Padouast nporpamMmma qucuuIuIinHbl (MoayJs) «@apmaneBrudyeckas paspadoTka,
BRJIIOYaOmasd OCHOYHBbIC U METOAUYIECCKHUE MaTCPHAJIbI

1. TpeGoBanus K pe3yabTaTamM 00yueHHs N0 JUCHUILINHE (MOAYJIIO)

1.1. [lepevyenb KOMIETEHIUIA,
OCBOEHHsI 00Pa30BaTeJILHOI 1l

(¢popmupyembIX aucHMIVIMHON (MoxyJaemM) B mpouecce
orpamMMbl

I'pynna komneTeHUM

Kareropusi komnereHumii Koapbl u conepkanne KoMneTeH Ml

YHuBepcalibHbIE

OobmenpodeccroHabHBIC

OIIK-1. CrocobeH HCIIOJIB30BaTh
OCHOBHbBIE OHONIOTHYeCcKHe, (PU3NKO-

[IpodeccnonanbHas METOIOIOTHS

XUMHYECKHE, XUMHUYECKHE,
MaTeMaTHYECKUE METO/bI TIISE
pa3paboTku, WCCIIeTIOBaHUI u
IKCIIEPTHU3HI JIEKapCTBEHHBIX
CpeICTB, HM3TOTOBJICHUS
JISKaPCTBEHHBIX MPENapaToB
Hcnonb3oBanue OIIK-6. Cnocoben IMOHUMATh
WH(POPMANMOHHBIX TEXHOJIOTHH | MPUHOUIBL  pabOTBl  COBPEMEHHBIX
HH(POPMALMOHHBIX TEXHOJIOTHH |

WCIIONIb30BATh UX JUISl pEIICHUS 3a/1a4
podecCHOHATBHON AeSITeTbHOCTH

IIpodeccronabHbIe

1.2. KomnereHUMM ¥ HWHIANKATOPBHI
(MojyJieM) B mpouecce 0CBOeHHUs1 00pa30BaTeJIbHOM NMPOrpaMMbl

UX [JOCTHKEeHUsi, (opMHUpPYyeMBbIX JAUCHHUILIHHON

Kon Ko
HHIUKATOpPA Conep:xaHue HHIUKATOPA KOMIICTCHIIHA
KOMIIeTeHIIUH
KOMIIeTeHIIUH
OIIK-1 OIIK-1.3 Hcnonp3yeT B IpoQhecCHOHANBHON JACITEIBHOCTH 3HAHUS OMOJOTHUYSCKIX
3aKOHOMEPHOCTEH B O0JIACTH aHAaTOMHU W (PU3HONOTHH dYeJOBeKa,
MEIUINHCKOM u (apmareBTHIECKON XUMUH, MPUMEHSET
npodeccHoHanbHBlE  3HAaHMSA W TeXHOJOrMHM B (hapmakoioruw,
(hapMaKoJIOTHUECKOH pa3pabOTKe 1 aHAIN3e
OIIK-6 OIIK-6.1 [Mpumensier cpeacrTBa COBPEMEHHBIX MH()OPMAIIMOHHBIX TEXHOJIOTHH JUIs
TIOUCKa, XpaHeHHs1, 00pab0TKH, aHaJIM3a U NPeJICTaBlIeHUs HHPOPMaIHK

1.3. Pe3yabTaThl 00y4eHHs O JUCHUILINHE (MOTYJIIO)
Heanb n3yyeHusi TMCHMILUIAHBI (MoayJsi) — GOpPMHUPOBAHNUE 3HAHWN U YMEHHUH MO pa3paboTKe
TEXHOJIOTUHM PA3TUYHBIX JICKAPCTBEHHBIX (OPM M MPOEKTOB HOPMATHBHOM JOKYMEHTAIIUH ISt

HHUX,

OINITUMHU3AIUN CYHCCTBYIOIIUX JICKAPCTBECHHBIX CPEACTB Ha OCHOBEC COBPEMCHHBIX

TGXHOHOFHﬁ, 6HO(I)apMaI_IeBTI/I‘-I€CKI/IX HCCHeﬂOBaHI/Iﬁ U MCTOOOB KOHTPOJII B COOTBCTCTBUU C
MEXIyHApOIHOU CUCTEMON TpeOOBAaHMI M CTaHIaPTOB.
B pesynbrare u3ydeHus: AUCHUILTUHBI (MOAYJISA) 00yYaroUuiics JOmKeH

3HATb:
[ ]

e TpeboBaHUs K 00BEMY

3Tansl (hapManeBTUUECKON pa3paboTKy;

¢dapmanieBTHYeCKOH pa3pabOTKH MO OTACIBHBIM TI'pyHIaM

JIEKaPCTBEHHBIX CPEJICTB U JIEKAPCTBEHHBIX (HOPM;

MCTOJbI TIJIAHUPOBAHUA

MCTOAbI U UHCTPYMCHTHI YIIPABJICHHUA PUCKaAMH Ka4€CTBa JICKAPCTBECHHBIX CPCACTB;

UCCIIC/IOBAaHMM, HCIBITAHUH M HKCIEPUMEHTANBHBIX paldoT,

MPUMEHSEMBIX TIpH (apMaleBTUUECKOW pa3paboTKe (B OTHOIIECHUHU pa3padaThIBAEMBIX

JIEKapCTBEHHBIX CPE/ICTB;

IMPUHIUITBL pa3pa60TKH 1 MMOCTAHOBKH Ha IMPOU3BOACTBO HOBBIX JICKAPCTBCHHBIX CPCIACTB

(d)apMaKonoqueCKHe, (l)apMaHeBTI/I‘{eCKI/Ie ACIICKTBI N TCXHOJIOTHYCCKHEC aCHeKTH) u
KOHTPOJII BHCCCHUA W3MCHCHHH B IMPONU3BOAMUMEIC JICKAPCTBCHHLIC CPCACTBA,

yMeThb:
[ ]

pa3paboTke;

OCYLIECTBJIATh IIOMCK M AaHAIU3 pPEryJIATOPHOM, HAYYHOM M HAy4YHO-TEXHUYECKOU
uHpopmManuu I pemieHus Tpo]ecCHOHaTBHBIX

3amady 1o (apMareBTUYECKON



pa3pabaThiBaTh W AHATU3UPOBATH TEXHOJOTMYECCKYI0 M OTYETHYIO IOKYMEHTAI[MH I10
(dapmareBTHUECKOM pa3paboTke (B Ipe/enax JODKHOCTHBIX 00S3aHHOCTEH ),
OMPEACISATh TPYAOEMKOCTh TEXHOJIOTHUECKOTO MpoIecca, MaTepHaIbHBIN OalaHc;

pa3pa6aTHBaTL IIJTaHBbI
JICKApCTBCHHBIX CPCACTB,

BJIAJIETh:
PETYISATOPHBIMHU TPEOOBAHUSIMU;
OCHOBaMH MPOEKTHOTO MOAXO0/a.
2. O0bem, CTPYKTYPA U CO/lepPKAHME JUCUMILUIUHBI (MO1YJIs1)
2.1. O6beM QMCUMILIMHBI (MOYJIs1)

2.2. TeMbI

YHpaBJICHUA

pUCKaMu Ka4dycCTBa

Buowt yueonoiu pabomut Dopmot 00yueHun

Ounasn

Oomasi Tpy10eMKOCTh: 3a4CTHBIC ¢TMHHUIIBI/ Yachl 10/360
KoHTakTHas padora: 216
3aHATHs JIEKLIMOHHOTO TUIA 72
3aHATUS CEMUHAPCKOro TUMA 144
IIpoMesKyTOUHAs aTTeCTANMA: YK3aMEH 72
CamocrosiTesibHas padora (CP) 72

(pa3aesibl) AUCHMILUIMHBI

KOJIN4eCTBa 4acoB 1o (popmam 00pa3oBaTe1bHOM AesITeIbHOCTH
Ounasn popma odyuenus

pa3pabaThIBaeMbIX

(MoayJssi) ¢ YyKa3aHMeM OTBEIE€HHOr0 Ha HHMX

Buasbl yuedHoii padoTsl (B yacax)
Ne | HaumenoBanue Tem Konrakruas pagora
3ausaTus
n/n | (pazgenos) 3aHATHA CEMHHAPCKOr0 THIA CP
JIEKIIMOHHOTO THNIA
J Huble I3 C JIP Hnblie

1. KauectBo uepes 14 0 0 14 14 0 14
MIPOEKTHPOBAHNE

2. Bribop mekapcTBeHHOU 14 0 0 14 14 0 14
tdopmer.  JKu3HEHHBIN
IIUKJT IPOAYKTA

3. OneHka  pHUCKOB B 16 0 0 16 16 0 16
(hapmMareBTHUCCKOU
pa3paboTke

4. Uccnenosanus 14 0 0 14 14 0 14
CTaOMIBHOCTH

5. MacmrabupoBanue, 14 0 0 14 14 0 14
TpaHchep U BaTUAAIMS

Ipumeuanusn:

JI — nexuun, 13 — mpaktudeckue 3ansatusi, C — cemunapsl, JIP — mabopatopusie paboter, CP — camocTosTenbHas

pabora.

