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1. lean u 3agaun AUCHUATIHMHBI
1.1 Henp qucuuruivHel — GopMUpOBaHUE KOMIIETEHIIHIA:

IIK-1 CnocobeH wu3roTaBiIMBaTh JICKAPCTBEHHBIC TMperapaTbl W NPUHUMATh YYacTHE B TEXHOJOTHUH
MIPOM3BOICTBA FOTOBBIX JIEKAPCTBEHHBIX CPEICTB

1.2 Tumbl 3amad mpodecCHOHATBHOW JEATETLHOCTH, K KOTOPBIM TOTOBATCS OOydYaroluecs B paMKax
OCBOCHHUS JUCIUILTUHBL:

- OpPraHU3alMOHHO-YIIPaBICHUYECKUN
- (papmareBTHUCCKUT
- JKCIIEPTHO-aHAJIUTHYECKHUI

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 Kon n HanmeHoBaHMe

(hyHKUMY / TPYAOBBIC komriereHiu @I'OC BO,
(GbyHKUMY / TPYyAOBBIC U HEOOXOIUMOM ISt .
WnankaTopbl JOCTHXKEHHSI KOMIIETSHIHHA
npodeccroHaIbHbIE (hopMHpOBaHUS TPYAOBOTO
JeiicTBus (py HaTU9IUU WK Ipo(ecCHOHATBHOTO
npodcranaapra) nefcTBUS
[TIK-1 Cnocoben [IpuMenser mpaBuiIa TIPOU3BOACTBA JICKAPCTBEHHBIX
U3rOTABINBAThH CPEACTB IPU M3TOTOBJIEHUM JIEKAPCTBEHHBIX IIPENapaToB,

JIEKapPCTBEHHBIE MTpeTapaThl
Y IPUHUMATh y4acTHe B
TEXHOJIOTHH TTPOU3BOICTBA
TOTOBBIX JIEKAPCTBEHHBIX
CPEICTB

B TOM 4YHCJIE€ MpPH OCYHIECTBIEHHH BHYTPHANTEUHON
3arOTOBKH M CEPHITHOM M3TOTOBIIEHUHU

1.5 CornacoBanue MEXAUCITUTUTMHAPHBIX CBA3CH MUCIUTIINH, 00€CIIEYNBAIOIINX OCBOCHUE KOMITCTCHITHI:

[IK-1 CnocobeH u3roTaBivBaTh JIEKAPCTBEHHBIEC TpEMapaThl W MPUHUMATh ydacTHE B
TEXHOJIOTMH MTPOU3BOACTBA FOTOBBIX JIEKAPCTBEHHBIX CPEICTB

Ne
n/m

HanmenoBanme
JIMCITUILINH,
OTIPEICIISIFOITIX
MEKIUCIUTUTMHAPHEIE
CBSA3H

dopma oOyyeHus

Ounas
(cemectp)

2151618

1 |Brorexnonorus + | +

2 |IIpakTuka mo obmei +
(hapMarieBTHUECKOM
TEXHOJIOTUH

3 |[IpakTrka 1mo +
(hapMarieBTHUECKOM
TEXHOJIOTUH

4 |DapmareBTHIECKAS +
npoTe/IeBTUIecKast
NpaKTHKA

5 |DapmarieBTHYECKAS + | +
TEXHOIIOTUS




2. Mecto nucuumimabl B cTpykrype OIl cnenmanurera:

HucuunnuHa «Opranuszanusi ¥ NpaBujia MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJCTBY» OTHOCHUTCA K YacTH,
dbopMupyeMoOil y4acTHHKaMU OOpa30BaTeNIbHBIX OTHOIICHHWH, ydyeOHoro tuiana OIl mo HampaBieHUIO
noarotoBku 33.05.01 - dapmariusi.

JMucuumnHa «OpraHu3anuss U TOpaBUjia TPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB» H3ydaeTcs B &, 9
cemecTpax.

3.00beM U coep:kaHMe TUCHHUILTHHBI
3.1.00beM QUCIUILUIMHEL: 8 3.€.

Ounas: 8 3.e.
Bun yuebHoit paboThl Qunas
(Bcero 4yacoB)
O0mast Tpy10éMKOCTb TUCHHUILIHHBI 288
KonrakTHast paborta 156
Jlexmm (Jlextmm) 72
[Tpakruueckue (Ilpakt. pad.) 84
CamocrositensHas padota (CP) 96
OK3aMeH 36
3auer -
3.2.ConepxaHue Kypca:
Ne Ha3zBanue Bun yuebHoli | DopMBbI TEKYIIETO
TEMBI paszena/TemMsl pabotsl, yac. KOHTPOJIS
Jlex |IIpa| CP
IIUH | KT.
pao.
O|l0|O
8 cemecTp
1 Opranuzanus KomnokBuywm;
MPOU3BOJICTBA Yyactue B
JIEKapCTBEHHBIX CEMHUHApPCKOM
CpEACTB 18 | 24 | 32 3aHATHH;
IToaroroska u
3aluTa
Ipe3eHTaN
2 OCHOBBI KomnokBuywm;
(hapmareBTU4IECKOM VYyacTue B
pa3paboTKu CEMHHAPCKOM
6 |12 |16 3aHATHH;
ITonroroska u
3aluTa
Ipe3eHTaN
9 cemecTp
3 Cucrema Konnoksuym;
yIIpaBICHUS VYyactue B
Ka4yeCTBOM CEMHHApPCKOM
¢dapmanesruueckoro | 24 | 24 | 24 3aHSTHY;
MPOU3BOICTBA IToaroroBka u
3almTa
MpEe3eHTALIHI




4 IIpaBuia Konnoksuywm;
[IPOU3BOJCTBA VYyactue B
JIEKapCTBEHHBIX CEMHUHApPCKOM
CpPEACTB 24 [ 24 | 24 3aHITHH,

IToaroroska u
3amuTa
IIpE3EHTALUU

Tema 1. Opranu3anus npou3BoacTBa JekapcTBeHHbIX cpeacts (ITK-1)
Jlekumus.

Jlexuus. OOmue TpeOoBaHUS K TMPOU3BOJACTBY JIEKAPCTBEHHBIX CPEACTB M HAINPaBJICHUS Pa3BUTUA
(bapMaleBTHYECKON MPOMBIIIIEHHOCTH

Bgenenue B nucuumuinay «OpraHusaiysi 4 paBuia MPOU3BOACTBA JEKapCTBEHHBIX cpeacTs».llemns, 3anaun,
3HaYeHHUE HCUUIUIMHBI B MPodeCcCHOHATBHON AesITenbHOCTH IpoBu3opa. [lonsatue o dapmaneBTHyeckoM
MIPOM3BOACTBE, €ro CTPyKType U GyHKusax. O6mas cTpykrypa (hapManeBTUYecKoro Mporu3BoAcTBa. Buibl
(dapMalleBTUUECKUX TMPOM3BOJICTBEHHBIX mpennpustuil. Ilomemenus, oOopyaoBaHHE U MEpPCOHAN
(hapmarieBTHYECKOTro Mpon3BoIcTBA. HarpaBieHus mpon3BoACTBa JEKapCTBEHHBIX CPECTB.

Jlexmsi. CoBpeMEHHOE COCTOSIHHE Y Pa3BUTHE MUPOBOH (hapMarieBTUIECKOM MPOMBIIIIICHHOCTH

Uctopust pasutust (apmarieBTUYECKoi MPOMBIIUICHHOCTH. COBpEeMEHHBbIC HAMpaBICHUS Pa3BUTHUS

IIPOU3BOACTBA JIEKAPCTBEHHBIX CPEJCTB.

locynapcTBeHHOE HOPMHMPOBAaHHE IPOU3BOJACTBA JIeKapCTBEHHBIX (opMm. IlepcnekTuBbl  pa3BUTHS

TEXHOJIOTHH COBPEMEHHBIX JIEKAPCTBEHHBIX (HOpM.

Jlexms. Ctpaterust pa3BUTUs (GpapMalieBTHUECKON MPOMBINUIEHHOCTH B Poccuiickoit @enepanuun

Uctopust pa3BuTusi poccuiickoi (apManeBTUUECKOH NpOoMBIIUIeHHOCTH. OOmmMe TEeHISHUUH |

ocobeHHOCTH pa3BUTHs. [lepcrieKTUBBl pa3BUTHS COBPEMEHHOH (papMalieBTUUECKOM MPOMBIIUIEHHOCTH B

P®. Crparernueckue HanpaBJICHHs pa3BUTHS POCCUICKON (papMalieBTHUECKON MTPOMBITIUICHHOCTH.
IIpakTH4eckoe 3aHATHE.

IIpakTnueckoe 3ansitue. Cemuuap no reme «Buabl papmaneBTHYECKUX MPOU3BOIACTBEHHbBIX
npeanpuAaTHii. O0uMe NPUHUUNBI OPTraHU3ALMID)

Bonpocsl, KOTopble BEIHOCATCS Ha 00CYXKIEHHE:

1. Obume cBeneHus O MpeAnpuaTusx, Beimyckaromux [JIC.

2.Bunsl papManieBTHUECKUX MPOU3BOJCTBEHHBIX MpeanpusaTuii. Kparkas xapakrepucTuka.

3. Opranu3zanusi MPOU3BOJICTBA JEKAPCTBEHHBIX CPEICTB Ha (papMaleBTHUECKUX MpeanpusaTusx. Craguu
POU3BOACTBA. TEXHOIOTHUECKUE ONIEPAITUH.

