOKY;
CPEZCTB. 1 Oamn — CTymeHT JOMYCTHJI CEpPhE3HBIE OMMOKM TpU OTBETE HA
BONPOC, OTBET HEIMOIHBIN;
0 0ayyIoB — CTYACHT Aall HEMPABUIIBHBIN OTBET Ha BOMPOC / OTKA3 OT
OTBETa Ha BOIIPOC
TecTupon 10 B tect Bxoaut 10 3amanmii. 3a KaKIplid MPABHIIBHBIA OTBET CTYAEHT
aHue(KoH momydaet 1 6am.
TPOJILHBI
i cpe3)
CoBpeMeHHbIE Ompoc 16 YCTHBIN OIIPOC MPOBOAUTCS HAa KaXKJIOM 3aHITHH.
MTOJIXO/TBI K 8 0aJTOB — CTYAEHT Jal pa3BepHYTHIH IMONHBIN ¥ PaBUIBHBIN OTBET,
BBISIBIICHUIO MpH TIOATOTOBKE HCIIONB30Bajl JOMOJHUTENBHYIO JIUTEPATYpy,
(banbcudummpo OTBEYAET Ha JIOTIOTHUTENbHBIE BOIIPOCHI;
BaHHBIX 7 6aIIOB — CTYIEHT JIajl pa3BepHYTHIN MMONHBINA U MPABIILHBIN OTBET,
JIEKapCTBEHHBIX OTBEYAET Ha JIOTIOTHUTENbHBIE BOIIPOCHI;
CPEICTB U3 6 OammoB — CTyI€HT Jajl pa3BEepHYTHIA MPaBWIBHBIA, HO
Pa3TMYHBIX HEJOCTAaTOYHO TIOJIHBIM OTBET, OTBEYA€T Ha JOTOJIHHUTEIHHBIE
(bapmaxoTteparie BOTIPOCHI;
BTUYECKHX 5 OammoB — CTYIGHT Jdal pasBepHYTHIM NPABWIBHBIA, HO
KITACCOB. HEJOCTAaTOYHO TIOJHBIA OTBET, HE OTBEYAeT Ha OTOIHHUTEIHHBIE

BOIIPOCHI;
4 6ama — CTYICHT IPH OTBETE HA BOIPOC JOMYCTHI HETOYHOCTD JTUOO
OTBET HEITOJHBIN;

3 Gaj1a — OTBET HEIOIHBIN, C HEAOYETaMH;

2 6ania — OTBET HEMOIHBIN, CTYICHT MIPH OTBETE HA BOTPOC JOITYCTHII
CEpBE3HYIO OMHOKY;

1 Gamnm — CTyIEHT AOIYyCTHJI CEpbE3HBIC OIMMOKH TPHU OTBETE HaA
BOIIPOC, OTBET HETIOJIHBII;

0 6aIoB — CTYACHT Jajl HEMPaBUIIBHBIN OTBET HA BOMPOC / OTKA3 OT
OTBETa Ha BOIIPOC
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Pegepar

16

CtyneHT BBIOMpaeT OAHY W3 MPEIJIOKECHHBIX TEM WIH MOXKET
chopMyaHpoBaTh TeMy caM (C pa3pelleHHs HpenoaaBareis), JoMa
TOTOBUT JOKIaj/pedepaT B Te4aTHOM BapuaHTte. Ha 3aHsTHH
mpenofaBaTeNb  3afaeT  CTyOeHTy 2-3  Bompoca IO  TeMe
noknana/pedepara W CTyZEHT OTBEYaeT Ha HHX B YCTHOH WIIH
MUCHEMEHHOU (hopMe.

16 OamnoB — CTYOGHT MONy4YaeT NPH YCIOBHHM HPaBHIBHOTO
opopmienuss noknmama/ pedepara HW CHHCKAa JHUTEpaTypel B
COOTBETCTBHH C MPENBSIBISIEMBIMHI TPEOOBAaHUSAMH U TIPH MPABUILHOM
OTBETE Ha BCE BOIIPOCHI IO TeMe okiana/ pedepara

14-15 6amnoB — CTyAEHT MONyYaeT, €CIU IOMYCTUI HETOYHOCTh MPH
oopmiennn pedepara WIM CHOHCKAa JUTEPaTypbl, HO TPH 3TOM
MPaBUIBHO OTBETHUII Ha BCE IOTIOTHUTEIBHBIE BOTIPOCHI

10-13 6amnoB — CTYIEHT MONydYaeT, €CIK AOMYCTHI HETOUHOCTH HIIH
omuOKku npu oopmiieHNH pedepata U CIOUCKA JINTEpaTyphl UIH IpU
OTBETE Ha OJJUH U3 NIOCTABJICHHBIX BOIIPOCOB