2.3. Conep:xanue ITUCUMILUIMHBI (MOAYJsl), CTPYKTYPHPOBaHHOe MO TeMaMm (pa3jejiaM) H
BHUJIaM padoT

Conep:kaHue JeKIHOHHOTO Kypca

13?[ HaumenoBaHue Tem (pa3jejioB) Conep:kaHue JeKIMOHHOIO Kypca
1. | KagecTBo uepe3 mpoeKTHpOBaHUE Oransl (apManeBTHUECKOH  pa3padOTKH. [TranupoBanme
MHOTO()aKTOPHOTO  WCCIeNOBaHUS. basWcHBIE 3JeMEHTH W
HHCTPYMEHTHI IOAXO0Ja «KA4eCTBO 4Yepe3 IPOCKTUPOBAHHECY.
OKBHUBAJICHTHOCTh  BOCHPOM3BEACHHBIX H KOMOWHHPOBAHHBIX
MIPOJTYKTOB.
2. | Beibop nekapctBenHo¥ (opMmbl. | MHOrooOpasue jekapcTBeHHBIX (opm. IleneBoit mpoduas u
Ku3HEHHBIN UK TPOYKTa YKU3HEHHBIM LIUKJI IPOJYKTA.
3. | Onenka PHCKOB B | llerm amanm3a pHCKOB KadecTBa M KIIFOYEBBIE ITPHHIIUIBI
(dapMarieBTHIECKOI pa3paboTke ynpaBieHus: puckamu. OCHOBHBIE HMHCTPYMCHTHI YIIPaBICHUS
pHUCcKaMHu IJisl papMareBTHIeCKON OTpaciiu.
4. | UccnenoBanusi crabMIIBHOCTH YcnoBust uccienoBaHusl CTaOWIIBHOCTH UM JIOCTHTaeMble  IIETIH.
TpeboBanust P® um EADC Kk wuccienoBaHUsSM CTaOMIBHOCTH.
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W3meHeHHs MpOLyKTa M HMX AOMyCTHMbIEe mpeaensl. OTKIOHEHHS
npu wuccnenoanusx. CrpaTerus IUIAHUPOBAHUS HCCIEIOBAaHUN
ctabunpHOCTH. OLIeHKA M SKCTPAIOJISINS JaHHBIX.
5. | MacmrabupoBanue, Tpanchep u | Pomm m orBercTtBeHHOCTH. IloaroToBKa M TpaHC(Ep TEXHOIOTHH.
BT AALHST Banupamust mporecca npou3BoACTBa.
Cozlep)lcafme 3aHATHH CEMUHAPCKOIo TUIA

ry‘i HaumeHnoBanue Tem (pa3gesnon) Tun Copaep:xanne 3aHATHII CCMHHAPCKOTO THIIA

1. KauectBo uepes npoekTupoBaHue C Oranbl (apmareBTHueckoi paspabotku. Ilmanuposanue
MHOTO()aKTOPHOT0 MCCIEeNOBaHUs. ba3ucHbIe IeMEeHTHI U
WHCTPYMEHTBI NOAX0Aa «Ka4ecTBO qepe3
MIPOEKTUPOBAHKE». DKBUBAJIICHTHOCTDh BOCIIPOM3BEICHHBIX
U KOMOMHHMPOBAHHBIX NPOJYKTOB.

2. Beibop  sexapcTBeHHOI  (OPMBIL. C Mmuoroo6pasue jekapcTBeHHBIX (opM. LleneBoit mpoduis

JK¥3HEHHBIH IIUKI IPOIYKTA Y SKU3HEHHBIH IIMKJI IPOAYKTA.
3. Orenka PHCKOB B C Ienn aHanu3a pUCKOB KadecTBa U KIIFOYEBBIC MPHUHIUITHI
(apmaneBTHYECKON pa3paboTKe ynpaBieHus:  puckamu.  OCHOBHBIE ~ HWHCTPYMEHTHI
YIPaBICHUS] pUCKaMU 115 (papManeBTHUECKOM 0Tpaciiu.

4. HccnenoBanus ctabunpHOCTH C YcnoBust uccnenoBaHUs CTaOMIBHOCTH M JOCTUTAeMbIC
nemu. Tpebosanmss P® m EADC Kk wmccienoBaHUsIM
crabunbHOCTH. V3MEHEHHs NpPOAYKTa M MX AOIyCTHMBIC
npeaensl. OTKIOHEHUsT TpH HccienoBaHusx. Crparerus
IUITAHUPOBAHUSI HCCleoBaHUi crabmibHOCTH. OleHKa |
OKCTPAIOJISILIUS TAHHBIX.

5. | MacwrrabupoBanue, TpaHchep u C Pomu u orBercrBeHHocth. I[loaroroBka u TpaHcdep

BaJIN AL TEXHOJIOTHH. Banmumanus nporecca mpou3BOACTBA.
Copep:xaHue caMOCTOSITEIbLHOWH PadoThl
3“; HaumeHoBaHue Tem (pa3ienoB) Copep:xaHue caMOCTOATEIbHON padoThI
1. KauecTBO uepe3 npoeKTUpOBaHUE W3yuyenue nekuMoHHOro wmatepuana. IloaroTroBka K 3aHATUSAM
CEeMUHApCKOT'0 THUIIA
2. Beibop nexapctBenHOM  Qopmbl. | M3ydeHue mnekumoHHOro Matepuana. IloAroToBKa K 3aHATHAM
JKW3HEeHHBIH MK IPOAYKTA CEMUHAPCKOr'0 THUIIa
3. Orenka PHUCKOB B | M3yuenue nekuuoHHoro Marepuana. [loaroroBka K 3aHATHSAM
(hapmaneBTHIECKOHN pa3paboTke CEMHUHAPCKOT0 TUIA
4. HccnenoBanus cTaOUIBHOCTH N3ydyeHne neKnMOHHOrO MaTtepuana. IloAroToBKa K 3aHATHAM
CEeMHUHApCKOT'0 THUIIA
5. MacmtabupoBanue, Tpanchep u | M3ydeHue JeKIMOHHOTO MaTtepuana. [loAroToBKa K 3aHATHAM
BT AALHS CEeMUHAPCKOI'0 THUIIa

3. OneHOYHbIE MATEPUAJBbI Jsi NPOBeJIEHUS] TeKYyIlero KOHTPOJsl YCIeBaeMOCTH WU
NMPOMEKYTOYHOM aTTEeCTANMH 00y4aKOMIUXCS M0 AUCHUILIHHE (MOAYJII0)
[lo nucuumunHe (MOIYJIO) HPETyCMOTPEHBI CIEAYIOIIHME BUIbl KOHTPOJIS KadyecTBa
OCBOEHHUS:
® TEKYIIHWA KOHTPOJIb YCIIEBAEMOCTH;
® IIPOMEXYTOYHAs aTTECTAIMUA 00YJarOIIUXCS MO AUCIUILTHHE (MOIYIIO).
3.1.1. OuneHo4yHble MaTepuabl JJA NPOBeAECHUS TEKylled aTTrecTallu¥ MO JMCHMILUINHE

(Moay.110)
Ne | Konrpoummpyembie TeMbl (pa3/esibl) HaunMeHoBaHHe OLIEHOYHOTI'O CPe/ICTBA
n/n
1. KauecTBo uepe3 NpoeKTHpOBaHHE Ycrasiif onpoc. Ketickl

Breibop nexapcrBeHHoi Qopmbl. JKusneHssli | YcrHbIM onpoc. Keiice
IIMKJ OPOIYKTa

3. Onenka PHUCKOB B (apmaneBTHdeckoi | YcrHbIH onpoc. Keticst
pa3paboTke

4. VccaenoBanusi cTaOUIBHOCTH Ycrasiii onpoc. Keticel

5. MacmtabupoBanue, Tpanchep U BaTUAAIUS Yerubiii onpoc. Keiicht

3.1.1. TunoBble KOHTPOJIbHBIC 3aIaHUl UJIK MHBIC MaTEepUuaJbl, H606XOHI/IMI)IC IJIA OHCHKH
3H3HI/IH, yMeHI/lI/I, HAaBbIKOB " (I/IJII/I) ONIbITA N€ATECJIBbHOCTH B NMMPOECCEe TEKYIEr0 KOHTPOJIA
ycneBaemMoCcTu



YcTHBII onpoc

1.
2.
3.