4. OOue TOHATHUS: ChIpbE, WHTPENUEHTHI, MOTy(haOpHKaThl, TOTOBBI MPOAYKT, OTXOIBI U OTOPOCHI
npou3BoACcTBa. [Ipon3BoaCTBEHHBIH OpaK.

IIpakTHyeckoe 3ansTHe. CemuHap no teme «Crnenunanusanus GpapManeBTHYECKHUX NPeINPUITHHA, HX
0CO0CHHOCTH, OTiINYHs. PAKTOPHI, BJAMAIOLINE HA CIEHAJN3ANMIO IPOU3BOACTBA)

Bonpocsl, KOTOpble BEIHOCSATCS Ha 00CYXJICHHE:

1. OcoOeHHOCTH MPOU3BOACTBA CHHTETUUECKHUX JIE€KapCTBEHHBIX IPENaparoB.

2. OcoOeHHOCTH MPOU3BOJCTBA AHTUOMOTUKOB.

3. Oco0eHHOCTH MTPOU3BOACTBA FOTOBBIX JIEKAPCTBEHHBIX (DOPM.

4. OcoOeHHOCTH POM3BOICTBA TAJICHOBBIX (papManeBTHUECKUX (HopM.

IIpakTnueckoe 3ansatue. CemuHap no teme «OO0MMe NPUHUMIBI MPOEKTHPOBAHUS U OPraHU3ALUM
dapmaneBTHYeCcKOro npou3BoacTea. O0mUe TPeOOBAHUS K MOA00PY MEPCOHATIA»

Bompochl, kKoTopbie BBIHOCATCS Ha 00CYXKIeHuE:

1. Crpykrypa ¢apManeBTudeckux npeanpusaThidi. L{exoBoit mpHUHIMNI OpraHu3anuu (GpapMaieBTHUIECKOro
npousBoxactTsa. Llex. Yuacrok.

3. IIpon3BOACTBEHHBII NPOLIECC U €r0 KOMIIOHEHTHI: HCXOHbIE MaTepUaJlbl, MAILIMHBI U allapaTsl, 3HEPT U,
pabouast cuna.



4. Cragunm u© omepaluuu TEXHOJOTMYECKOro Impouecca. HenpepelBHBIE W NEpUOAWYECKUN
MPOU3BOJICTBEHHBIN ITpouecchl. [[pon3BOACTBEHHBIN ITOTOK.

5. OOmue MOHATHS TEXHOJIOTHYECKOrO TIPOLECcCca: ChIphbe, WHIPEIUCHTHI, MOIy(paOpuKaTsl, TOTOBBIN
MPOIYKT, TOOOYHBIE MTPOAYKTHI, OTXO/IbI TPOU3BOJICTBA.

6. OCHOBHBIE XapaKTEPUCTUKU MTPOU3BOJCTBEHHOTO MPOIIECCa: TEXHOIOTHUECKUN BBIXO/I, TEXHOIOTHYECKast
Tpara, pacXoIHbI KO3 UIIHEHT, pACXOAHbIE HOPMBI.

7. IIpOM3BOACTBEHHBIN PEITIAMEHT, CTPYKTYypa U 3HAUEHHUE KAK OCHOBHOI'O TEXHOJIOTMYECKOIO JJOKYMEHTA.

IIpakTnueckoe 3ansitue. CemuHap mo teme «KiroueBble 3KOHOMHUYECKHE M TPOM3BOACTBEHHbIE
NOKAa3aTe/Iu U TeHJAeHIIMU PA3BUTHS COBPeMEHHOI (papManeBTHYeCKOH MPOMBIIIIEHHOCTH

Bompochl, kKoTopbie BBIHOCSATCS Ha 00CYXKIeHuE:

1. Ucrounuku uapopmanuu o papMarieBTUIECKOM PHIHKE U MPOU3BOACTBE JIEKAPCTBEHHBIX CPECTB.
2.CocTostHiEe U HBOJIOLIMS POSHUYHOTO 3BeHa Ha (hapMalleBTUYECKOM PhIHKE.

3. MarepuanbHo-TeXHUYECKast 6a3a (papMareBTUYECKOM MPOMBIIIIICHHOCTH.

4. KoHKypeHTHbIE TO3UIMH HKEHEPUKOBBIX KOMITAHUH Ha (apMalieBTHUECKOM PBIHKE.

IIpakTHyeckoe 3ansitne. Cemunap no teme «Crparernyeckue HANPaBJICHUS PA3BUTHSI POCCHIICKOIO
(papmaneBTHYECKOI0 NPON3BOACTBA»

Bormpockl, KOTOpbIe BBIHOCSTCS Ha 00CYXKIEHHUE:
1. MarepuanpHO-TeXHHUYECKasT 0a3a pOCCHUUCKON (hapMalleBTUYECKON MPOMBIIIUICHHOCTH M COBPEMEHHAs
TEXHUYECKHE CTaHIapTHI.
2. TeneBoit hapmarieBTHIECKHA poIHOK Poccuu, €ro mpuyuHbI, MacITaObl U TEHCHITUH.
3. [Ipo6neMbl UMITOPTO3aMEIIEHUS HA POCCUICKOM (hapMaIieBTHIECKOM PHIHKE.
4. CucreMa JIbTOTHOTO JIEKApCTBEHHOTO obOecnieueHus B PD: cocTosiHuE M EPCTIEKTUBEI.
IIpakTuueckoe 3ansitue. IIpoBegeHme KoIOKBMYyMa mo TeMme «OpraHu3anusi NPOU3BOACTBA
JIEKAPCTBEHHBIX CPEACTBY». 3alIUTA NPe3eHTANMIA.
1. OO0mue NPUHIUIBI OpPraHU3aIMUd COBPEMEHHOTO (apMaleBTHUYECKOTO IPOU3BOJCTBA B YCIIOBHUSAX
KPYIHBIX, MAJIBIX MIPEINPHUITHIA U alTeK.
2. Xumuko-(hapMameBTUYeCKOoe MPOU3BOACTBeHHOE mpeanpusitue. CTpykrypa (apMmameBTHIeCKux
MPEANPUATHM, IEXOBOM MPUHIUI OpraHU3alluy MPOU3BOACTBA JIEKAPCTBEHHBIX MPEIPUATUH.
3. Tlpou3BoiCTBEHHAs! NESATEIBHOCTh XUMHUKO-(apMalleBTUYCCKUX NPEANPUATANH U €€ ONTUMHU3ANUS B
AKCTPEMAJIbHBIX YCIOBUSX.
4. OOmwue TPUHIMIBI OpPTraHU3alUd MPOU3BOACTBA JICKAPCTBEHHBIX CPEJICTB B COOTBETCTBHH C
TpeboBanusiMu GMP.
5. HopmupoBaHue ycioBU U3rOTOBICHUS U TEXHOJIOTMYECKHUX MPOIIECCOB MPOU3BOJICTBA JIEKAPCTBEHHBIX
Mpenaparos.
6. OxpaHa Tpy/aa B yCJIOBUAX (papMaIieBTHUECKOTO MPOU3BOACTBA. TexXHUKA 6€30MaCHOCTH.
7. DKonoruyeckue aceKkThl (hapMaleBTUYeCKOro MpOr3BO/ICTRA.
8. TexHOIIOrM4eCcKuil MPOILECC U €r0 KOMITOHEHTHI.
9. I[Ipon3BOACTBEHHBIN perIaMEHT KaK OCHOBHOM TEXHOJIOTMUECKUH JOKYMEHT. PacxomHbiii koahdumueHT
U PAaCXOJIHbIE HOPMBI.

3aganus AJ151 CAMOCTOSITEIbHOM PadoThI.
1. CocTraBieHue U U3yuyeHHE KOHCIIEKTA JIEKIH 10 pa3zeny.
2. TloaroroBka K CEMHHApCKUM 3aHATUSM MO0 TemMam«Bunpl ¢dapmaieBTHUecKuX MpOU3BOICTBEHHBIX
npennpusituii. OOLIMe MPUHLIMIIBI OpraHu3anuny, «Crennanu3anus papMaleBTHUECKUX NPeaNpUiTui, ux
0CcOOeHHOCTH, OTIUYMs. DaKTOpHI, BIUSIOIIME HA CHEHAIU3ALUI0 MPOU3BOACTBa», OOIIME NMPUHLHUIIBI
MMPOCKTUPOBAHUS U OpraHu3anuu ¢dapmareBTHIeckoro mpousBojacta. Oomue TpeOoBaHUA K MOAOOPY
nepcoHana.», «KiroueBble SKOHOMHYECKHE W TPOU3BOJICTBEHHBIE MOKAa3aTeNd M TEHACHLUU Pa3BUTH
COBpEMEHHOM  (hapMalleBTUYECKOW MPOMBIIUIEHHOCTH», «CTpaTernyeckue HampaBlIeHHUs pa3BUTHUS
poccuiickoro  (papManeBTUUECKOTO TMPOU3BOJICTBA»: MPOpadOTaTE KOHCIEKT JICKIUWA; MPOYUTaNnTe
OCHOBHYIO U JIONOJHUTEIBHYIO JINTEPATYPY, PEKOMEHIOBAHHYIO M0 U3y4aeMOMY pa3zielly; COCTaBbTe IIaH
OTBETa Ha BOIPOCHl CEMHHAPCKOTO 3aHATUS; NpU HEOOXOAUMOCTH CGhOPMYIUpPYHTE BOMPOCH K
MIPETo/IaBaTeNIo.



3. IToaroToBbTE NPE3EHTALIMIO HA OAHY U3 TEM:

- Peittunr 3apy6exxubix npousoauteneii JIC.