5-9 0amIoB — CTYAEHT MOJIYYaeT, eCiH IOMyCTUI HETOYHOCTU WU
omuOku npu odopmileHHH pedepara U CIUCKA JUTEPATypbl U MpU
OTBETE Ha OJUH WJIX JIBa U3 MIOCTABJICHHBIX BOIIPOCOB

1-4 Ganna — CTYIEHT MOJYYaeT, €CIIM UM MPAKTHUECKU HE COOMIONEHBI
TpeboBaHus K 0hOpMIICHHIO AOKIafa/pedepara Wi OH MPH OTBETE
Ha BOIPOCHI OIINOAETCs, MyTaeTCsI

0 Ga;IoB — CTYHEHT MONy4yaeT, €ClIM UM COBCEM HE COONIONEHBI
TpeOoBaHus K OQOpPMIICHHIO NOKJIafa/pedepara WM OH HE MOXKET
OTBETHUTH HH Ha OJUH BOMPOC MO TeMe pedepaTa

5. IIpemMuansHbIe OaITHI

JlomomHuTENbHBIE TPEeMHUATTbHBIE OAJIITB HAYMCIISIOTCS:
— 3a aKTUBHOE ydJacTHe B OOCYXIEHHH BONPOCOB HA NMPAKTHIECKOM
3aHATUU

6. Hroro 3a cemectp

100

12

Hrorosas omenka mo 3a4eTy BbicTaBisieTcs B 100-0amipHOM MIKale U B TPAIUIIMOHHON YeThIpeXx0aTbHOM
mkane. [lepeBog  100-GammpHOM
YEThIPEX0AUTBHYIO OCYIICCTBIISETCS CIASAYIOMNUM 00pa3oM:

PEeUTHHIOBOW OICHKA TI0 JUCHUUILNIMHE B  TPAJAUIHMOHHYIO

100-6ayuipHasA cucTeMa

TpanuimonHas cucteMa

50 - 100 GayuioB

3auyTeHo

0 - 49 6aiut0oB

He 3aureno

4.2 TunoBsie OLIEHOYHBIE CPEACTBA TEKYIIIETO KOHTPOJIS

Onpoc

Tema 3. AHaTUTHYECKHE CTIOCOOBI BBISIBICHUS (PaIbCUPUIIMPOBAHHBIX JICKAPCTBEHHBIX CPENICTB.
[TpuMeHeHHe CIEKTPAIBHBIX H XpPOMATOTpaQUIECKUX METOIOB aHAJIHM3a IS BBISIBICHHSI
banpcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB.

1. laiiTe onpeneneHne NOHATHIO «(hanbCU(UIIMPOBAHHBIC JIEKAPCTBEHHBIE CPE/ICTBAY.
2. B ueMm omnnune ¢anbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB OT OPUTHMHAIBHBIX JIEKAPCTBEHHBIX

cpeacTtn?

3. [IpuBenute knaccudukaiuio GarbcuUIIUPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB.

Pedepar

Tema 4. CoBpeMeHHBIE TIOAXO/bI K BBISBICHUIO (PabCU(PHUIIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB U3
pa3IMYHbIX (hapMaKOTePaNeBTUYECKHX KIIACCOB.
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Tembl pedeparon

1. Ananu3z ¢pTopxuHOIOHOB MeTotoM BOKX.
2. Aranmu3 GTopxXuHOIOHOB MeTofoM YD-criekTpodoToMeTpHH.
3. CoBpemMeHHbIE METO/IbI OIICHKH KauecTBa TUKIO(eHaKa HaTpusl.

TecTupoBanme

Tema 3. AHaTUTHYECKHE CTIOCOOBI BBISIBICHUS (PaIbCUPUIIMPOBAHHBIX JICKAPCTBEHHBIX CPENICTB.
[IpuMeHeHrne CIEKTPAIBHBIX H XpPOMATOTpaQHUECKUX METOIOB aHAJIHM3a IS BBISIBIICHHSI
banpcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEICTB.