N

10.

11

13.

14.

15.
16.
17.
18.
19.

20.

21.
22.
23.
24.
25.

Otarbl oOpamieHus JIEKapCTBEHHBIX CPEICTB.

Craguu dapmarieBTUIECKON pa3paboTKu

Oenepanpubiii 3akoH DP3-61 «OO6 oOpameHUH JEKapCTBEHHBIX CPEACTB» U €T0
MPUMEHUMOCTH B paMKax (apMaleBTUYECKON pa3paboTKu.

I'ocynapctBennas dhapmakornes Poccuiickoit deneparuu, pa3aeisl.

Hanpasnenus pa6otst ICH.

Hoxymentet EADC, sBuswommecss oOOmMMH Jis  pa3paOOTKH  JIGKAPCTBEHHBIX
Mpenaparos.

OpuruHanbHble, BOCIIPOU3BEACHHbBIE U THOPUIHBIE JIEKAPCTBEHHbIE MpernapaThl: oo1ee u
paznuuus B oOpalieHuu.

OcHoBHbIE acnekThl (hapMaleBTHUECKOH CHUCTEMbl MEHEKMEHTa KayecTBa B
(bapmarieBTHYECKON pa3paboTKe.

OcHoBbl mpuHnuna Quality by design. Ilpumepsl 10KymMeHTOB (apMalieBTHYECKON
pa3paboTKu, 00eCIeunBaIOLINX CIICA0BAHUE TPUHITUIIAM.

enesoit mpodune mpoxykra (TPP) u nenesoit nmpoduns kayectBa npoaykra (QTPP),
B3aUMOCBS3b U PA3IHUHUS.

. HpI/IHHI/IHBI OEJIOCTHOCTHU JaHHBIX, IICIIb obecreyeHus OEJIOCTHOCTU JaHHBIX.
12.

Pasnuunbie nekapcTBeHHBIE (QOpPMBI B paMKax >KM3HEHHOTO IMKJIA JIEKAPCTBEHHOTO
npenapara, mpuMephbl.

[TapameTtpsl (hapmarieBTHUECKUX CYOCTaHIIMIA, BIUSIONINE HA BBHIOOP MyTH BBEICHHS H
TEXHOJIOTHH IPOU3BO/ICTBA.

CBsi3p  pa3felioB PETUCTPAIIMOHHOTO JOChe U JOKYMEHTOB (papMarieBTUYEeCKON
pa3paboTKH.

Tpancdep TeXHOTOTUN: OCHOBHBIC JOKYMEHTBI, X CO/IepKaHKe, ITAIbI.

Banupanus npouecca npou3BoO/ICTBa.

Kiumartuueckue 30Hb1, yCIOBHS XpaHEHUs JIEKAPCTBEHHBIX MPENapaToB.

MeToapl ONTUMHA3AIAHA UCCIAEI0OBAHNNA CTAOMILHOCTH.

Bunet uccrnenoBaHuii  CTaOMIBHOCTH  (CTpecc-HccleoBaHus, (POTOCTaOMIBHOCTD,
YCKOPEHHBIC  HCCIIEJIOBAHUS, JIOJATOCPOYHBIE  HCCIICIOBAHUSA, TEPMOIMKIHYECKas
CTaOMIBHOCTB.)

OTkIoHEHUE OT crienu(PUKaUA U OTKIOHEHHE OT TpeHaa. Pazmuuusi, mopsgok paboThl
MIPU TOJTyYECHHH.

BryTpennss cnenudukanysi 1 HOpMaTUBHBIN JOKYMEHT.

Kpanu¢ukanus u moBepka aHaTUTHYECKOTO 000PYIOBAHUSL.

PedepenTtrrie nexkapcTBEHHBIE TIPEMapaThl, MTApaMeTPhl SKBUBAJIEHTHOCTH.

H3MeHeHHUsT COCTaBOB U TEXHOJIOTHH.

Bamunanus u Bepudukaiys aHaTUTHISCKAX METOJIOB: 00IIIEE U Pa3TuIHs.

Keiicol (cuTyanum u 3a1a4M ¢ 3aJaHHBIMHU YCJIOBUSIMH)

1.

OuenuTte mpeIoKEHHbIN MIaH pa3paboTKK OPUTHHAIBHOIO JIEKAPCTBEHHOTO MpernapaTa
(Manas MoJekyia) (BapuaHThl: BOCHPOM3BEIEHHOIO JIEKAPCTBEHHOrO TNpenapaTa /
THOPUHOTO JIEKapCTBEHHOTO Tpernapara / OHOTEXHOJIOTHYECKOro JIEKapCTBEHHOTO
npenapata / Guocummisipa). Jlaiite cBou 3aMevaHus U MpeiiokKeHUs 0 MPeJI0KEHHOMY
IJ1aHy. ApryMEHTHPYITE CBOM OTBET CCBUIKAMH Ha HOPMATUBHYIO JOKYMEHTALUIO.
Co3manme 1meneBoro mnpodwias mnpoxaykra. IlpoaHamusupyiite ©  JONOTHHUTE
MPEIOKCHHBIA  11eJIeBOM  MPOQMIb: MECTHBIM aHECTETHK (BapWaHTHI: TIpemapar
snuHe(ppUHA I OKCTPEHHOH TOMOIIM Tpu  aHA(QUIAKTHYECKOM  IIOKe  /
BEHOTOHU3UPYIOIIMN TMpernapaT B MATKOH JIeKapCTBEHHOW ¢opMe s Hapy>KHOTO
npuMeHeHuss / BakuuHa B (QopMe numoduiaMzara Ui Ha3aJbHOTO BBEJCHUS /
MMMYHOTPOIIHBINA MpenapaT B (opme nuoduinzara Juisi MapeHTepalbHOIO BBEACHHUS /
o ranbMoNornyeckuil mpenapaT B KUAKOH JIeKapcTBEHHOU opme).



3. H3yuute npeioKEHHYIO A MEPEHOCAa TEXHOJOTHIO JUISl JKMJKOIO IapeHTEpPalbHOIO
npemnapata  (BapuaHTBl: TBEpAbIM  IMEpOpasIbHBIN  JIEKapCTBEHHBIN  mpemapar /
CYIIIO3UTOPUU / MATKUI Hapy>KHBIA JIeKapCTBEHHbIM mnpenapat). Kakue pucku Moryt
BO3HHMKHYTh IIPH NepeHoce TexHonoruu? I[locTtpoiite MaTpHIly pUCKOB.

4. W3yuure NpEJIOKEHHYIO IpOorpamMmy CTaOWJIBHOCTH JUIS TBEPIBIX MEepOpaIbHBIX
JIEKapCTBEHHBIX IPENapaToB CHUCTEMHOTO ACUCTBUA (BapHaHTHI: KHUJKHE MEePOpabHbIC
JIeKapCTBEHHbIC MpenapaTbl — CHPOMNBl / KHUJIKHE TepOpajbHbIC JIEKapCTBEHHbIC
IpenapaTsl — CyCIeH3UH / )KUAKUE TepopaibHble JeKapCTBEHHbIE IPenaparhl — MOPOLIOK
JUIs TIPUTOTOBIICHHUS PAcTBOpa / MATKUE HAPYXKHBIC JIEKApCTBEHHBIC MpenapaTthl) M
onenute ee. Kakme 3ameuanuss Bbl Moxere cnenaTe MO NPEMIOKEHHOMY IPOEKTY,
OCHOBBIBAsICh Ha I1eJIeBOM Mpoduiie npoaykTa? Jlopaboraiite mporpaMmy cTaOUIBLHOCTH.