- XapaKkTepHucTHKa BeIyIIHX 3apyO0ekHbIX nmpoussoauteneit JIC.
- Pelitunr poccuiickux npousBoauteneit JIC.

- XapakTepHucTuKa BeAylUX poccuiickux npoussoaureneit JIC.

Tema 2. OcHoBbl papmaneBTudeckoii paspadorkn (IIK-1)
Jlexknus.
Jlextmst. OCHOBBI U 3Tamnbl pa3paboOTKH JEKAPCTBEHHBIX CPEICTB

Omnpenenenve ¢apMaleBTUYECKON pa3pabOTKU W ee 3HauyeHue Ui (apMaleBTHUECKOTO MPOU3BOJCTBA.
[TnanupoBanue (apmarneBTuueckoi pa3paboTku. OpraHuzanusi MOATOTOBKH TMOMPA3ICICHUH, OTIEIOB U
CITy0 TPOMBIIUICHHOTO MPEAnpHsITHS K (apManieBTHUecKor pa3paboTke. Drtambl (hapMarieBTHIECKON
pa3paboTku. JIokyMeHTOOOOPOT (hapMarieBTHIECKONU pa3padOTKH.

Jlexuwmst. Tlopsimox BHEIpEHHST HOBOTO JIEKAPCTBEHHOTO CPEICTBA B MPOU3BOICTRBO.

[Tonatne o MmacmTabMpoBaHMM TPOM3BOACTBA. Bammpmamus mporeccoB. Bamupanusi METOZOB KOHTPOJIS.

Bunsl 1 cTpyKTypa TEXHOJIOTHYECKHUX pervaMeHTOB. JlIOKyMeHTalus POU3BOACTBA IIPU BHEAPECHUU HOBOTO
JIC.

IIpakTnyeckoe 3ansATHE.
IIpakTuyeckoe 3ansaTue. Cemunap no reme «IlnanHupoBanue, 3Tanbl U JOKYMEHTHPOBAHHE
(papmaneBTnueckoii pazpadoTkm»
Bonpocsl, KOTOpble BEIHOCSATCS Ha 00CYXJICHHE:
1. DTansl coBpeMeHHOH (apMpa3zpabOTKH U UX CHEU(UISCKUE 3a1auH.
2. 1okyMeHTOO00POT (papMarieBTHIECKOI pa3paboTKu.
3. MeTonbl KOHTPOJISI BHEAPSIEMOT'O TEXHOJIOTHYECKOT0 MPOIlecca U €ro OTACIbHBIX CTa M.
IIpakTuyeckoe 3ansaTue. CeMunap no reme «Buabl 4 cTPyKTypa TEXHOJTOTHYECKUX PEerjiaMeHTOB»
Bompochl, kKoTopbie BBIHOCATCS Ha 00CYXKIeHuE:

1. JIaGopaTopHbIil U MyCKOBOHM perfiaMeHThl: OCOOCHHOCTH, OTJIUYHMS, OOLINE MPHUHLUIBI COCTABICHUS H
00J1aCTh MPUMEHEHHUS.

2. ONBITHO-CEPUIHBIN U MPOMBIIIICHHBIN TEXHOJIOTMYECKUH perfIaMeHThl: 0COOCHHOCTH, OTIANYUS, O0IIHe
MPUHIUIBI COCTaBJICHUS U 00JIACTH MPUMEHEHHS.

IIpakTuyeckoe 3ansitue. IlpoBenenne ko/uIOKkBHyMa mno TeMe «OCHOBBI (apManeBTHYECKOH
pa3padoTKkm». 3aluTa Npe3eHTANN I

1. IlonsTie papmpazpaboTKy.

. KirtoueBsle onpeseneHust 1 TEPMUHOIOTHSL.

. DTansl coOBpeMeHHOH! (apMpa3pabOTKH U X Crenn(PUIECKHE 3aa4uH.

. OCHOBHBIE HANPABJICHHS CO3/[AHUS HOBBIX JICKAPCTBEHHBIX CPE/ICTB.

. @apmakoreiiHble CTaHIapTHl KOHTPOJIS Ka4eCTBa JIGKAPCTBEHHBIX CPEICTB.
. @apMakorieitHas cTarhbsl.

. MeTozpl KOHTPOJIS KadecTBa Ha dTarne (hapMareBTUIeCKOi pa3paboTKy.

0 N L A WD

. DTarnbl co3AaHMs TEXHOJIOTHH ITPOU3BOCTBA JIEKAPCTBEHHBIX CPEJICTB.

9. TexHONOTMYECKHUE PEIIAMEHTHI POU3BOJICTBA, UX OTIUYUTEIHLHBIE 0COOCHHOCTH.

10. Perynupyrormiue cTaHAapThl HA TEXHOJOTHYECKUE PEIIaMEHTHI, KIIIOUEBBIE Pa3ieiibl.

11. JTaGopaTopHBIil periaMeHT.

12. ONBITHO-MPOMBIIICHHBIN PETIAMEHT.

13. IIpon3BOCTBEHHBIN PETIIAMEHT.

14. PaGoTa ¢ nmpeTeH3us MU U OT3BIB MPOAYKIIMH (hapMarieBTHIECKOTO MPOU3BOICTBA.
3ananus AJ51 CAMOCTOSITEILHOI padoThI.

1. CocraBienue 1 U3y4eHUE KOHCIIEKTA JIEKIMHI 10 pa3aeiy.



2. IlogroroBka K CEMHHApCKUM 3aHATHAM N0 Temam«llnanupoBaHue, 3Tanmbl M JOKYMEHTHpPOBAHHE
(bapmareBTHUeCcKoi pa3paboTkm», «Buabl U CTPYKTypa TEXHOJOTHMYECKUX PEIIaMEHTOB»: mpopaloTraiiTe
KOHCIIEKT JIEKLUH; NPOYUTAWTE OCHOBHYIO M JOIOJHUTEIBHYIO JIMTEpaTypy, PEKOMEHAOBAHHYIO IIO
U3y4yaeMoMYy pasziey; COCTaBbTE IUIAH OTBETA HA BOMPOCHI CEMHHAPCKOTO 3aHATHSA; MPU HEOOXOTUMOCTH
copMyTupyiTe BOIIPOCHI K MPETOIABATEINIO.

3. IToaroToBbTE NPE3EHTALIMIO HA OAHY U3 TEM:

- O630p (hapmareBTHYECKOTO PhIHKA B YaCTH WHHOBAIMOHHBIX JIC.

- lHHOBaIIMOHHBIE JIEKaPCTBEHHBIE (POPMBI.

- Bunapl v oTanbl JOKJIMHAYECKUX UCCIIEIOBAHUN. DTHUYESCKUE ACIIEKTEI.

- Bunsl u assl k1MHUYeCKUX uccaenoBanuil. [IpaBoBble U 3THYECKHE ACTICKTHI.

- [InaHnpoBaHMe KIMHUYECKUX UCCIIEI0OBAHUN, OTUETHOCTH 110 0€30MaCHOCTH.

- [IpoBeeHne KIMHUYECKUX MCCIIEOBAHUMH MO OIICHKE OMOAKBUBAIIEHTHOCTH.

- [Topsimok mpoBeneHMs SKCIIEPTU3BI IPH PETUCTPALMH JIEKAPCTBEHHBIX CPEICTB.

- Tennenuuu papmaneBTuueckux pazpadorok B PO. O630p 3apeructpuposanubix JIC 3a mocneqnue 5 jier.

Tema 3. Cuctema ynpapJjieHusi KauecTBoM papmaneBTudeckoro npoussoacrea (IIK-1)
Jlexknus.
Jlexuus. OCHOBHBIE IPUHIUIIBI HAAJIEKAIUX TPAKTUK

MexyHapoaHble — CTaHAAPTHl  HAJJEXKallMX  NpakTuK. HopmaTuBHO-paBoBOE€  peryaupoBaHuE
MIPOM3BOACTBA JIEKAPCTBEHHBIX cpelcTB. [IpaBuia Hamexamieil mpakTUKU MPOU3BOACTBA JIEKAPCTBEHHBIX
cpeactB B Poccuiickoit ®enepanuu. [IpaBuna Hajexamieid NpakTUKWA MPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB B CTpaHax-wieHax EBpazuiickoro 5KOHOMHYECKOTO COI03a.

Jlexmsi. Cucrema obecrieueHrs KadecTBa MPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB

OcHOBHBIE TPUHIUNBI OOECHEeYeHHs KauecTBa MPOM3BOJCTBA JICKAPCTBEHHBIX cpeAcTB. Ilonarue o
KPUTHYECKUX CTaJUsIX TMPOU3BOJACTBA M KoHTposisi kadectBa JIC. MexaHu3mbl oOecriedeHHs KadecTBa
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEACTB. Banmupanus TEXHONOTHYECKHUX IPOLECCOB M aHATMTUYECKHX
MeTonoB KoHTpons. KBamupukamus obopynoBanus. Pabora ¢ mepconanom. Hamrexamas skcrutyaranus
obopynoBanusi. JlokyMeHTanuss CHUCTeMbl oOecredeHHs KadecTBa. KOMIBIOTEPH3MPOBAHHBIE CHUCTEMBI,
UCTIOJIb3yeMbIe B TPOU3BOJCTBE JICKAPCTBEHHBIX CPENICTB

Jlexuus. CucTeMa KOHTPOJIS Ka4eCTBa MPOMU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB

OCHOBHBIE NPUHIMIBI KOHTPOJSI KauecTBa IPOU3BOACTBA JIEKAPCTBEHHBIX cpeacTs. llpenmer koHTposs
kauectBa npu npomsBoactBe JIC. Ilopsnok u mpaBuna orbopa mpod. MeToasl KOHTpOJIS KadyecTBa
NIPOM3BOJICTBA JIEKAPCTBEHHBIX cpeAcTB. KoHTponms paboTel mepconana. KoHTponb 3a Hauiexamei
JKCIUTyaTalluel MOMEIIEHUH 1 000pyI0BaHUs IIPU MPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB. JloKyMeHTaIMs
CHCTEMBl KOHTpOJII KauecTBa. [ OCymapCTBEHHBIH KOHTpPOJb B c(depe MPOU3BOJACTBA JIEKAPCTBEHHBIX
CPEICTB. YIIOJIHOMOUYEHHOE JIMIIO 110 Ka4€CTBY IIPU IPOU3BOJCTBE JICKAPCTBEHHBIX CPE/ICTB.