TumoBsie 3aaHus U1l TCCTUPOBAHUA

1. MaiiTe onpenenenue TepMunHy «DanbcuuKamnms»

*+danpcudukanus — OSTO TPEIHAMEPEHHOE W MPOTHBONPABHO CHAOKEHHE JTHUKETKOW, HEBEPHO
YKa3bIBaIOIIEH TOUTMHHOCTH Tpernapata u (vin) usrorourens JIIT

*+@anbcuuKas — 3TO NpeJHaAMEPEHHOE CKPBhITHE MH()OPMALUU O JEWCTBUTEIHLHOM HAaWMEHOBAaHUM U
npoucxoxaeHuun JII1

* danpcudukays — 3To MoAMEHa T00POKaYeCTBEHHOTO CePTUHUIIMPOBAHHOTO TPOAYKTa HA aHAJIOTHYHBIN
MPOAYKT

*  danpcudukanus — OTO TOAMEHa JOOPOKAYECTBEHHOTO CEpTU(GHUIIMPOBAHHOTO TMPOAYKTa Ha
HEKaueCTBEHHBII MPOIYKT

* @anbcuukanysg — 3To MoJAMeHa 100pOKaYeCTBEHHOTO MPOAYKTA Ha JICHIEBbI HEKaueCTBEHHBIN MPOIYKT

2. I'ne npousBoasat dhanscuduiupoannsie JIC?

*+Danpcuduuuposanubie JIC mpou3BOAAT B XOPOILIO OCHAIICHHBIX MPOU3BOICTBEHHBIX yYaCTKAX
* @anscupunupoBanubie JIC Mpon3BOAAT B HEMTPUCTIOCOOIECHHBIX TOMEIICHHSIX

* danpcudunupoBannbie JIC mpou3BOAAT B XUMHUECKUX J1a00PaTOpUIX

* GanscupunupoBanubie JIC Mpou3BOIAT B COBPEMEHHBIX J1a00paTOPHUIX

* danpcudunupoBannbie JIC mpou3BoaAT B cepTU(PULIMPOBAHHBIX JIA00OPATOPHSIX

3. Cunonum danscuduuuposantoro JIC
*+KonTtpadaxrroe JIC

* Tlogymuunoe JIC

* N3menennoe JIC

* 3amenennoe JIC

* Hacrosimee JIC

4.3 IIpomexxyTouHast aTTeCTaIMs 110 AUCIUIUIMHE MPOBOIUTCS B popMe 3adeTa

Tunosblie Bonpocskl 3auera (I1K-4)
1. OcHOBHBIE IPUUMHBI (haTbCU(PUKAITUH JEKAPCTBEHHBIX CPEACTB U (PAKTOPHI, CIIOCOOCTBYIOIINE X
TMIOSIBJICHUIO.
2. Knaccuduxanus daabcuuuupoBaHHBIX JEKAPCTBEHHBIX CPEACTB M XapaKTEPUCTHKA OCHOBHBIX I'PYIII
¢banbcupukaTos.
3. Konnenust GMP, ee posb B 60pb0e ¢ panbcudukaimeis JeKapcTBEHHBIX CPECTB.
4. Porte MeXITyHapOJHBIX (hapMaKONEHHBIX CTAaHJAPTOB B 00ECTIEYEHUH KadeCcTBa JIEKAPCTBEHHBIX CPE/CTB.
5. Dransl npusHanuss GMP B Poccuiickoit ®enepanuu, ux 3HaueHue B Oopnbe ¢ (danbcudukanumeit
JIEKApCTBEHHBIX CPENICTB.



6. OcHOBHBIC TpeOOBaHUS K KOHTPOIIO KA4decTBa, pErIaMEHTHUPOBaHHBIC [IpaBuimamMu oOpraHu3anuu
MIPOU3BOJICTBA U KOHTPOJISI KAUE€CTBA JICKAPCTBEHHBIX CPEJICTB.

7. Kontponb kayecTBa B cOOTBeTCTBHM ¢ [IpaBunamu opranuszanuy NpoU3BOJCTBA M KOHTPOJS KauecTBa
JIEKapCTBEHHBIX CPeACTB. Llenu KoHTpoJisi KauecTna.

8. Ionsarue «3pdexruBnoro Bueapenuss GMPy», ero posnb B 60pnbe ¢ dambcuduranueil 1ekapcTBEHHBIX
CPEICTB.

9. AHaiu3 KauecTBa YMAKOBKM M MapKUPOBKU JIEKAPCTBEHHBIX CPEACTB B CKPUHMHTOBOM OLIEHKE IpHU
BBISIBIICHUH (anbcHPUKATOB. JIOKYMEHTBI, pErIaMEHTUPYIOIUE TPEOOBAaHUS K MapKHUPOBKE U YIAKOBKE
JIEKapCTBEHHBIX CPEJICTB.