3.1.2. MeToauyeckne MaTepHaJbl, ONpeAesIOIIMe MPOoUeAYPbl OLEHMBAHUSA 3HAHHIA,
YMEHHH, HAaBBIKOB M (WJIM) ONBITA [AEATEJbHOCTH B XOde TeKyIlero KOHTPOJs
yCIeBaeMOCTH
YcTHBIH 0TBET

Onenka 3HaHu# npenmnosaraetr TuddepeHpoBaHHBINA MOAX0 K 00yJaromeMycs, y4eT
€ro UHAMBHYaJIbHBIX CHOCOOHOCTEH, CTETIeHb YCBOCHHS U CHCTEMATHU3allMi OCHOBHBIX OHSATHH
U Kateropudt mo naucuurminHe. Kpome TOro, oOmeHHWBAeTCs HE TOJBKO TIyOWMHA 3HAHHUM
IIOCTABJIEHHBIX BOIIPOCOB, HO M YMEHHME HCIOJIb30BaTh B OTBETE MNPAKTUYECKUI Marepual.
OneHnBaeTcs KyJbTypa peuH, BiIaJeHUE HABBIKAMHA OPATOPCKOTO NCKYCCTBA.

Kpumepuu oyenuseanus: mociaen0BaTeNbHOCTb, TOJHOTA, JOTMYHOCTD U3JI0KEHHUS, aHAIIN3
pa3IMuYHBIX TOYEK 3pEHMs, CaMOCTOSTeIbHOE O0000IIeHHe MaTepHuaia, HCIOJIb30BaHue
npo¢eCCUOHATIBHBIX TEPMHHOB, KyJbTypa peud, HaBBIKK OPATOPCKOTO MCKyccTBa. M3noxeHue
Marepuana 0e3 pakTUIeCKHX OMIHOOK.

Ouenka «omauuyno» CTAaBUTCS B Cllydae, KOTJa MaTepuall M3JIaraeTcsi MCUEPIBIBAIOILE,
MIOCJIEIOBATEIbHO, TPAMOTHO W JIOTUYECKH CTPOMHO, IPU 3TOM PACKPBIBAIOTCS HE TOJIBKO
OCHOBHBIE TIOHATHS, HO U aHAJIM3UPYIOTCS TOUYKU 3PEHUS Pa3IUYHbIX aBTOpoB. OOydaronuiics
HE 3aTPYAHSIETCS C OTBETOM, COOJIIO/IaeT KYJIbTYpy PeUH.

OrneHka «xopouioy CTaBUTCS, €Ci 00y4arolIUicsl TBEPIO 3HAET MaTepuai, rpaMOTHO U
[0 CYIIECTBY M3JaraeT €ro, 3HaeT MpPaKTUYeCcKyro 0a3zy, HO IpPU OTBETE Ha BOIPOC JOMYCKAeT
HECYIIECTBEHHBIE IIOIPELIHOCTH.

OneHka «ydoseremeopumenvHo» CTaBUTCS, €CIM OOY4YarOLIMHCA OCBOWJ  TOJBKO
OCHOBHOM Marepuall, HO HE 3HAeT OTAEJIbHBIX JETaJel, T0MYyCKaeT HETOYHOCTH, HELOCTATOYHO
MpaBWiIbHbIE (OPMYIUPOBKH, HapyllaeT MOCIeA0BaTEIbHOCT, B M3JIOKEHUH MaTepHaa,
3aTpyJHSETCS C OTBETAMM, IIOKA3bIBAET OTCYTCTBHE JIOJDKHOM CBS3M MEXAY aHAJIU30M,
apryMeHTalnuei 1 BIBOJaMH.

OneHka «HeyoognemeopumenbHo» CTaBUTCS, €ClIM OOyyalolMHCS He OTBeyaeT Ha
ITOCTAaBJIEHHBIE BOIIPOCHI.

Keiichl (cuTyanuu 1 3a1a4u ¢ 3a1aHHBIMH YCJIOBHSIMH)

OOyyaromuiics JODKEH YMETh BBIJIEIMTH OCHOBHBIE TOJIOKEHUS M3 TEKCTa 3aJayu,
KOTOpbIe TPeOYIOT aHaIM3a U CIyXaT YCIOBUAMHU pemieHus. McXoast U3 MOCTaBICHHOTO BOIpoca
B 3ajJlaye, MONBITaThCS MAaKCHMAaJIbHO TOYHO OINPEAETUTHh MPOOJIEMY U COOTBETCTBEHHO PEIINTH
ee.

3amaur MOTYT pelaThCsl YCTHO W/WIKM MHCbMEHHO. [Ipu pemeHun 3aad Takke BaskHO
NpaBWIbHO CGHOPMYIMPOBATH W 3alUcaTh BONPOCH, HayMHasg ¢ Oojee OOMMX U, KOHYAs
YaCTHBIMH.

Kpumepuu oyenusanus — o1jeHKa yUUTBIBAET METOJbI U CPEJICTBA, UCIIOJIb30BAHHBIE NIPU
pELIeHNU CUTYallMOHHOM, MpoOIeMHOMN 3aJauu.

OneHka «omauyHO» CTaBUTCS B Ciydae, KOTJa OOYyYaroLIMiics BBINOJIHUI 3a/aHue
(pemmn 3aauy), UCTIONB3YS B MOJHOM 00bEME TEOPETUYECKNE 3HAHUS U MTPAKTUUYECKHE HABBIKH,
MOJIy4YeHHBIE B IpoIiecce 00y4YeHusl.



OreHka «xopouioy CTaBUTCS, €CIU 00yYaroIIUiCs B 1I€JIOM BBIIIOJIHHUI BCE TPpeOOBaHUS,
HO HE COBCEM YETKO OIpeleisieTcss Omnopa Ha TEOPETUYECKHE TOJIOKEHHSI, H3JI0KEHHbIE B
Hay4yHOW JIUTEpaType MO AAHHOMY BOIIPOCY.

OrueHka «yoognemseopumenvbHo» CTaBUTCS, €CIU 00yUaIOUIUIICs MOKa3all MOJ0KUTEIbHbIE
pE3yJIbTAThI B IIPOLIECCE PELICHMS 3a4aUH.

OueHka «HeyoognemseopumenbHoy» CTaBUTCA, €CIU O0ydYarolMiics HE BBIIOJHWI BCE
TpeGoBaHusI.
3.2. OueHoYHbIe MaTEPHAJIBI 1JIs1 IPOBEACHHUS NIPOMEKYTOYHON aTTEeCTALMHU
3.2.1. Kputepuu oueHKH pe3yJIbTaTOB 00YUeHHUsl M0 JTUCHUILIMHE (MOIYJII0)

Mxana PesyabTaTsl
Iloka3aTenu oueHMBaHUS Pe3y/JIbTATOB 00y4eHUSs
OLICHMBAHNUA o0y4eHnus
OTJIMYHO 3Haer: - oOydaronuiicss riIy0OKO W BCECTOPOHHE YCBOWMJ MaTepHall, YBEPEHHO,

JIOTUYHO, TIOCIIEI0BATEIbHO U TPAMOTHO €TI0 U3JIaracT, ONUpasiCh Ha 3HAHMS
OCHOBHOM U JIOTIOJIHUTEIBHON JIUTEPATYPBHI,

- Ha OCHOBE CHCTEMHBIX HAay4YHBIX 3HAHUH JeNnaeT KBalH(UINPOBAHHBIC
BBIBOJIBI M1 00001IEHNS], CBOOOIHO ONEPUPYET KATETOPHUSIMH U MOHATHIMH.