IIpakTnyeckoe 3ansATHE.

IIpakTHyeckoe 3anaTHe. Cemunap no reMe «CucreMa MeKAyHAPOIHBIX HAVICKAIMX NMPAKTHK
npousBoacTsa JIC. PexomeHngaTe1bHble © HOPMATHBHBIE TOKYMEHTbI, HX Hepapxusi, 00/1acTH
NPHUMEHEeHHS ¥ B3aHMOCBS3b»

Bonpocsl, KOTopble BEIHOCATCS Ha 00CYXKICHHE:

1. MexnyHapoaHass rapMOHH3alusi TpeOOBaHMH K KauecTBY JICKAPCTBEHHBIX CPEICTB U IyTH €€
peamm3arun: BOO3, FIP, PIC-PIC/S, ICH.

2. OOGecrieueHne KauecTBa JIEKAPCTBEHHBIX CPEICTB B CBETEC pealn3alud TpeOOBaHMM HaJUIekKaIlX
npaktuk (GxP).

3. Espomneiickue (EN) um mexnayHapongnsie ctanaaptsl (ISO), KoTopble periaMEeHTHPYIOT JI€ATENbHOCTH
(apMalreBTH4ECKOM OTpaciy 1o BOIPocaM 00ecTieueHus KadeCTBa JIEKaPCTBEHHBIX CPEJICTB.
IIpakTnyeckoe 3ansitue. Cemunap no teme «CucremMa Hajjle:xXalMX NpakTuk npoussoacrsa JIC B
P®. HopMaTuBHBIE JOKYMEHTBI, UX HepapXus, 00,1aCTH NPUMeHEeHUsI U B3aMMOCBS3b»

Bonpocsl, KOTOpble BEIHOCSATCS Ha 00CYXJICHHE:



1. HopmartuBHO-mpaBoBasi 0a3a, oOecrmedyuBaroliasi KOHTPOJb KadyecTBAa JIEKAPCTBEHHBIX CPEICTB B
Poccuiickoit ®enepaunu. Ponp ®DenepanbHoit cayxkObl 1O Hag30py B cdepe 3IpaBOOXpaHEHUS Ha
Pa3IMYHBIX JTaNax «KU3HECHHOIO LIUKIIA» JIEKAPCTBEHHBIX CPEACTB.

2. MexaHu3Mbl peanu3aliy HallMOHAJIBHBIM CUCTEM OOECTeUeHHs KauyecTBa JIEKAPCTBEHHBIX CPEJICTB U UX
AJIEMEHTOB: CHCTEMa pErucTpaluy JIEeKapCTBEHHBIX CPENICTB; JIMIEH3UPOBAHHE BCEX CYyOBEKTOB
(dapMalleBTUYECKON JIeATENbHOCTH; HMHCIEKTOPCKUX CIYK0; Jaboparopuil MO KOHTPOJIO KauecTBa
JIEKapCTBEHHBIX CPEJICTB.

IIpakTnueckoe 3ansitue. CemumHap mno Teme «(OCO0EHHOCTHM CHCTeMbl NPaBWJI M CTAHIAPTOB
HaJJIexKalel NpakTuku npoussoacrea B EAJCy

Bompochl, kKoTopbie BBIHOCATCS Ha 00CYXKIeHuE:

1.«IIpaBuia HajuIeXkKatei 1a6opaTopHOM MpakTUKU EBpa3uiickoro 3KOHOMUYECKOTO COI03a»

Ha3naueHune u CTpyKTypa TOKyMEHTa, KpaTKO€ COIEpKAHUEPA3EIIOB.

2.«IIpaBuiia Haanexalel KIMHUYECKON MPAKTUKH €BPa3uiCKOTO SKOHOMHUYECKOTO COH3a»

Ha3naueHune u cTpyKTypa NOKyMEHTa, KpaTKO€ COIEpKAHUE Pa3/EIIOB.

IIpakTHyeckoe 3ansaTHe. Cemuuap no teme «Ilonsitne 00 ynpas/jieHHH KauyeCTBOM JIEKAPCTBEHHBIX
CPeACTB, 001IMe NPUHIUIIBI U 0a30BbIe MOAXOAb»

Bonpocsl, KOTOpbie BEIHOCSATCS Ha 00CYXJICHHE:

1. OcHOBHBIE TPUHLIUIIBI 0OECTIEYEHHS KaueCTBA MPON3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB.

2. MexaHu3Mbl 00ecrieuyeHHs KauecTBa MPOU3BOICTBA JICKAPCTBEHHBIX CPE/ICTB.

IIpakTnueckoe 3ausaTe. CemumHap mno Teme «OOIIMe NPUHUUNBI OPraHU3AUNHM CHCTEMbI
obecnevyennsi kayecta JIC Ha papmaneBTHYeCKOM NMPOU3BOACTBE)

Bompochl, kKoTopbie BBIHOCSATCS Ha 00CYXKIeHue:

1. IloHsATHE O KPUTUYECKUX CTAAUSAX MPOU3BOJCTBA U KOHTpoJis kKauecTsa JIC.

2. CoBpemeHHbIE TpeOOBaHUA K 00ECIIEUEHHUIO aHAJUTHYECKOTO COMPOBOXKACHUSA BCEX TEXHOJIOTMYECKHX
CTaJui MPOU3BOACTBA CYOCTAHIIMI U TOTOBBIX JIEKAPCTBEHHBIX (HOPM.

IIpakTuyeckoe 3ansaTue. Cemunap mno Teme «KiloueBble mnpouesypbl cHCTeMbl YNpPaBJIEHUSs
kayectBoM JIC Ha ¢apmaneBTHYeCKOM NpPoU3BOACTBe. Bajumganusi TeXHOJOIMYECKUX IMPOLECCOB,
KBAJIM(UKANUSA U HAAJIeKANAsA IKCIUIyaTalusi 000py10BaHH S

Bonpocsl, KOTOpbIe BEIHOCSATCS Ha 00CYXJICHHE:

1. Banupanusa kak coctaBHas 4dacTh [IpaBun Hamnexamero npousBonactBa JIC. Konuenmus Bamugauuu
TEXHOJIOTUUECKHUX MPOIecCcOB. Buabl Bamuaammm.

2. Banpmaunﬂ AHATTUTUYCCKUX METOAUK: €€ HA3HAYCHNE, OCHOBHBIC MCTOAOJIOTMYCCKHUE ITPUEMBI U POJIb B
KOHTPOJIC Ka4u€CTBa JICKAPCTBCHHBIX CPEACTB.

IpakTnueckoe 3ansaTue. Cemunap no reme «HopmaruBHass 1 nHPOPMAIITMOHHAS OCHOBBI CHCTEMbI
obecnevyennsi kayecta JIC Ha (papmaneBTHYeCKOM NMPOU3BOACTBE)

Bompocsl, kKoTopbie BBIHOCATCS Ha 00CYXKIeHuE:

1. Cuctema cepTuduKaluy JeKapCTBEHHBIX cpencTB B PD: 3akoHOmaTenbHas 6a3a, MOHATUS «CepTHU(HUKAT
Ka4ueCTBa», «IEKIapalus COOTBETCTBU.

2. ONBITHO-CEPUIHBIN U MPOMBIIIICHHBIN TEXHOJIOTMYECKUH perfIaMeHThl: 0COOCHHOCTH, OTIANYUS, O0IIHe
MPUHIUIBI COCTaBICHUS U 00JIACTH TPUMEHEHHS.

IIpakTHyeckoe 3anaTHe. CemuHap nmo TeMe «O0mue NMPUHIUIBI, OCHOBHbIE METOAbI M METOANUKH
KOHTPOJIAI KayecTBa npoussoacrsa JIC»

Bonpocsl, KOTOpbie BEIHOCSATCS Ha 00CYXJICHHE:

1. CTpyKTypa cUCTEMBI KOHTPOJIA U 00€CIIeYeHNUs KadecTBa Ha IPOU3BOJICTBE.

2. OcHoBHBIE TpeOOBaHUs, NMOApa3AeIeHNUs, (POPMUPOBAHHE CTAHIAAPTHBIX OMEPAMOHHBIX MPOLEAYp IS
KOHTPOJISl BCET0 MPOU3BOJICTBA.

IIpakTHyeckoe 3ansaTHe. CeMnHap nmo Tteme «KioueBble 3Tanbl 1 TOYKH OCYLIECTBJICHUA KOHTPOJIS
KadecTBa npoussoacraa JIC»

Bonpocsl, KOTOpbie BEIHOCSATCS Ha 00CYXJICHHE:

1BXoqHOW KOHTpOJIb KadecTBa JICKAPCTBEHHBIX CPEJICTB Ha  (papMaleBTUYCCKUX MPESANPHUATHIX.
3aKoHOIaTeIbHasg 0asa.
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2. Ponp u ¢ysknum otnena koHTpons kadecTBa (OKK) B oOecredenun kadectBa (hapmarieBTUYECKOU
MPOIYKIUU.