10. ITokazarens «OnucaHue» W €ro 3HAYCHHE B OLIEHKE KAa4eCTBA JICKAPCTBEHHBIX CPEACTB WU BBISIBICHUU
danbcudukaTos.

11. ®apmakorneiHpId aHAIN3 KaK Croco0 BBIABIEHUS (adbCU(DHUIIMPOBAHHBIX JEKAPCTBEHHBIX CpencTB. 12.
JlokyMeHTaIusl, periaMeHTUpyIolasi KayeCTBO JIEKAPCTBEHHBIX CPENCTB: oOmias ¢apMakorneiHas CTarbs,
(dapmakorneiiHasi cTaThs, HOPMATHBHAs JTOKYMEHTAllUs, HOPMATHUBHBINA JTOKYMEHT, OOIIWNA TEXHUYECKHUI
JOKYMEHT — WX OIpEJeJNIeHHEe B COOTBETCTBUU C (peepalbHbIM 3aKOHOAATENbCTBOM, WX 3HAYCHHE B
OTpe/IeTICHNH Ka4eCcTBa JIEKAPCTBEHHBIX CPEJICTB.

13. dusnueckre KOHCTAHTBHI: TeMIlepaTypa IUIaBICHHs, TEMIepaTypa 3aTBepACBaHMS W MX 3HAUYCHUE B
CKPUHHHIOBOM OLIEHKE MPH BBISIBICHUH (PanbCu(UIIMPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB.

14. CnocoOsl oOHapyxeHus (HanbCUPUITMPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB 0€3 NPUMEHEHHS H C
MPUMEHEHHUEM CIEIUAIbHBIX CPEJICTB.

15. OcobeHHOCTH OTpeIeNieHNs KauyeCcTBa IIa3HBIX Ma3eu.

Tunosble 3aganusa 1 3adera (IIK-4)
He npenycmorpeno

4.4. Illkana orieHMBaHMsI IPOMEXKYTOUYHOU aTTECTALIUU

Jeckpuntops! (ypOBHN) — OCHOBHBIC IPU3HAKK OCBOCHUS (TIOKa3aTeIH

Onenka Komnereniuu
TOCTYKCHHSI pe3YJIbTaTa)
[K-4 JIeMOHCTpHUpPYET YMEHHE OCYIIECTBIATh (PapMaleBTHUSCKUI aHaTu3
(dapmaneBTHYeCKNX CyOCTaHIIMI ¥  JIGKAPCTBEHHBIX  CPEJCTB,
BBISIBIISITD He1oOpOKaueCTBEHHEIE, KOHTpa(akTHbIE u

«3a4YTCHO»

(50 - 100 6a108) ¢banbcuuIpoBaHHbIC JIEKAPCTBEHHBIE CPENICTBA, HHPOPMHUPOBATH B

MOpAAKE, YCTAHOBJIICHHOM 3aKOHOAATCILCTBOM, O HCCOOTBCTCTBUHU
JICKApCTBCHHOI'0  Ipcriapara mjid MCAUIIMHCKOTIO TMPUMCHCHHA
YCTaHOBJICHHBIM Tpe6OBaHI/I$IM.

[IK-4 He MoxeT  mIpoaeMOHCTpUpPOBATH  YMEHHME  OCYIIECTBIATH
¢dapmarneBTHUeckuii aHanu3 (papManeBTUYECKUX CYyOCTaHIMHA H
JICKAapCTBEHHBIX  CPEACTB,  BBIABIATH  HENOOPOKAUYECTBEHHBIE,
KOHTpadakTHbIC U QaTbCUPUIIMPOBAHHBIC JIEKAPCTBEHHBIE CPE/ICTBA,
MH(POPMHUPOBATH B MOPSIKE, YCTAHOBICHHOM 3aKOHOIATEILCTBOM, O
HECOOTBETCTBUM JICKAPCTBEHHOTO Tpemnapara A MEIMIHUHCKOTO
NPUMEHEHHS yCTaHOBJICHHBIM TPEOOBAHUSM.

«HE 3aYTCHOY»
(0 - 49 6amon)

5. Metoanueckue yKkazaHus JJisi 00y4al0UUXCsl 10 OCBOCHHMIO IMCHUILIMHBI (MOXYJIA)

5.1 Meroauueckue yKa3aHus IO OpraHU3aIUN CaMOCTOSITEIbHOI paboThl 00yUYaromuXCs:

[Ipuctynas K W3yYeHHUIO TUCIUIUIMHBI, B MEPBYIO ouepe/b OOydaromuMcsi HEOOXOAMMO O3HAKOMHUTHCS
comepkanremM padoueii mporpammbl aucturummabl (PIT[]), koTopas ompenenseT comepskaHuwe, oObeMm, a
TaK)Ke MOPSAIOK U3YUEHHsI U MTPEToAaBaHus yueOHOM TUCIUILIMHEIL, €€ pa3/iena, YacTu.