VYmeer: - oOydJaromuiics ymMeeT caMOCTOSITENIFHO M TPAaBWIBHO pemarh y4eOHo-
npodeccHoHanbHBIE  33aJaYyd WM 3aJaHusl, yBEPEHHO, JIOTWYHO,
MOCJIEI0BATENIEHO U apTYMEHTHPOBAHO U3JIaraTh CBOE pellIeHHE, UCTIONb3Ys
Hay4HBIE IOHTHUS, CChITIasiCh HAa HOPMAaTHBHYIO 0a3y.

Bnaneer: - oOy4aromuiicss BIajeeT parioHaTbHBIMU METOJAaMHU (C MCIIOJIb30BAHHEM
PalMOHATHHBIX METOJAWK) PEIICHUS CIOXHBIX MPOPECCHOHANBHBIX 3a/1ad,
MpEACTABICHHBIX JI€J0OBBIMU UTPaMU, KEicaMu U T.1.;

IIpu peuenun npoeMOHCTPUPOBAT HABBIKU

- BBIJICIICHUS [JIaBHOTO,

- CBA3KOH TEOPETHUECKUX IOJOKEHUH ¢ TpeOOBAaHUSIMU PYKOBOISIINX
JIOKyMEHTOB,

- U3JI0KEHMSI MBICJIEH B JIOTMUECKOH MOCIEI0BATENBHOCTH,

- CaMOCTOSTEILHOTO aHau3a (aKkThl, COOBITH, SIBICHUM, MPOIECCOB B MX
B3aUMOCBS3U U JUAIEKTHYECKOM Pa3BUTHH.

XOPOLIO 3HaeT: - oOydarommuiicss TBepAO YCBOWJI MaTepHal, JOCTATOYHO TPAMOTHO €ro
u3Jaraer, ONMpasch Ha 3HaAHUSI OCHOBHOHN M JOTIOJIHUTENILHOM JIUTEpaTyphl,
- 3arpynHsercss B (OpPMYJIHPOBAHMM KBAJTH(UIIMPOBAHHBIX BBIBOJOB M
000011IeHUl, omepupyeT KaTeropusiMH U MOHATUSMH, HO HE Bcerzaa
NPaBHJILHO UX BEpUPHULIUPYET.

Vmeer: - 00YYAIOIIHIACS YMEET CAMOCTOSTEIBHO U B OCHOBHOM IPABIJIBHO PEIaTh
yueOHO-TIpO(eCCHOHATBHBIE 3a1aud WIIH 3a/IaHUs, YBEPEHHO, JIOTHYHO,
MOCJIE/IOBATENIbHO M apryMEHTHPOBAHO H3JlaraTh CBOE pEIICHHE, HE B
MTOJIHOM Mepe WCIOJNB3Ysl HayYHbIe TOHATHS W CCHUIKM Ha HOPMATHBHYIO
0asy.

Brnaneer: - oOydaromuiicsi B 11€JIOM BJIaJIeeT PallMOHATBFHBIMU METOJaMU PEIICHUS
CIIOXHBIX TIPOGECCHOHATBHBIX 3a7a4, IPECTABICHHBIX JEIOBBIMHA HTPAMH,
KelcaMu U T.JI.;

Ilpu pemeHun cMoOr MNPOAEMOHCTPUPOBATh [OCTAaTOYHOCTb, HO HE
TITyOWHHOCTH HABBIKOB,

- BBIICJICHUS IJIaBHOTO,

- U3JI0JKCHUS MBICIICH B JJOTHYECKOM IOCIIEI0BATSIILHOCTH,

- CBS3KM TEOPETUYCCKUX IMOJIOKCHUN C TPEOOBAHHSIMHU PYKOBOMISIIMX
JIOKYMEHTOB,

- CaMOCTOATEIBHOTO aHanu3a (GakThl, COOBITHIA, SIBIECHHUH, MTPOIIECCOB B MX
B3aMMOCBSI3U U AUAJEKTUYECKOM Pa3BUTHH.

YAOBJIETBO- 3HaerT: - o0ydaromuiicss OpUEHTHPYETCSl B MaTepHaie, OJJHaKO 3aTPYAHSACTCS B €ro
PUTEJIBHO H3J10KEHNH;
- IOKa3bIBaeT HEAOCTATOYHOCTh 3HAHUI OCHOBHOM M JOMOJHUTEIbHON
JUTEPATypHI;

- cnabo apryMeHTUPYET HayYHBIE MTOJIOKEHHUS;
- IPaKTHYECKU He CrocoOeH c(hOpMyTHPOBATh BBIBOJIBI M 0000IIEHUS;
- YaCTHYHO BJIAJIEET CUCTEMOM MTOHITHI.

Ymeer: - 00yJaromuiicss B OCHOBHOM yMeEeT PeIInTh y4eOHO-TIpodecCHOHATBHYIO
3ajady WIM 33/IaHHe, HO JIOITyCKaeT OImMOKH, c1a00 apryMeHTHPYET CBOE




pelIeHne, HEJOCTaTOYHO HCIIONb3YeT HAyYHbIC TOHATHS U PYKOBOZSIINE
JIOKYMEHTBI.

Bnapneer: - oOyuarommiicss BiIageeT HEKOTOPHIMH palMOHAIBHBIMA METOJaMHU
peUICHUs]  CIOXKHBIX  NPO(PECCHOHANBHBIX  3aJad, IPEACTaBICHHBIX
JICIOBBIMH MI'paMH, KeHicaMU U T.1.;

IIpu pemennn npoaeMOHCTPUPOBAT HEAOCTATOYHOCTh HABBIKOB

- BBIICTICHUS TJIaBHOTO,

- U3JI0’KEHUS MBICIIEH B JIOTHUYECKOH MOCIEeI0BATEIEHOCTH,

- CBSI3KM TEOPETHYECKUX TIOJIOKEHHH C TPEOOBAaHMAMH PYKOBOISIINX
JOKyMEHTOB,

- CaMOCTOSATENIFHOTO aHaiu3a (haKTbl, COOBITHI, SIBICHNH, IPOLIECCOB B MX
B3aUMOCBSI3H M JTHATEKTHUECKOM PAa3BHTHH.

HEYIOBJIETBO- 3Haer: - 00y4aroIHIACS HE YCBOMII 3HAYUTEIILHON YaCTH MaTepHaa,
PUTEJIBHO - HE MOXKET apryMEHTUPOBATh HAayUHBIE [10JI0OXKCHHUS,

- He (hOpMyIHPYET KBATU(GHUIIMPOBAHHBIX BEIBOJOB U 000OIICHHUI;
- HE BJIAJEET CUCTEMOM MOHSITUH.

Ymeer: o0ydJaromuiics HE IMOKa3al YMEHHE pemarh y4eOHO-podeccCHOHANBHYIO
3aJady WM 33aHHeE.
Brnaneer: HE BBINOJHEHBI TPEOOBAHMS, MPEIBSBISIEMbIE K HaBbIKaM, OLCHUBAEMBIM

«YAOBJICTBOPUTCIILHO».

3.2.2. KoHTpoOJbHBIC 3alaHUs H/WJIH MHbIE MAaTepHaJbI 1JIsl IPOBEeAeHHUS NMPOMEKYTOYHOH
arrecTanuu
Cnucok BONPOCOB /i1 yCTHBIX OTBETOB

1.
2.
3.

9]

10.
. [TapameTpsl KauecTBa KUJKUX HAPYKHBIX JIEKAPCTBEHHBIX (HOPM.
12.
13.
14.
15.
16.
17.
18.
19.

11

20.

21.

22.

23

Otarbl oOpanieHus JIEKapCTBEHHBIX CPEICTB.

Cramuu hapMaineBTHUECKOM pa3paboTKH

Oenepanpubiii 3ak0oH P3-61 «OO6 oOpamieHUH JIEKApCTBEHHBIX CPEACTB» U €r0
MPUMEHUMOCTH B paMKax (apMaleBTUYECKOM pa3paboTKu.

l'ocynapcrBennas dapmakones: Poccuiickoit denepanuu, pa3aemsl.

Hanpasnenus pa6otst ICH.

Hokymentsl EADC, sBusrommecs oO0mMUMH i pa3pabOTKU  JIEKapCTBEHHBIX
IIpenapaToB.

OpuruHanbHble, BOCIIPOU3BEICHHbIE 1 THOPUIHBIC JIEKAPCTBEHHBIE Mpenaparhl: ooIee 1
pa3nu4us B 00panieHuu.