IIpakTHyeckoe 3ansitne. Cemunap no reme «Ilopsanok ocyniecTB/IeHNs] TOCYIAPCTBEHHOI0 KOHTPOJISA
B c(epe npousBoacTea JIC»

Bonpocsl, KOTOpble BEIHOCSATCS Ha 00CYKICHHE:

1. JleknapupoBaHU€ KaueCTBa JIEKAPCTBEHHBIX CpeicTB B PD.

2.KonTponbHo-pazpemmrenbHas cucremMa obOecmedeHuss kadectBa JIC. 3agaum w  QyHKOMH
Poc3npasnansopa.

3. MHCTUTYTBl Hay4HOIrO IIEHTpa OJKCHEpTH3bl U rocyaapcTBeHHoro koHtpons JIC. WHcerutyT
rocynapctBeHHoro koHTpois JIC u MuctutyT crannaprusanuu JIC.

IIpakTHyeckoe 3ansaTHe. CemMuHap no teme «PoJb yIOJHOMOYEHHOIO JIMIA MO0 KAa4YeCTBY B CHCTeMe
olecrieyeHNsl ¥ yIIPaBJICHUsI Ka4eCTBOM (papManeBTHYEeCKOI0 NPOM3BOACTBA.»

Bonpocsl, KOTOpbIe BEIHOCATCS Ha 00CYXJICHHE:

1. TocymapcTBeHHBIE IIOJIHOMOYHBIE OpraHbl IO KOHTPOJI KadecTBa JIEKAPCTBEHHBIX CPEICTB,
TeppUTOpUAIbHbIE HHCTIEKINHU. X QyHKIIMN U TTOTHOMOYHSI.

2. Metononorus u 10puadYecKas OCHOBa MHCIEKTHPOBaHUs CyObEKTOB (hapMalleBTUYECKON AESITeTbHOCTH
OTHOCHUTEIIBHO KOHTPOJISI KaUueCTBA JIEKAPCTBEHHBIX CPEICTB.

IIpakTnueckoe 3ausitue. IlpoBeneHue KoIOKBHYyMa mo TeMe «CucTeMa ynmpaB/ieHHSI KauyeCTBOM
¢dapmaneBTHYECKOr0 NPOU3BOACTBA». 3aAUTA NMPe3eHTAUIA.

1. KakoBo cozmepkaHMe€ OCHOBHBIX 3aKOHOB, PENIaMEHTUPYIOUIMX [OCymapcTBEHHOE perylnpoBaHHE B
chepax OMOTEXHOIOTHYECKHUX U (hapMaIleBTUICCKUX MTPOU3BOICTB?

2. Ilepeuncnure ocHOBHBIE cTaThil DenepanbHOro 3akoHa «O0 0OpaIeHUH JICKAPCTBEHHBIX CPEIICTBY.

3. B uem 3aximouaercss [ocynapcTBeHHast cucTeMa KOHTpOJSl KadecTBa, 3(pdexkruBHOCTH, OE€30MacHOCTH
JIEKapCTBEHHBIX CPEJCTB?

4. 3akoHONATEIbHBIC U PETYIIATOPHBIE OCHOBHI IPOU3BOJICTBA U OOPAIICHHUS JIEKAPCTBEHHBIX CPE/CTB.
5. OcoOGeHHOCTH HOPMUPOBaHUS Chephbl 00paIleHUs JIEKAPCTBEHHBIX CPECTB.

6. OCHOBHBIE TIOJIOKECHUS JIUIIEH3UPOBAHUS TIPOU3BOJICTB U TPEOOBAHUS, MIPEIBSIBISEMbIC K TPEITPUITHIM
B Poccumn.
7. MexayHapOIHbIN OMbBIT TOCYIapCTBEHHOTO PErYIHMPOBAHNUS JIEKAPCTBEHHBIX CPECTB.
8. Cucrema rocyapcTBEHHOTO HaJ30pa 3a MPOU3BOJCTBOM, KaU€CTBOM U OE30MACHOCTHIO JIEKApCTBEHHBIX
cpeactB B Poccutickoii @enepannu u ctpaHax TamoxkeHHOro Coro3a, MeXXITyHAPOAHBIN OIBIT.
9. Cucrema TexHu4eckoro peryiauponanus Poccuiickoin denepanmm.

3anaHus AJ151 CAMOCTOSITEILHOI padoThI.
1. CocraBienue U U3y4eHUE KOHCIIEKTA JIEKIMHI 10 pa3aeiy.
2. IlonroroBka K CEMHUHApPCKUM 3aHATUSIM MO TeMaM«CHcTeMa MEXIYyHApOIHBIX HAJUICKAIIUX MPAKTUK
npousBozacTsa JIC. PekoMeHnarenbHbie 1 HOPMATHBHBIC JOKYMEHTBI, UX HepapXusi, 00JIaCTH TPUMEHEHUS U
B3aUMOCBsI3b», «CHucTreMa Haanexamux npaktuk npoussoicTtsa JIC B PO. HopmaTuBHbBIE TOKYMEHTBI, UX
uepapxusi, 001acTH TPUMEHEHHS W B3aUMOCBS3b», «(OCOOEHHOCTH CHCTEMBI TPAaBHJI M CTaHIApTOB
HaJIexamend npaktuku npousBoAcTBa B EADCy, «llonstue 00 ynpaBlIeHHH KaueCTBOM JIEKapPCTBEHHBIX
CpeICTB, OOIIME TNPUHIUIBI W 0a30Bble MOAXOAbD», «OOIIMEe TPHUHIHUIBI OPraHU3AINH CHCTEMBI
obecrnieuenus kadectBa JIC Ha (apmaneBTHueckoM MPOU3BOACTBE», «KiTtoueBble MPOIEAYPHl CHUCTEMBI
ynpasieHuss kadectBom JIC Ha (apmameBTHYeCKOM MPOHW3BOJACTBE. Bamupamus TEXHOIOTUYECKUX
MpoleccoB, KpanuuKauus ¢ HaIJIekam@as -dKCIulyaranus oOopymoBaHus.», «HopmartuBHas w
nH(OpPMAITMOHHAS OCHOBBI CHUCTeMBbI obecrieueHust kadecTBa JIC Ha (hapmarneBTUYECKOM MPOU3BOACTBEY,
«OO011Ke MPUHIIMITEI, OCHOBHBIE METOJIBI U METOIUKH KOHTPOJSl KauecTBa mpou3BoacTBa JICy», «KiroueBbie
STanbl M TOYKH OCYILIECTBJIEHUS KOHTpOJs KadecTBa mpousBonacta JIC», «llopsmok ocyimiecTBieHus
TOCYIapCTBEHHOTO KOHTPOIs B cdepe mpousBoacTBa JIC», «Poib yImOIHOMOYEHHOTO JIUIA MO0 KAaueCTBY B
cUCTeMe OOeCTeueHHUs] W YIPaBJICHUS KadeCTBOM (hapMarieBTUYECKOTO MPOU3BOACTBA»: MpopaboTaiite
KOHCHEKT JIEKIMM; NpOYUTANTEe OCHOBHYIO W JOMOJHUTENbHYIO JIMTEPATypy, PEKOMEHIOBAHHYIO IO
M3y4aeMOMY pasJielly; COCTaBbTE IUIAaH OTBETA HA BOIMPOCHI CEMUHAPCKOTO 3aHSATHS, PU HEOOXOAUMOCTHU
chopMyIHpyITE BOIPOCHI K MPENoaBaTelio.
3. IloaroToBbTE MPE3EHTALMIO HA OHY U3 TEM:
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- OcHoBHbI€ NpUHIUIIEI cucTeMbI [SO.

- Uctopus coznanust ocHoB GMP.

- Paznuuns B TpeOOBaHMAX K PErHCTPALIMOHHOMY JIOChE Ha JIEKapCTBEHHBIH npenapar B PO u crpanax EC.
- Puckn m mpeumyniecTBa NPUBICYEHHUS AyTCOPCHHIOBBIX MOIAPSAYMKOB IIPH OPraHU3ALUNA CUCTEMBI
YIPaBJIEHUS U KOHTPOJIS KaueCTBOM Ha (papMalieBTUUECKOM NPENIPUATHH.

- Brinonnenue TpeboBaHM HaaIexKalled MPAKTUKK TPOU3BOJCTBA PACTUTENIBHBIX JIEKAPCTBEHHBIX CPEJICTB
IpU paboTe ¢ MHOCTPAHHBIMU NOCTABUIMKAMHU CBIPbSL.

- Ponp ynonHOMOYEHHOro juIa MO KauyecTBY IPOM3BOJACTBA B IPOMBIIUIEHHOM (apMaleBTUYeCKOM
IIPOU3BOACTBE.

Tema 4. IlpaBuia npousBoacTBa JekapcTBeHHbIX cpeacts (ITK-1)
Jlexknus.
Jlexuwms. IIpaBuia npou3BOACTBA KUIKOCTEH, KPEMOB, Ma3€i, JICKAPCTBEHHBIX PACTUTEINIBHBIX IIPENaparos,
MEAMIMHCKUX Ta30B U JO3MPOBaHHBIX a3pO30JIbHBIX JIEKAPCTBEHHBIX IPENapaTroB IOJ JABICHUEM IS
MHTAJSIIMN, pagnodapManeBTHIEeCKUX JICKapCTBEHHBIX CPEICTB.