Jlnist caMOCTOSTENbHON pabOThl BAKHOE 3HaUCHUE UMEIOT paszieibl «O0beM U copepikaHue TUCIUILTHHBDY,
«Y4eOHO-MeToauueckoe U HH(popMaIlMOHHOE 00ecTIedeHne TUCIUILTMHBD U «MarepruaabHO-TEXHUIECKOEe
obecriedeHre TUCIUILINHEI, IPOrpaMMHOE obecrieueHue, mpodeccHoHaIbHbIe 0a3bl TaHHBIX U
MH(POPMALMOHHBIE CIIPABOYHBIC CUCTEMBI.

14



B pazmene «O0veM u copepkaHWe AWCHUILIMHBDY YKA3bIBAIOTCS BCE pa3lenbl M TEMBI U3ydaeMOM
JTUCIUIUTAHBL, @ TAK)KE BUJIbI 3aHITHIA U TUTAHUPYEMBI 00BEM B aKaJIeMUYECKHUX Yacax.

B pasmene «YdeOHo-meromuueckoe U uH(pOpManuoOHHOE oOecledyeHne AUCHUIUIMHBDY —yKazaHa
peKoMeH1yeMasi OCHOBHAsS U JOTIOJIHUTENbHAS JINTEpaTypa.

B pazmene «MarepuanbHO-TEXHUYECKOE OOECIEUeHUE ITUCIUIUIMHBL, TMPOTPaAaMMHOE oOOecreueHue,
npodeccruoHanbHble 0a3bl MaHHBIX W WH(OPMAIMOHHBIE CIPABOYHBIE CHCTEMBD» COACPKHUTCS IMEpeueHb
npodeccuoHaNbHBIX 0a3 JaHHBIX U HHPOPMAIIMOHHBIX CIIPABOYHBIX CHCTEM, HEOOXOIUMBIX AJISi OCBOCHHUS
JTUCIUTUTNHBL.

5.2 Pexomennanuu o0y4aromumcs 1o padbore ¢ TeOPETHUECKUMHU MaTepHallaMu 110 TUCIUITIIMHE

[Ipu uzyyennu u npopabOTKe TEOPETUUECKOr0 MaTepHana HeoOX0AUMO:

- IPOCMOTPETH elle pa3 mpe3eHTanuio Jekunu B cucreMe MOODLe, NOBTOPUTH 3aKOHCIIEKTUPOBAHHBIN Ha
JIEKIIMOHHOM 3aHSTUU MaTrepual M JOMNOJHHUTh €ro ¢ Y4YeTOM PEKOMEHJIOBAaHHOM JOMOIHUTEIbHOU
JTUTEPaTyphl;

- IIPY CAMOCTOSITEIBHOM M3YyYE€HUH TEOPETUYECKOM TEMBI CAENATh KOHCIIEKT, UCIOJIb3Ysl PEKOMEHIOBAHHbBIE
B PII/] ucrounuku, npodeccruoHaibHble 0a3bl JaHHBIX U HHPOPMAIIMOHHBIE CIIPABOYHbIE CUCTEMBI:

- OTBETUTDH Ha BOIIPOCHI JJIsI CAMOCTOATEIILHON pabOoThI, TIO TeMe MpecTaBieHHbIe B yHKTe 3.2 PIT/I.

- TP TIOAATOTOBKE K TEKYIIEMY KOHTPOIIIO UCTIOIB30BaTh MaTepuaibl (oHna oneHouHbIX cpeacts (POC).
5.3 Pexomenmanuu mo paboTe ¢ HayYHOU U y4eOHOM JIUTepaTypoit

PabGota ¢ OCHOBHOM M JONOJHUTENBHOM JHUTEPaTYpOl SIBISETCS IIaBHOM (POpMOI caMOCTOATENbHOM
paboTel W HEoOXoAMMAa TPU TMOATOTOBKE K YCTHOMY ONPOCY HAa CEMUHAPCKHUX 3aHATHSAX, K Jebaram,
TECTUPOBaHUIO, dk3aMeHy. OHa BKIIOYAeT MPOPaOOTKY JIEKIIMOHHOTO MaTepHalia U PEKOMEHIOBAHHBIX
HMCTOYHHUKOB U JINTEPATYPHI 110 TEMATUKE JICKIIUH.

KoHcriekT nekuu T0KeH cofepxarh pedeparuBHyI0 3alIMCh OCHOBHBIX BOIPOCOB JICKIIMH, B TOM YHCIIE C
ornopoii Ha pa3MmeleHHsle B cucteme MOODLe mpe3eHTany, OCHOBHBIX MCTOYHUKOB M JIMTEPATYphl IO
Te€MaM, BBIBOJBI MO KAKIOMY BOMPOCY. KOHCIIEKT MOXeT ObITh BBHIMOJIHEH B PaMKaX pPacHeyaTKd BBLIAYH
Mpe3eHTAINi JeKIUH UM B OTACIBbHON TeTpamu mo npeamery. OH JomkeH ObITh aKKypaTHBIM, XOPOIIIO
YUTAEMbIM, HE COJIEPIKaTh HE OTHOCAIIYIOCS K TeMe UH()OPMAIIUIO UM PUCYHKH.