[TapameTps! kKadecTBa TAOIETUPOBAHHBIX NIEPOPATBHBIX JIEKAPCTBEHHBIX (HOPM.
[TapameTpsl kauecTBa MATKUX HapyKHbBIX JIEKAPCTBEHHBIX (POPM.

[TapameTpsl kauecTBa )KUJIKUX MEPOPATbHBIX JIEKAPCTBEHHBIX (OPM.

[TapameTpsl KayecTBa MHBEKIIMOHHBIX JIEKAPCTBEHHBIX (hOpM.

[TapameTpsl kKayecTBa Ha3aIBHBIX JICKAPCTBEHHBIX (HOPM.

[TapameTpsl kKauecTBa 0P TATBMOIIOTUYECKUX JICKAPCTBEHHBIX (OPM.

[TapameTpsl kauecTBa TpaHyIMPOBAHHBIX MEPOPATHHBIX JIEKAPCTBEHHBIX (POPM.
[TapameTpsl kKauecTBa KanCyIUPOBAHHBIX JIEKAPCTBEHHBIX (HOPM.

[TapameTpsl KauecTBa MHTATSIIIHOHHBIX JICKAPCTBEHHBIX (OPM.

[TapameTpsl KauecTBa TPAHCACPMAIBHBIX JIEKAPCTBEHHBIX (DOPM.

TBepapie mepopalibHbIC JIEKAPCTBEHHBIE (OPMBI: THIIBI, pa3ivuds B MapaMerpax
KaueCcTBa M TEXHOJIOTHYECKHUX aCTICKTOB.

OcHOBHBIE acnekThl  (hapMaleBTHUECKOH CHCTEMBI MCHEDKMEHTa KadyecTBa B
(dhapmarieBTHUeCKON pa3paboTKe.

OcnoBel mpuniuna Quality by design. Ilpumepbr moKymMeHTOB (apMareBTHIECKOM
pa3paboTKH, 00ECIICUNBAIONINX CIICAOBAHUE TPHHITUTIAM.

enesoit npoduns npoxykra (TPP) u menepoit nmpoduns kadectBa npoaykra (QTPP),
B3aMMOCBSI3b M PA3JINIHSL.

. HpI/IHLII/IHLI OCJIOCTHOCTHU JaHHBIX, LCIIb obecneucHuUs OCJIOCTHOCTU JaHHBIX.



24.
25.
26.
27.
28.
29.

30.

31

32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44.
45.

46.

47.
48.
49.
50.

Pasnuunpie nekapcTBeHHBIE (QOpPMBI B paMKax >KM3HEHHOTO IMKJIA JIEKAPCTBEHHOTO
Ipenapara, MpuMephl.

[TapameTpsl (hapmaneBTHUECKUX CyOCTAHIMH, BIUSIOIIME HAa BHIOOp MyTH BBEICHHS U
TEXHOJIOTMH ITPOU3BOJICTBA.

OcHoBHBIE (DYHKIIMOHATIBHBIE KIACCHI BCTIOMOTATEIBHBIX BEIIECTB. [IpuBECTH mpUMeEphI
MHOTO()YHKITHOHAJIBHBIX BCITIOMOTATEIbHBIX BEIIECTB.

YnakoBOUHbIE MaTE€pUaIbl IS TBEPABIX JIEKAPCTBEHHBIX (HOPM.

YnakoBOUHbIE MaTE€PHUAIIBI ISl dKUAKUX JIEKAPCTBEHHBIX (HOPM.

Jlo3upyromiye ycTpoiicTBa s pa3InyHbIX JIEKapCTBEHHBIX (hopM, 000CHOBaHKE BBHIOODA,
MIPUMEPBHL.

dapMakoTeparneBTUYecKas KJIacCHPUKaIusI.

. CBs13b pa3aciioB  pPEruCTpaliOHHOIO HOCBEC W TOKYMCHTOB (bapMaHeBTquCKOﬁ

pa3paboTKu.

OnTuMu3aIyst CTPaTEeruu BBITYCKAIOIIEr0 KOHTPOJIS.

OCHOBHBIE TEXHOJIOTUU TBEPABIX JEKAPCTBEHHBIX (POPM.

OCHOBHBIE TEXHOJIOTUH KUIKUX JIEKAPCTBEHHBIX (POPM.

OCHOBHBIE TEXHOJIOTUN MSTKHX JIEKAPCTBEHHBIX (HOpM.

Br160p nexapcTBeHHON (OPMBI.

CrannmapTHbie 00pa3ibl B KOHTPOJIE JIEKAPCTBEHHBIX MPETIapaToB.
PedepenTHbIC IeKapCTBEHHBIE PENapaThl, MapaMeTpbl SKBUBATIEHTHOCTH.
Banunanus n Bepugukanys aHaIUTHYECKUX METOJIOB: 00LIee U pa3iIuyusl.
[TapameTps! Banuganuy aHaAIUTUYECKUX METOJIOB.

TpaHcdep TEXHOIOTUU: OCHOBHBIE JOKYMEHTBHI, UX COJIepKaHHe, HTaIlbl.
Banunanus nporecca npou3BoJICTBA.

Knumartudeckre 30HbI, yCIOBHUS XpaHEHHUs JIEKAPCTBEHHBIX MPENapaToB.
MeTobl ONTUMU3AINH UCCIIEIOBAHUH CTaOUIBHOCTH.

Bunsl  uccnemoBaHmii  cTaOMIBHOCTH  (CTpecC-HCCIEOBaHUs, (OTOCTAOUIBHOCTD,
YCKOPEHHBIE UCCIIEOBAHMSI, JOJATOCPOYHBIE HCCIIEIOBAHUS)

OTKIIOHEHWE OT crielu(HUKAUK U OTKIIOHEHUE OT TpeHJa. Pasmuums, mopsaok paboTh
MIPY TIOJTYYCHUH.

BryTtpennss cnenndukanus 1 HOpMaTHBHBIN JTOKYMEHT.

KBanudukamnus 1 mopepka aHATUTHYECKOTO 000PYIOBaAHUSI.
TepMmouukianueckas CTabOUIbHOCTb.

V3MeHeHHs cOCTaBOB U TEXHOJIOTHH.

.2.3. MeToanueckne MaTepHAJbl, OMNpeaessiiONIHe MPOoHeaypbl OIEHHBAHHS 3HAHHMMI
3.2.3. MeTto eCKHe MaTepHaJibl, OnpeaeasoInue ome omne a 3HA R
YMEHHUii, HABBIKOB B X0J/1€ POMEKYTOUYHOI aTTeCcTAlNHU

IIpouenypa oneHuBaHUs 3HAHUI (TECT)

[IpennaraemMoe KOJIMYECTBO 3aJaHUIT 20

[MocnenoBaTenbHOCTH BEIOOPKH Omnpezenena o pasaenam

Kputepuu oueHku - IPaBUJIbHBIN OTBET HA BOIPOC

«5» ecaun paBUIBbHO BBIIOIHEHO 90-100% TecToBBIX 3aMaHui

«4» ecin TPaBUJIBHO BHIMOJIHEHO 70-89% TECTOBBIX 3aaHMIt

«3» ecim TPaBUJIBHO BRIMOJTHEHO 50-69% TECTOBBIX 3aaHUI
IIpouenypa oneHuBaHusl 3HaHWH (YCTHBIN OTBET)

Ilpenen AMUTEIBLHOCTH 10 MuHYT

IIpennaraemoe KOJWYECTBO 3aJIlaHUN 2

[ocnenoBarensHOCTH BBIOOPKHU BonpocoB u3 | CryvaiiHas
KaXKJ0ro pasaena

Kpurepuu oneHku - TpebyeMbIii 00BEM U CTPYKTYpa

- U3JIOKEHHE MaTepHana 0e3 pakTHYEeCKHX OIUOOK
- JIOTHKA M3JI0KCHHS




- HCII0JIb30BAHUE COOTBETCTBYIOIIEH TEPMUHOJIOTUH
- CTWJIb PEYH U KYJbTYypa peuu
- o100 MPUMEPOB MX HAYYHOU JINTEPATYPHl M MPAKTHKU