[TpaBuna npoussozacTa JIC B kxuaKo# JIeKapCTBEHHOW (GopMe, BKITIOYAs SMYJIbCHHU, CYCIICH3UH, TTOXKapO- U
B3pbIBOOMIACHBIE, TaXy4yue, Kpacsllue, sJO0BUTbIE, IICUXOTPONHbIE U HapkoTuyeckue. IlpaBuna
npousBoacTBa JIC B hopme kpemoB, Mazel, macT. [IpaBuia mpon3BoACTBa paCTUTEIBHBIX JIEKAPCTBEHHBIX
npernaparoB. [IpaBuna mpou3BoACTBa MEAMIMHCKHX Ta3oB. I[IpaBuia mnpousBOACTBA JO3UPOBAHHBIX
a’pO30JIbHBIX JIEKAPCTBEHHBIX IpernapaToB IOJ JaBieHHeM Juis uHraisuuil. IlpaBuna mpousBojacTBa
paanodapManeBTUYECKUX JIEKAPCTBEHHBIX CPE/ICTB

Jlexims. IlpaBuna mnpoW3BOACTBA CTEPUIBHBIX (papMaleBTMUECKUX CyOCTaHLIMH U JIEKapCTBEHHBIX
IIpenapaToB

IIpaBmia Npou3BOACTBAa CTEPUIIBHBIX JIEKAPCTBEHHBIX cpeacTB. lIpaBuia mpous3BOACTBA CTEPHIIBHBIX
¢bapmaneBTuueckux cyocraHiuii. TpeOGoBaHHS K MPOU3BOACTBEHHBIM MOMEIICHHUSIM, O0OpPYIOBaHUIO TPH
MIPOM3BOJICTBE JIEKAPCTBEHHBIX CPENCTB. TpeOoBaHMA K MEPCOHANY, YYAaCTBYIOLIEM B IPOU3BOJCTBE
CTEpWIbHBIX JIEKAPCTBEHHBIX CpPEACTB. BuIbl cTepunusanuu JIEKapCTBEHHBIX cpeiacTB. [IpaBuna
UCIIOJIb30BaHUSl MOHU3UPYIOLIETO H3JIy4E€HUs B IPOMU3BOJACTBE JIEKAPCTBEHHBIX IpenaparoB. KoHTpoisb
Ka4yecTBa NMPOU3BoACTBa cTepuiibHbIX JIC.

Jlexums. TlpaBuna mpousBoncTBa OMONOTHYECKUX (B TOM YHCJIE UMMYHOOHMOJIOTHYECKHX ), TOPMOHAIBHBIX
(bapMmareBTHYeCKiX CyOCTaHIMKA M JICKAPCTBEHHBIX IPENaparoB, a TaKKe JIEKAPCTBEHHBIX MpENapaTos,
MOJTY9YaeMbIX M3 JIOHOPCKOW KPOBHU WIIH TIA3MbI

OcHoBHBIE TpeOOBaHUS, NMPUHLIUI U OCOOEHHOCTH IMpou3BoicTBa Ouonmormueckux JIC. buomormueckuii
MarepHai, UCIoIb3yeMblii ipu npou3BoAcTBe Ononorndyeckux JIC. Opranuszanust paboThl nmepcoHana mpu
npousBoacTBe Ouonornueckux JIC. TpeGoBaHus K MOMEUICHHUSM M OOOpPYZOBaHHMIO IMpPHU MPOU3BOICTBE
o6uonornueckux JIC. Mepbl 0€30MacHOCTH MEpCOHAja U HKOJIOTUYECKOM OE30MacHOCTH IMPOU3BOJCTBA.
IIpaBuna npousBoacTsa ropMOHANIBHBIX JIIT.

IIpakTH4eckoe 3aHATHE.

IIpakTnueckoe 3ansitue. CemuHap no reme «O01ue NpaBuJjia NpuMeHeHUs pa3iesioB HalJIexKalei
npakTuky npoussoacTsa JIC kK npou3BoacTBY KOHKPETHOI nmpoaykuuu. Opranuzanus
NMPOU3BOACTBA JKUAKUX HeCTePUJIbHbIX JID»

Bormpockl, KOTOpbIe BBIHOCSTCS Ha 00CYXKICHHUE:

1. IIpoueaypa BbITyCcKa cepuu MPOLYKIUHU (hapMalleBTHUECKOTO NpeAnpusaTHs. Brimyck mo napamerpam.

2. MaTepI/IaJIBI 1 MCTO/bI, HPUMCHIACMBIC IJIsI U3TOTOBJICHUA HCCTCPUJIBHBIX JICKAPCTBCHHBIX (I)OpM
IpakTnueckoe 3anaTue. Cemunap no rteme «IIpou3sBoacTBO KpeMoB, Ma3eil, MACT U PACTUTEIbLHbBIX
JIEKAPCTBEHHBIX MPeNapaToBy

Bompocsl, kKoTopbie BBIHOCATCS Ha 00CYXKIeHuE:

1. TpebGoBaHUs K MTOMEIIEHUSIM M 000PYIOBAaHHIO MPU IPOU3BOICTBE KPEMOB, Ma3eid, MACT.

2. O61muMe NpUHLIMIIBI U TPEOOBAaHUS MPU MIPOU3BOACTBE PACTUTEIBHBIX JIEKAPCTBEHHBIX CPEJICTB.

3. TpeGoBaHus K BBIpallUBaHHUIO, cOOpY M MOATOTOBKE CHIPbS M (hapMaleBTUYECKUX CYyOCTaHIMU NpHU
MIPOM3BOJICTBE JICKAPCTBEHHBIX PACTUTEIIBHBIX MPETapaToB.
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IIpakTHyeckoe 3ansitne. Cemunap no teme «IIpom3BoacrBo mMenmuuHckux razos u JIC B dopme
aspososieii. Ilonsitue Oank-MpoayKTa, MNPHMEHHMOCTb PpPa3lejioB HaJIeKalledl INPaKTHKH
NPOU3BOACTBA K TEXHOJOTHYeCKHM ONepanusiM ¢ 0aJK-MPoIyKTOM»

Bompocsl, kKoTopbie BEIHOCSTCS Ha 00CYKACHHUE:
1. TpeGoBaHus K MPOU3BOACTBY MEIUIIMHCKHIX Ta30B KaK (papMalieBTHUECKUX CyOCTaHIIUH.
2. Ilpon3BoacTBeHHOE 000PYIOBAaHHE U TPEOOBAHNUS K HEMY IPH ITPOM3BOICTBE MEIUIIMHCKHIX Ta30B.

IIpakTyeckoe 3ansitne. Cemunap mno Teme «IIpousBoacTBO paanodapmManeBTHYECKHX
JICKAPCTBEHHBIX CPeICTB, OCO0OCHHOCTH TIPOM3BOACTBA M XpaHeHUs paauopapManeBTHYECKHUX
cyocTaHuminy

Bonpocsl, KOTopble BEIHOCATCS Ha 00CYXKICHHE:

1. IlpaBmia Hajuiexame NpPOM3BOACTBEHHON INPAKTHKH MTPU TPOU3BOJICTBE paauodapMareBTUIECKUX
JIEKaPCTBEHHBIX CPEJICTB.

2. TpeboBaHMs K IPOU3BOJCTBY U KOHTPOJIIO KaueCcTBa paanodapMaleBTHUECKUX JEKAPCTBEHHBIX CPENICTB.
IIpakTnueckoe 3ansitue. Cemunap mo teme «Buabl crepuibHbix JIC, npaBuia u 0COOEHHOCTH MX
NPOMBILVIEHHOT0 mnpou3BoacTBa. Cnoco0bl cTepwjM3alid B YCJIOBHAX INPOMBIIIJICHHOIO
(¢apmaneBTHYECKOr0 NPOU3BOACTBAY

Bonpocsl, KOTOpbie BEIHOCSATCS Ha 00CYXJICHHE:

1. O0ue npuHIUIBI U TPEOOBAHUS IPU MPOU3BOICTBE CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEICTB.

2. TexHONOruM, pPEKOMEHIYEMBbIE IpaBWIaMU HAJJIEKALIEH IMPaKTUKU IPOU3BOJACTBA JIEKapCTBEHHBIX
CPEICTB, JUIsl IPOU3BOJCTBA CTEPUIIbHBIX JIEKAPCTBEHHBIX CPEJCTB.

3. TpeOoBanust K OpraHu3aly NPOHM3BOACTBA (apMaleBTHUECKOW TNPOAYKLMHU, MOABEpraoumeics
¢buHMIIHON cTepun3anuu. TpeOoBaHHMA K acenTHUYEeCKOMY HpPOHM3BOACTBY. TpeOoBaHHs K IEepCOHANY U
MIOMEIEHUSAM NPU IPOU3BO/ICTBE CTEPUIIBHBIX JIEKAPCTBEHHBIX CPENICTB.

IIpakTnueckoe 3anstue. CemmHap mno TemMe «OOmUMe NPUHIUINBLI W OCOOCHHOCTH CHCTEMBI
odecreyeHnsi M KOHTPOJISI Ka4eCTBA MPOU3BOACTBA cTePUIbHBIX JIC)»

Bonpocsl, KOTopble BEIHOCATCS Ha 00CYXKIEHHE:

1. TpeGoBaHus K OpraHU3aIMK U TOKYMEHTALIUHU POLIECCOB CTEPUIIM3ALINHN TIPU IIPOU3BOICTBE CTEPUIIHHBIX
JIEKaPCTBEHHBIX CPEJICTB.