KoHcnekTbl HaydyHOW JNHUTEpaTyphl MPU CAMOCTOATENBHOM MOATOTOBKE K 3aHSATHUSAM JOJDKHBI COAEPkKATh
OTBETHl HA KAXKIBIM TOCTABICHHBIA B TEME BOIPOC, MMETh CCBUIKY HA HMCTOYHUK HHYOpPMAIMU C
00s13aTeNIbHBIM yKa3aHWEM aBTOpa, Ha3BaHUS M Trofa W3JaHHs HCIOIh3yeMOH HAy4YHOU JHTEparyphl.
KoHcriekT MOXET OBITH OMOPHBIM (COAEP)KaTh JIMIIhL OCHOBHBIC KIIOUEBBIE IMO3WIIMU), HO TPU 3TOM
MO3BOJISIIONIMM J]aTh TOJHBIA OTBET IO BOMPOCY, MOXET ObITh TOAPOOHBIM. OO0BEM KOHCIEKTa
OMPEEISIETCS CAMUM CTYIECHTOM.

B nporecce paboThl ¢ OCHOBHOM U JOTIOTHUTEIIBHON JTUTEPATYPOI CTYICHT MOXKET:

- Jienarb 3aldCH O XOAYy YTEHHsS B BHUJE MPOCTOTO0 WJIM Pa3BepHYTOro IulaHa (co3daBaTh IMEpPEUYEHb
OCHOBHBIX BOITPOCOB, PACCMOTPEHHBIX B UCTOYHUKE);

- COCTaBJATH TE3UCHl (IUTHPOBaHHE HAWMOOIEe BAXKHBIX MECT CTaTbd WM MOHOTpaduu, KOPOTKOE
M3JI0)KEHHE OCHOBHBIX MBICIIEH aBTOpA);

- TOTOBHUTH aHHOTAINUHU (KpaTkoe 0000IIeHNe OCHOBHBIX BOIIPOCOB pa0dOTHI);

- CO3/1aBaTh KOHCIIEKTHI (pPa3BEPHYTHIC TE3UCHI).

5.4. PexoMeH1allU1 110 TOJTOTOBKE K OTJIEIbHBIM 33JJaHUSIM TEKYLIErO KOHTPOJIS

CobecenoBanue MpennoyaraeT OpraHu3aluio Oecelnpl MpernoAaBareist cO CTyAEHTaMH 10 BOIpPOcam
MPAKTHUYECKOTO 3aHATUS C LIEJbI0 Oojiee OOCTOATEIHHOTO BBISBICHHUS UX 3HAHUN MO OINpeneIeHHOMY
pasgeny, TeMme, mpobieme U T.I. Bce wieHbl Ipynmbl MOTYT Y4acTBOBaTh B OOCYXKIEHUH, J00aBIATH
nH(pOpMaIUIO, TUCKYTUPOBATh, 3a/1aBaTh BOIIPOCHI U T.1.

YCTHBIE OMpOC MOXET TMPUMEHATHCS B pas3audHbIX (Qopmax: (QpoHTaIbHBIN, WHIWBUIYAIBHBIN,
KOMOMHUPOBaHHBIA. OCHOBHBIE KaUY€CTBA YCTHOTO OTBETA MOJIJIEKAIIETO OI[CHKE:

- IPaBWJIBHOCTh OTBETA 110 COAECPIKAHUIO;

- IOJIHOTA U TITyOWHA OTBETA;

- CO3HATEJIbHOCTh OTBETA;

- JIOTHKA U3JI0’KEHUsI MaTepHania;

- pPalMOHAJIBLHOCTh UCIIOJIb30BAaHHBIX IPUEMOB U CTIOCOOOB PEIlIEHUS TOCTABIEHHON yueOHO! 3a/1auu;
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- CBOEBPEMEHHOCTh M 3((PEKTUBHOCTH MCIIOIB30BAHUS HATNISAIHBIX MOCOOMN M TEXHUYECKUX CPEICTB IPH
OTBETE;

- HCIIOJIb30BaHUE JOIIOJHUTEIBHOIO MaTepUaa;

- PallMOHAJIBHOCTb UCIIOJIB30BaHUS BPEMEHH, OTBEJCHHOIO Ha 3a/IaHNE.