«5» eclm Tp€60BaHI/I$I K OTBCTY BBIIIOJHCHBI B ITIOJJTHOM o0BeMe

«4» ecnu B IICJIOM BbIIIOJTHCHBI Tpe6OBaHI/I$I K OTBCTY, OJHAaKO €CTb

HEOOIIBIIKME HETOYHOCTH B H3JI0KEHHHI HCKOTOPLIX BOIIPOCOB

«3» ecnu TpeOOBaHUs BBITIOJHEHBI YACTUYHO — HE BBIIEPIKAaH 00bEM, €CTh

¢dakTryeckue  OMMOKM, HapylleHa JIOTHKA  M3JI0XKEHHS,
HEJOCTaTOYHO HCII0JIB3YETCSl COOTBETCTBYIOLIAS TEPMUHOJIOTUU

IIpoueaypa oueHMBaHMs YMEHHl M HABBIKOB (pelieHHe NMPOOJEMHO-AHAJIMTHYECKHX M
NPAKTHYECKUX YueOHO-nIpodecCHOHATBHBIX 32/1a4)

[IpennaraemMoe KOJIMYECTBO 3aJaHUIT 1
[TocnenoBaTenbHOCTh BEIOOPKH Crnyyaiinas
Kpurepun onenku: - BBIJICJIEHUE U TIOHUMaHUe MPOOIeMbl

- yMeHne 00001aTh, COMOCTABIATH PAa3IHIHBIC TOUKH 3PCHUS

- TIOJIHOTA UCIOJIb30BaHUs HCTOYHUKOB

- HAMYHE aBTOPCKOH MO3UIHH

- COOTBETCTBHUE OTBETA IOCTABICHHOMY BOIIPOCY

- HCIOJIb30BaHWE COLMAIBHOTO oOmbiTa, MarepuanoB CMU,
CTaTUCTUYECKUX JAHHBIX

- JIOTUYHOCTh H3JIOKEHHMS

- YMEHHE c/eIaTh KBATH(UITUPOBAHHBIC BHIBOBI U 000OIIICHUS C
TOYKH 3PEHUS PEIIeHNs MPo(ecCHOHANBHBIX 3a1ad

- YMEHHUE IPUBECTH IIPUMEP

- OTIOpa Ha TEOPETUIECKUE TIOTOKECHUS

- BJIAJICHHE COOTBETCTBYIOIICH TSPMHHOIOTHEH

«5» ecnu Tpe6OBaHI/[£[ K OTBCTY BBLIITOJIHCHLI B IIOJITHOM 00BeMe

«4» ecnu B IICJIOM BbIIIOJTHCHBI Tpe6OBaHI/I$I K OTBCTY, OJHAaKO €CTb

HEeOOJIbIINE HETOYHOCTH B M3JIO)KCHUM HEKOTOPBIX BOIIPOCOB.
3arpynusiercs B (OPMYJMPOBaHMHM  KBaIM(HUIIMPOBAHHBIX
BBIBOJIOB M 0000IIEHMIT

«3» ecmm Tp€60BaHI/I$I BBIMOJIHCHBI YACTHYHO — IBITA€TCS 000CHOBAThH CBOIO

TOYKY 3pCHHs, OJHAKO cinabo apryMeHTHpYyeT HaydHbIe
MOJNIOKEHHS, NPAKTHYSCKH HE CHOCOOCH CaMOCTOSITEIbHO
chopMyIMpPOBAaTh BBIBOABI M OO0OOIICHHS, HE BHIUT CBS3b C
podecCHOHANBHOM NIESITeIbHOCTBIO

4. YyeOHO-METOIMYECKOe M MaTepHATbHO-TEXHUYecKoe ofecneyeHue TUCHMIIUHBI
(MmonxyJis)
4.1. DjIeKTPOHHBbIE y4eOHbIe U3IAHUSA

1.

buodapmanestuueckoe mnpou3BoACcTBO. Pa3paboTka, MPOEKTUpPOBaHHE U BHEAPEHHE
IIPOM3BOJCTBEHHBIX MPOLIECCOB. MEp. ¢ aHri. s3. nox pea. A. A. Mmmyxamerosa, H. B.
[Taruropckoii. — CII6.: LIOIT «IIpodeccusn», 2020. — 2 1.,1488 (728+760) c.
buodapmanms, wim OCHOBBI (apMalleBTUYECKOH pa3pabOTKH, MPOU3BOJICTBA H
o0oCHOBaHUs aM3aiiHa JieKapcTBeHHBIX (popMm. YueOHoe mocodme / ComoBbeBa H. JI.,
Kpacutiok MBan BanoBuu. — M.: 'DOTAP-Menua, 2019. — 192 c.

[Ipombimnennast ¢apmamus. Ilyte cozmanus mnpoaykrta: Monorpadus / XK.
AnansiieBa, B.B. beperossix, H.b. Jlemuna [u ap.]; mox pex. A.JI. Xoxmosa u H.B.
[Tsaturopckoit. — M.: 2019. — 394 c.

dapmaneBTudeckas XuMus : yueOHHK / moxa penakiuei I'. B. Pamenckoit. — Mocksa :
Jlabopatopus 3nanmid, 2021. — ISBN 978-5-00101-824-7. — TeKcT : 3JeKTpOHHBIH //
Jlanb : AJIEKTPOHHO-OMOIMOTeUHAS cucTema. — URL:

https://e.lanbook.com/book/166759. — Pexxum goctymna: st aBTOpU3. MOJIb30BATENCH.

XuMH4ecKasi TeXHOJIOTHUS JIGKAPCTBEHHBIX BemecTB. OCHOBHBIC MPOIECCHl XUMUIECKOTO
CHHTEe3a OMOJIOTUYECKH aKTHBHBIX BellecTB : yueOHoe mocobue / A. A. Hozem, b. B.
[Taccer, B. fI. Camapenko, O. b. IllennukoBa. — 3-e uzn., crep. — Cankr-IlerepOypr :
Jlanb, 2020. — 356 ¢. — ISBN 978-5-8114-2037-7. — TekcT : anekTpoHHbIH // JlaHb :



ANIEKTPOHHO-OnOMmoTeunas cuctema. — URL: https://e.lanbook.com/book/130488. —
PexuM ocTyma: [uist aBTOpH3. TTOJIH30BATEIIEH.
6. IlonkoBHukoBa, 0. A. TexXHOJOTHS W3TOTOBICHHS W TPOU3BOJCTBA JICKAPCTBEHHBIX

npenapatoB : yuyebHoe nocooue / FO. A. Ilonkosuuxosa, C. U. IIpoBoropoBa. — 3-¢
u31., crep. — Cankr-IlerepOypr : Jlanb, 2020. — 240 c. — ISBN 978-5-8114-5604-8.
— Texct : snextponHblid // Jlanb : 31neKTpoHHO-OMOMMoOTeyHast cuctema. — URL:

https://e.lanbook.com/book/143134. — Pexxum gocTyma: 1ist aBTOpU3. MOJIH30BATETCH.

7. Cxypuaun, B. C. ®apMmaiieBTHYECKasi TEXHOJIOTUA. MeTOAbl U TEXHOJIOTUU TOJIYYEHHUS
panuodapmnpenaparoB : yueOHoe nmocodbue ans By3oB / B. C. Ckypuaun. — Mocksa :
MznarensctBO FOpaiit, 2022. — 139 ¢. — (Bricmee obpazoBanne). — ISBN 978-5-534-
10133-1. — Texkcr : anexrponHslid / ObpazoBarenbHas miardopma HOpaiit [caiit]. —
URL: https://urait.ru/bcode/490431