2. TpeOoBaHusi K OpraHu3alMd KOHTPOJS KadecTBa NPU TMPOU3BOACTBE CTEPUIIBHBIX JIEKAPCTBEHHBIX
CPEICTB.

IIpakTuyeckoe 3ansaTue. Cemunap mno Teme «IlpaBuia mnpousBoacTBA OHMOJOTHYECKHX U
HMMYHOOHo0rH4Yeckux JIC»

Bonpocsl, KOTOpble BEIHOCSATCS Ha 00CYXICHHE:

1. TpeGoBaHus K MHepcoHally, NOMEIIEHUSIM U OOOPYIOBAaHUIO INPHU IMPOU3BOJACTBE OHOIOIMYECKUX U
MMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX CPENICTB.

2. TpeOoBaHuMs K JOKyMEHTallud U MPOU3BOACTBY IIpU TNPOU3BOACTBE OHOJOTMUYECKHUX U
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX CPENICTB.

3. IlpuHnun paGoTel W OpraHu3alys KOHTPOJIL KauyecTBa IIPU HPOM3BOACTBE OMOJIIOTMYECKHX H
UMMYHOOHOJIOTMYECKUX JIEKAPCTBEHHBIX CPENICTB.

IIpakTH4eckoe 3anaTHe. Cemunap no teme «IlpaBuia npou3BoACTBA J1€KAPCTBEHHBIX NPENapaToB,
MOJIy4aeMbIX U3 JOHOPCKOI KPOBH WJIH IJIA3MbD»

Bonpocsl, KOTopble BEIHOCATCS Ha 00CYXKICHHE:

1. O6mue npuHIMIIEI 1 TPEOOBaHUS K CUCTEME YIPABJICHHUSI KaueCTBOM IIPU IPOU3BOJICTBE JIEKAPCTBEHHBIX
IIPeNnapaToB, NOIy4YaeMbIX U3 JTOHOPCKON KPOBH MJIH IJIA3MBI.

2. Meponpustusi, NIPOBOAUMBIE MOCIE B3ATHA KPOBH, MCIOJIb3YEMOW B JNajbHEMIIEM I MPOU3BOACTBA
JIEKapCTBEHHBIX ITPENapaToB.

IIpakTHyeckoe 3ansitne. Cemunap no teme «TpeOGoBaHusi K NmoMelmieHUsIM M 00OPYIOBAHMIO NpPH
NPOU3BOACTBe Omosormyeckux M ropmoHaapHbix JIC, a TakKe JeKapCTBEHHBIX IPeNnaparos,
NOJIy4aeMbIX U3 JOHOPCKOI KPOBH WJIH IJIA3MbD»

Bompochl, kKoTopbie BBIHOCATCS Ha 00CYXKIeHuE:
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1. TpeboBaHMs K MOMELIECHUSIM M 00OPYIOBAHUIO MPH MPOU3BOICTBE MPHU MPOU3BOJCTBE OMOJIOTHUECKUX U
TOPMOHAJIbHBIX JIEKAPCTBEHHBIX IIPENApPaTOB.
2. TpeboBaHus K MOMENIECHUSIM ¥ OOOPYIOBAHUIO MPH MPOU3BOJCTBE NMPHU MPOU3BOJCTBE JIEKAPCTBEHHBIX
IIPENnapaToB, NOIy4YaeMbIX U3 JTOHOPCKON KPOBH MJIH IJIA3MBI.
IIpakTyeckoe 3ansitne. CemMumHap mno TeMe «JKoJOrM4Yeckass 0e30aCHOCTH IPOU3BOACTBA
0M0JIOTHYECKHX U TOPMOHAJIBHBIX JIC»
Bonpocsl, KOTOpble BEIHOCSATCS Ha 00CYKICHHE:
1. CaHurapHble M DSKOJOTMYECKHE TpeOOBaHMA K TPAHCHOPTUPOBKE OTXONOB OHMOJIOTMYECKHX U
TOPMOHAJIBHBIX JICKAPCTBEHHBIX CPEICTB.
2. IIpaBuia 00e3BpeKUBaHUS OTXO0B OMOJIOIrMUECKUX U TOPMOHAIBHBIX JIEKAPCTBEHHBIX CPEJCTB.
IIpakTuyeckoe 3ansaTHe. IIpoBenenue komokBuyma mno Teme «lIpaBuna mnpousBoacTBa
JICKAPCTBEHHBIX CPEeACTBY». 3aIMTA Mpe3eHTAlM.
1. IIpousBoactBo JIC B XKUAKOWM JIeKapCTBEHHOM (opme, BKIIOYAs SMYIbCUHU, CYCIIEH3UH, MOXKapo- U
B3pPbIBOOIIACHBIE, TAXYUYHUE, KPACALIUE, IJOBUTHIE, ICHXOTPOIIHBIE U HAPKOTUYECKHUE.
2. IIpoussozactro JIC B popme KpeMOB, Ma3ei, MacT.
3. IIpon3BOACTB PaCTUTEIBHBIX JICKAPCTBEHHBIX MPENApaTOB.
4. IIpou3BOACTBO MEAUIIMHCKUX T'a30B.
5. IIpom3BoACTBO [O3MPOBaHHBIX AaJPO30JbHBIX JIEKAPCTBCHHBIX IPENAparoB IIOA JaBJICHHUEM JUIA
WHTAJISAIAHA.
6. IIpousBoacTBo pannodapmManeBTHUECKUX JEKAPCTBEHHBIX CPEICTB
7. O0ume npaBuiIa K MPOU3BOJCTBY CTEPUIIBHBIX JIGKAPCTBEHHBIX CPEICTB.
8. IIpon3BOACTBO CTEPMIIBHBIX (papMalleBTUUECKUX CyOCTaHLIUH.
9. TpeGoBaHusi K MPOM3BOACTBEHHBIM MOMEIIECHHUSIM, 00OPYIOBAHUIO MPU MPOU3BOACTBE JIEKAPCTBEHHBIX
CPEICTB.
10. TpeboBaHMs K IEPCOHAITY, YYACTBYIOIIEM B IPOU3BOJCTBE CTEPUIIbHBIX JIEKAPCTBEHHBIX CPEICTB.
11. Buapl crepuiin3anuu JIEKapCTBEHHBIX CPEICTB.
12. IlpaBuina 1cmoNb30BaHNS HOHU3UPYIOLIETO U3JIyUY€HNUs B IPOU3BOICTBE JIEKapCTBEHHBIX IIPENapaToB
13. KoHTpons kauecTBa npou3BoAcTBa cTepuiibHbIX JIC.

3anaHus AJ151 CAMOCTOSITEILHOI padoThI.
1. CocraBienue 1 U3y4eHUE KOHCIIEKTA JIEKIUHI 1O pa3aeiy.
2. [ToaroroBka K CEMUHAPCKUM 3aHATHAM 10 TeMaM «OO011ue mpaBuiia NIPUMEHEHHs pa3aeioB HaAIexKalen
npakTuku npousBoactBa JIC K mpou3BOACTBY KOHKPETHOM mnpoxykumu. OpraHuzanus IPOU3BOACTBA
KUIAKUX HecTepuibHBIX JID», «lIpon3BoncTBO KpeMOB, Ma3ei, MacT U PACTUTEIBHBIX JIEKAPCTBEHHBIX
npemnapatoBy», «lIponsBoacTBo meaunmuckux razoB u JIC ¢ ¢opme asposoneii. [lonstue Oank-npoaykra,
IIPUMEHUMOCTb Ppa3[eloB HaAJeKalleld MPAaKTUKA IPOU3BOACTBA K TEXHOJIOTMYECKUM ONEPALUAM C
Oank-npoaykrom», «lIpou3BoacTBO paanodapmManeBTHUECKUX JIEKAPCTBEHHBIX CPEICTB, OCOOCHHOCTH
MIPOM3BOJICTBA M XpaHEHUs panuodapmaneBTHUECKUX cyOcTaHimit», «Bunel crepunbabix JIC, npaBuia u
0COOEHHOCTH MX MPOMBIIUIEHHOTO Mpou3BoAcTBa. CHOCOObI CTEPUIM3AMN B YCIOBUAX MPOMBIIIICHHOTO
(hapMaleBTUYECKOTO TMPOU3BOACTBAY, «OOIMe NPUHIUIBI W OCOOCHHOCTH CHCTEMBI OOECICYCHHUS U
KOHTpOJII KayecTBa Npom3BoacTBa crepwibHbIX JIC», «llpaBmiia mpousBOACTBa OHONOTUYECKUX H
ummyHoOuonornyeckux JIC», «llpaBuna mpous3BoAcTBa JIEKApPCTBEHHBIX IPENaparoB, MOIYYaeMBIX W3
JOHOPCKOM KpPOBHM WM IJIa3Mb», «TpeOoBaHMsS K MOMEIIEHHSM U O0OOpYIOBaHMIO TPU IMPOU3BOJICTBE
Oouonoruueckux M ropmoHanbHbIX JIC, a Takke JIEKapCTBEHHBIX IMPENaparoB, MOJyYaeMbIX U3 JOHOPCKOM
KPOBHU WM IIIa3Mbl», «DKOJOTHYecKas 0e30MacHOCTh MPOHM3BOACTBA OMOJOTHMYECKHUX W TOPMOHAIBHBIX
JIC»: mpopaboTraiiTe KOHCIEKT JIEKUUH; NpPOYUTAalTe OCHOBHYIO M JONOJHHUTEIBHYIO JIUTEPATypy,
PEKOMEH0BAaHHYIO 110 U3y4YaeMOMY pa3Jelly; COCTABbTE IJIaH OTBETA HA BOIPOCHI CEMUHAPCKOIO 3aHATHS;
IIpU HEOOXOTUMOCTH CPOPMYIUPYNHTE BOIIPOCHI K MPEMOABATEIIO.
3. IloaroToBbTE MPE3EHTALMIO HA OHY U3 TEM:
1. OcobeHHOCTH OpraHU3alMy CHCTEMBl KOHTPOJS KauecTBa M YNpPaBICHHUS PUCKaMU IPH MPOU3BOJCTBE
HecTepuibHBIX JIC B MATKHX JIeKapCTBEHHBIX (hopMax.
2. ToroBble JNEKapCTBEHHbIE CPEACTBAa B JICKAPCTBEHHOM oOecredeHun HaceneHus. [IpenmyiectBa u
OCHOBHBIE TPOOJIEMbI IPOMBIIIIJIEHHOTO IPOM3BOCTBA JIEKAPCTB.
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3. OcobenHocTH, MPOOIEMBI M TEPCIIEKTUBBI PA3BUTHS AlITEYHOTO CEKTOPA MPOM3BOJICTBA JIEKAPCTB.