YCTHBIM OIIPOC MOXKET CONPOBOXKAATHCS IMPE3CHTALUEH, KOTOpas IMOATOTaBIMBAECTCA IO OAHOMY U3

BOIPOCOB MPAKTHYECKOTO 3aHATUS. [IpH BRICTYIUIEHHH ¢ Mpe3eHTalnueld HeoOXoauMo odpamarb BHUIMaHUE
Ha TaK1e€ MOMEHTHI KaK:

- colep)KaHUE MPE3CHTAllUN: AKTYaJIbHOCTh TEMbI, MOJHOTA €€ PACKPBITHS, CMBICIOBOE COACpIKaHUE,
COOTBETCTBHE 3asBICHHOW TEMBI CONIEPIKAHHUIO, COOTBETCTBHE METOAMYECKAM TPEOOBaHUSIM (IIETTH. CCBHUTKH
Ha PeCypChl. COOTBETCTBHUE CONEPYKAHHS M JIUTEPATYphl), MPAKTHUECKAsT HANPaBIECHHOCTh, COOTBETCTBHE
coziepKaHus 3asiBICHHON (popMe, aJeKBaTHOCTD UCIIOJIb30BaHHS TEXHHUECKUX CPEICTB yUEOHBIM 3a1adam,
MOCIIEIOBATEIEHOCTD U JIOTHYHOCTb MPE3CHTYEMOTO Marepuara,

- odopMiieHHE TMpe3eHTAlMU: O00bheM (OMTHUMATbHOE KOJWYECTBO), AW3alH (YUTAEMOCTh, HAJIMYHE U
COOTBETCTBHE TpapUKd W aHUMAIMH, 3BYKOBOE OQOpMIICHHE, CTPYKTYpHpPOBaHUE WH(POPMAIUH,
COOTBETCTBHE 3asBJICHHBIM TpPEOOBAaHUSIM), OPHUTHHAIBHOCTH O(GOPMIICHHS, ACTETHKA, HCIIOJIIb30BaHHE
BO3MO)KHOCTH ITPOTPAMMHO# CpeJIbl, COOTBETCTBHE CTaHIapTaM 0(hOpMIICHUS;

- TMYHOCTHBIC Ka4eCTBa: OPATOPCKUE CITOCOOHOCTH. COOIIOIEHHE PETIaMEHTa, SMOIMOHAIBHOCTh, YMEHHE
OTBETHTH Ha BOIPOCHI, CHCTEMATU3UPOBAHHBIC, TITyOOKHE 1 TIOHBIC 3HAHUS 110 BCEM pa3JiesiaM IPOTrPaMMBI:
- COIEepKaHHWE BBICTYIUICHUS: JIOTMYHOCTh W3JIOKEHUS Marepuaia, PacKpbITHE TEeMbl, JOCTYITHOCTh
u3nokeHus, dS¢pdextuBHOCT, TpuMeHeHust cpeactB  WKT, cmocoObl W yCIOBUSL  TOCTHIKCHHS
PEe3yNBbTaTUBHOCTH W 3(P(EKTUBHOCTH U1 BBIMIOJHEHHS 3a/1a4d CBOeH MpOo(eCCHOHAIBHONW WM Y4eOHOU
JESITeTBbHOCTH, JOKA3aTeIbHOCTh NMPUHUMAEMBIX PEUICHHH, YMCHHUE apTyMEHTHUPOBATh CBOW 3aKJIIOYCHUS,
BBIBOJIBI.

6. YueOHO-MeTOoANYecKOe U HHPOPMALIMOHHOE 00ecnieyeHue TUCIHIINHBI

6.1 OcHOBHas nuTEpaTypa:

1. Pamenckas I'. KonTpons kadecTBa U cTaHAApTHU3AIUS JICKAPCTBEHHBIX CPEACTB : YUEOHO-METONMUECKOE
nmocooue. - MockBa: 'DOTAP-Menua, 2020. - 352 c. - Tekct : anexrponnbii // OBC «KoncynpranT
CTyZIeHTa By3a 1 MenBy3a [caiT]. - URL: https://www.studentlibrary.ru/book/ISBN9785970454121.html

2. Atrpomenko FO.M. YdeOHO-MeTOAMYECKOE MOCOOME sl Ja0OpPaTOPHBIX M MPAKTHYECKUX 3aHATHHA IO
ONTUYECKUM METOJaM aHajiu3a (apMalleBTUYECKUX IMpernaparoB : Y4eOHO-METOIMYecKoe mocobue. -

Mocksa: Jupexkr-Menna, 2019. - 72 c. - Tekct : anexrponHsiii / DbC «KoHCynbTaHT cTyneHTa By3a U
MenBy3a [caitT]. - URL: https://www.studentlibrary.ru/book/ISBN9785449902009.html