4.2. DieKTpOHHBIE 00pa3oBaTe/IbHbIE PecypChl
1. DnextponHas 6ubnnoteunas cuctema «IBC IOPAUMT» Biblio-onlineru (3BC
«IOpaiit») [DnexTponnslii pecypc]. — URL: https://urait.ru/.
2. DnexktponHo-Oubmmoreunas cucrema ZNANIUM [Onexktponnsii pecypc]. — URL:
https://znanium.com/.
3. DmnektponHas OubnuoreyHas cucrema «KoOHCyJIbTaHT CTylIeHTa» [DIEKTPOHHBIH
pecypc]. — URL: https://www.studentlibrary.ru/.
4. e-Library.ru: Hayunas nsnekrpoHHas Oubnmoreka [OnexTpoHHbI pecypc]. — URL:
http://elibrary.ru/.
5. Hayunas snexktponHas 6ubmmoreka «KubepJlennnkay [Dnextponnsiii pecype]. — URL:
http://cyberleninka.ru/.
6. Hudopmanmonnas cucrema «EnnHoe OkHO AocTyma K 0Opa3oBaTelbHBIM peECypcam»
[Onextponnslii pecypc]. — URL: http://window.edu.ru/.
7. denepanbHBI TIEHTPp HWHPOPMAIMOHHO-00PA30BATEIBHBIX PECYpPCOB [ DNEKTPOHHBIN
pecypc]. — URL: http://fcior.edu.ru/.
4.3. CoBpemeHHbIe npodeccuoHabHbIe 0a3bl JaHHBIX M HH(POPMALMOHHBIEC CIIPABOYHbIE
CHCTEMBI

OOyuarommmMcst  obecriedeH J0cTyn (YOAJICHHBIH JIOCTYyN) K HWKE CICAYIOIMNM
COBPEMEHHBIM MpodecCHOHAIbHBIM 0a3aM JIaHHBIX M MH(QOPMALMOHHBIM CIIPABOYHBIM
CUCTEMaM:

1. CnoBapm wu »SHuukiIoneauu Ha Axajgemuke [OnextponHsli pecype]. — URL:
http://dic.academic.ru.

2. Cucrema MH(GOPMALIMOHHO-TIPaBOBOro obecreueHus «lapanT» [DneKTpoHHBIN pecypc].
— http://www.garant.ru/.

3. baza nannbix HWuctutyta Quinocopun PAH: ®unocodpckue pecypcwl: TekcToBbIe
pecypcsl: https://iphras.ru/page52248384.htm.

4.4. KoMIjIeKT JIMIEH3NOHHOT0O W CBOOOJHO PpPacnpoCTpPaHsAeMOro IMpPOrpaMMHOIO
olecreyeHusi, B TOM YHCJIe 0Te4eCTBEHHOT0 IPOU3BOACTBA

1. JluueH3nOoHHOE MporpaMMHOE oOOecreyeHue: OlepanuoHHas cucreMa Microsoft
Windows, naket opucubix npuioxenuit Microsoft Office.

2. CB0OOOAHO pacHpocTpaHseMOe TMPOrpaMMHOE oOOeclieueHre: CBOOOJHBIC TaKEThI
oducubix npunoxenuit Apache Open Office, LibreOffice.

3. IIporpammHoe obecrieueHHE OTEYECTBEHHOTO IPOU3BOJCTBA: CIIPAaBOYHO-TIPABOBAS
cucrema «l apant» (DneKTpoHHBIN nepuoanueckuil cnpaBoyHuk «Cucrema APAHTY),
oGpasoBatenbHas miarhpopma FOPAUT (Dnexrponnas Guénmoreunas cuctema «IBC
IOPAWT» Biblio-online.ru (OBC «lOpaiit»)), >IeKTPOHHO-OHOTHOTEHAsS CHCTEMa
ZNANIUM, snextpoHHas 6ubianoTeyHas cucteMa «KOHCYJIbTaHT CTyIeHTay.

4.5. O0opynoBaHue U TeXHHYECKHeE CPeIcTBa 00y4eHHs
Jns peanuzanu  JUCHUIUIMHBL (MOAYJS) MCIONB3YIOTCS Yy4ueOHBIE ayJUTOPUHU JUIS
MPOBE/ICHUST Y4YeOHBIX 3aHATHH, KOTOpPHIE OCHAIICHBI O0OPYIOBaHHEM W TEXHUYCCKUMHU
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cpeacTBaMu OOy4YeHHMs, U TIOMEIICHUS JJIS CaMOCTOSTeNIbHOW paboThl 00yJaromuxcs, KOTOpble
OCHAIIeHbl KOMIBIOTEPHON TEXHUKOH C BO3MOXHOCTBIO MOJAKIIOUEHUs K ceTh «VHTepHeT» H
o0ecredeHbl JOCTYIOM B 3JIEKTPOHHYIO MH(pOpMaIMOHHO-00pa3oBarenbHyto cpeny PXTY um.

JI.1. Menneneena. Jlormyckaercst 3aMeHa 000pYI0BaHUS €T0 BUPTYaJTbHBIMHU aHAJIOTaMHU.

HaumeHoBaHMe YUeOHBIX ayANTOPHIi 111
NpoBeAeHUs YUeOHbIX 3aHATHI 1
MOMEIeHUH JJISl CAMOCTOSTEILHOM
padoThI*

OcHaIIEHHOCTH Y4eOHBIX ayAUTOPHIi JJIs1 IPOBEEHUS
Y4eOHBIX 3aHSATHII ¥ IOMEIIEeHU VIS CAMOCTOATETbHOI
padoThI 060py10BAHHEM U TEXHHYECKUMH CPeICTBAMHU
o0yueHHust

VYuyeOHble  aynUTOPUM  JUISL  IPOBEAEHUS
y4eOHBIX 3aHSTHH

VYueOHasi ayquTOpHs YKOMIUIEKTOBAaHA CIEHUAIU3UPOBAHHOM
MeOelplo, OTBEYaloUleld BCEM YCTAHOBJICHHBIM HOpPMaM |
TpeOOBaHUSIM, 000PYIOBAHHEM M TEXHHUYCCKUMH CPEICTBAMU
00yueHus (MOOHIIBHOE MYJIBTUMEANHHOE 000pyAOBaHuE).

[TomemeHne 7151 cCaMOCTOATENBHON PaOOTHI

Ilomemienne  OCHAIIEHO  KOMIIBIOTEPHOM  TEXHHUKOHM  C
BO3MOXKHOCTBIO ~MHOAKIIOUEHHs K ceth «MHTepHeT» U
obecrieyeHneM JIOCTyIa B 3JEKTPOHHYIO HH(OPMAIOHHO-
obpazoBarenbHyo cpeny PXTY um. JI.M. Menneneesa u K
9BC.

* Homep KOHKpETHOW ayAWTOpHH YyKa3zaH B NpuKaze o0 ayauTopHOM (OHJAE, paclicaHUM Y4YeOHBIX 3aHATHH U

pacnrcaHuy IPOMEXYTOYHOH aTTECTAIUH.

11



	1. Требования к результатам обучения по дисциплине (модулю)
	1.1. Перечень компетенций, формируемых дисциплиной (модулем) в процессе освоения образовательной программы
	1.2. Компетенции и индикаторы их достижения, формируемых дисциплиной (модулем) в процессе освоения образовательной программы
	1.3. Результаты обучения по дисциплине (модулю)

	2. Объем, структура и содержание дисциплины (модуля)
	2.1. Объем дисциплины (модуля)
	2.2. Темы (разделы) дисциплины (модуля) с указанием отведенного на них количества часов по формам образовательной деятельности
	2.3. Содержание дисциплины (модуля), структурированное по темам (разделам) и видам работ

	3. Оценочные материалы для проведения текущего контроля успеваемости и промежуточной аттестации обучающихся по дисциплине (модулю)
	3.1.1. Оценочные материалы для проведения текущей аттестации по дисциплине (модулю)
	3.1.1. Типовые контрольные задания или иные материалы, необходимые для оценки знаний, умений, навыков и (или) опыта деятельности в процессе текущего контроля успеваемости
	3.1.2. Методические материалы, определяющие процедуры оценивания знаний, умений, навыков и (или) опыта деятельности в ходе текущего контроля успеваемости

	3.2. Оценочные материалы для проведения промежуточной аттестации
	3.2.1. Критерии оценки результатов обучения по дисциплине (модулю)
	3.2.2. Контрольные задания и/или иные материалы для проведения промежуточной аттестации
	3.2.3. Методические материалы, определяющие процедуры оценивания знаний, умений, навыков в ходе промежуточной аттестации


	4. Учебно-методическое и материально-техническое обеспечение дисциплины (модуля)
	4.1. Электронные учебные издания
	4.2. Электронные образовательные ресурсы
	4.3. Современные профессиональные базы данных и информационные справочные системы
	4.4. Комплект лицензионного и свободно распространяемого программного обеспечения, в том числе отечественного производства
	4.5. Оборудование и технические средства обучения