6.2 JlonosHUTENBHAS IUTEpATYpA:

1. KoHTposb KauecTBa JIeKapCTBEHHBIX CpeAcTB : yueOHHK. - MockBa: [ DOTAP-Menua, 2022. - 544 c. -
Texct : onextponnbiii // OBC «Koncymbrant crTyneHTa By3a W MenBy3a [caiit]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970467312.html

2. Bnacosa 10.H. ®u3uko-xuMudeckne MeTOAbl aHaiau3a opraHumdeckux semiectB. Yacts I. OnTuueckue
METONbl aHaNM3a : yuyeOHo-MeToandeckoe mocodue. - Mocksa: Jupekr-Meaua, 2019. - 87 c. - Tekcr :
sanektpoHubii  //  OBC  «Koncymbrant  crymeHTa By3a M MeaBy3a  [caiit]. -  URL:
https://www.studentlibrary.ru/book/ISBN9785449905178.html

3. IMamkoBa, E. B., Bonocosa, E. B., [llunyns, A. H., besruna, FO. A., I'mazynosa, H. H. CnexrpanbHbie
METONbl aHanmM3a : ydeOHoe mocodue. - Bech cpok oxpanbl aBTOpckoro mpasa; CrieKTpajibHbIe METObI
aHasn3a. - CraBponoib: CTaBponoibCKUil TOCYIapCTBEHHBIN arpapHbiil yHuBepeutet, 2017. - 56 c. - URL:
https://www.iprbookshop.ru/76055.html

6.3 VlHble HICTOUHUKMU:

1. Hayunas snexrponHas 6ubnuoreka Poccuiickoii akageMun ecTeCTBO3HaHUS - Www.monographies.ru
2. IlpaBoBoii caiit Koncynsrantllmtoc - http://www.consultant.ru

3. Poccuiickas HanmoHanbHass OM0oiInoTexa - www.nlr.ru



4. Poccuiickoe 00pazoBaHue 7151 MHOCTPAaHHBIX IpaxkaaH - http://www.russia.edu.ru/
5. CrnoBapu u >HIUKIIONIEIUH OHIaiH - http://dic.academic.ru/

7. MaTepuaJbHO-TeXHHMYeCKOe o0ecnedeHHe TUCHUILVINHBI, IPOrpaMMHOe o0ecnedyeHue,
npogeccnoHanbHbIe 023bI JAHHBIX 1 HHPOPMALMOHHBIE CIIPABOYHbIE CHCTEMbI

Jlng mpoBeneHus 3aHATHM MO JUCHUIUIMHE HEOOXOIUMO ClIeAyIollee MaTepuaibHO-TEXHUYECKOe
oOecrieueHue: ydeOHble ayqUTOPUM [AJs TMPOBEICHUS 3aHITHH JIEKIIMOHHOTO M CEMHUHApCKOro THIIA,
TPYNIOBBIX W WHAMBHUIYaJIbHBIX KOHCYJIbTALMM, TEKYLIETr0 KOHTPOJSI U MPOMEKYTOUHOM aTTecTaluw,
MTOMEIIEHUS 111 CAMOCTOSITENIbHON paboThlI.

VYdeOHbIe ayTUTOPHUN U IIOMEIICHUS IS CAMOCTOSTEIILHON paOO0Thl YKOMIUIEKTOBAHBI CIICTIHATH3UPOBAHHOM
MeOeNbI0 U TEXHUYECKUMH CPEJCTBAMHU OOYyYCHHMS, CIIY KAIIUMH JIJIs1 TIPEACTABICHHS yueOHOW nHpOpMauu
OOJIBITION ayTUTOPHH.

[TomerieHus I CaMOCTOSATENILHONW paOOThl YKOMIUIEKTOBAHbI KOMITBIOTEPHON TEXHUKOH C BO3MOXKHOCTBIO
MTOAKITFOYEHHUS K CceTH "Unrepuet" 51 obecrieueHneM JIOCTyIa B AIIEKTPOHHYO
MH(POPMALMOHHO-00pa30BaTEeIbHYIO CPEAy YHHUBEPCUTETA.

Jlist mpoBeeHMs 3aHATHI JICKIIMOHHOTO THITA UCTIONB3YIOTCS HA0OPBI IEMOHCTPAIIHIOHHOTO 000PYIOBaHUS,
o0ecreunBaIIfe TeMaTHYECKUE WILTIOCTpaud (ITPOEKTOP, HOYTOYK, IKpaH/ MHTEPAKTUBHAS JIOCKA).
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Onepanuonnas cucrema Microsoft Windows 10
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3. udposoii obpazoBarensHbIin pecypc IPR SMART. — URL: http://www.iprbookshop.ru
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