4. CpaBHUTeNIbHAS XapaKTEPUCTUKA JIEKAPCTBEHHBIX (OPM «A1DPO30JIN» U «CIPEU», UX MPEeUMYIIecTBa U
HEI0CTaTKH.

5. OcHOBHBIE THUIIBI COBPEMEHHBIX UHTaJISTOPOB, HEOYIaii3epoB, X MPEUMYIIECTBA U HEAOCTATKH.

6. Mukpo- u HaHOKancynsl. [IpenMyiecTBa MUKPOKAICYyIMPOBAHHBIX CyOcTaHIMi. OCHOBHbIE CIIOCOOBI
IIOJIyYEHUSI MUKPOKAIICYJI, UX XapaKTEPUCTHKA.

7. HaHowacTulbl KaK MEPCIEKTUBHbBIE HOCUTENHN Ul CO3AAHUS HOBBIX JIEKAPCTBEHHBIX cpeAcTB. Kparkas
XapaKTepUCTUKA YIJIEPOIHBIX, HEOPraHUYECKUX, Mep(TOpYIIepOaHbIX, CYNEPMAarHUTHBIX M Jp.
HaHodacTHl. [[puMeHeHne HaHOYaCTHUII IPH JICUCHUH U TUTHOCTHKH 3a00JIeBaHUH.

8. BerepunapHble JiekapcTBeHHBIE (POpPMBI.  XapaKTepUCTHKA, KIACCH(PHUKAIUSA, OTIHYUTCIIBHBIC
0COOEHHOCTH.

4. Konrpoab 3HaHMI 00y4alOLINXCS M THIIOBbIE OLICHOYHbIE CPEICTBA
4.1. Pactipenenenue 0auioB:

8 cemectp
* MOCeNIaeMocTs — 7 6amioB
*  TEKyIIUH KOHTPOJIbL — 73 Gamia
*  KOHTPOJIBHBIEC Cpe3bl — 2 cpe3a mo 10 6amioB KaKabIi
* mpeMHalibHBIE OauThl — 5 0asIoB

Pacnipenenenne 6aJiioB 10 3aaHMSIM:

Ne |HaszBanue tembl | Dopmbl Max. MeTonrka npoBeAECHUS 3aHATUS U OLICHKU
Te | /BHJI y4eOHOH |TEKyIEro | KoJI-BO
MBI paboThI KOHTpoJist | 0asuioB
/ cpe3sl

1. | Opranmzamus | Konnoxs 10 3a kommokBuyM Hauucisercss 10 O6amnoB. KommokBuym BKiIIOYaeT B

MPOM3BOACTBA | MYM(KOHT ceOst YyCTHBIN OTBET Ha 2 MPEABAPUTENBHO ONPENEICHHBIX BOIpOCca U3

JIEKapCTBEHHBIX |POJILHBI MepedHs] BOMPOCOB, BBIAAHHBIX 3apaHee il MOATOTOBKU CTYICHTA.

CPEICTB cpe3) Ha noaroroBky k oTBeTy Ha KOJUIOKBUYM Jaetcst 30 MUHYT.
5 0amloB — CTYIEHT Ha BONPOC Jajl Ppa3BEePHYTHIM MOJHBIA U

MPaBUIBHBIA OTBET;

4 Ganna — CTyAEHT Ha BOIIPOC Jall B LIEJIOM NPAaBWIBHBIA OTBET, HO
U3JIOKEHWE  MaTepuajga HE  BCerga  IOJHOE, TOYHOE W
apryMEeHTHUPOBaHHOE;

3 Oamna — gomymiena | cymiecTBeHHas OIIMOKa B OTBETAaX Ha BOIPOC,
HO IIPH 3TOM CTYIEHT 00iagacT HEOOXOOMMBIMHM 3HAHUSIMH UI UX
yCTpaHEHUs MOl PyKOBOJICTBOM IIPETIOIaBaTEs;

2 Oamna — CTYyAEHT JAOMyCTHa 1-2 CylIecTBEHHbIE OIIMOKH IpH
W3JI0KEHUH MaTepuana, KOTOpble HE MOXKET HCIpPaBHUTh Jaxke IpHU
MTOMOIIIX MIPETIO/IaBaTEeNs;

1 6ann — cTygeHT AomycTHia 3 OMKOKH [P OTBETE Ha BOTIPOC;

0 6amIoB — CTYIEHT Aajl HeMPaBUWIBHBIA OTBET Ha BONPOC / OTKa3 OT
OTBETa Ha BOIIPOC




Vyactue B
CeMHUHapC
KOM
3aHITUHA

25

J1a ocBOEHHs MarepHana pasiesa MpeayCMOTPEHO 5 CEMHHAapCKHUX
3aHATHH, Ha yyacTue B paboTe KOTOPBIX OTBOTUTCS MO 5 OasioB.
Baner 3a cemuHapckue paboThl CyMMUPYIOTCS CIIEAYIOIIUM 00pa3oM:
Hanuuwme y cTyneHTa KOHCIIEKTa 110 TeMe ceMuHapa — 1 Gait

VYuacTue B pabote cemunapa — 0-4 6anna

4 Ganna — CTyAEHT OOHAPY>KMBAET BCECTOPOHHEE, CUCTEMATHIECKOE U
m1yOOKoe 3HaHWE Y4YeOHO-TIPOTPaMMHOIO MaTepHaja; NPHHAMAceT
aKTHBHOE y4YacTHE B OOCYXIEHHH IO TEME CEMHUHApPCKOTO 3aHSTHS;
YCBOUII OCHOBHYIO u JIOTIOJTHUTENBHYIO JIUTEpaTypy,
PEKOMEHIOBAaHHYIO MIPOrpaMMOoii; MPOSIBIISIET TBOpYECKHE
CIOCOOHOCTH B TMOHMMAHHM, W3JIOKEHUHM W  HWCIOJIB30BAaHUU
y4eOHO-ITPOTPaMMHOTO MaTepHaa;

3 Oamma —  cTyaeHT oOOHapyXWBaeT  IIOJHOE  3HAHHE
yueOHO-TPOrpaMMHOTO MaTepualia U OCHOBHBIX KaTeropuil Kypca;
YCBOUJI OCHOBHYIO JINTEpaTypy, PEKOMEHJOBaHHYIO B IpOrpamme,
NpPUHUMAET CHCTEMAaTHYecKoe ydacTHe B  OOCYKACHUSX Ha
CEMUHApCKOM 3aHSATHUH;

2 Oamma — cTymieHT OOHapyXHBaeT 3HaHHUS  OCHOBHOIO
y4eOHO-IIPOrpaMMHOTO MaTepuajia B 00beMe, HEOOXOOUMOM IS
nanpHeWmeid — y4eObl, 3HAaKOM C  OCHOBHOW  JIMTEpaTypow,
PEKOMEHAOBaHHOM HpPOTrpaMMOH, y4acTBYyeT B OOCYKICHUH, 3adaeT
BOIIPOCHI;

1 ©OGamm — CTygeHT OOHapyXuBaeT 3HaHHA  OCHOBHOTO
y4eOHO-TIPOrpaMMHOTO MaTepuajia B 00beMe, HEOOXOOUMOM IS
nanpHeWmeid — y4eObl, 3HAaKOM C  OCHOBHOW  JIMTEpaTypow,
PEKOMEHAOBaHHOM MPOTPaMMOid, B 00CYKICHUH HE YUaCTBYET;

0 0amoB — CTYOEHT HE NpPUHUMAET ydYacTHs B OOCYXACHHUH Ha
CEMHMHAPCKOM 3aHATHH, HE OOHapyKMBaeT 3HAHUS OCHOBHOTO
y4eOHO-IIPOTPaMMHOTO MaTepuaa

IToaroros
Ka U
3aIluTa
Mpe3eHTaI|
3071

19

3a MOATOTOBKY U 3aIIUTY Mpe3eHTaluu HauucseTcs 19 6amos.
Bannsl pactipenendrorces Mo claexyroluM KpUTEPUIM:
cTpykrypa — 0-3 Oanos

HarsgHocTh — 0-3 0amwioB

mm3aiig — 0-3 0auIoB

conepxanue — 0-5 6amioB

BeIcTyIUIeHHE — 0-5 OamoB

OcHOBEI
(hapmarieBTHYUECC
KOt pa3paboTKu

Kostoks

HYM(KOHT

POJIbHBII
cpe3)

10

3a xomrokBuyM Hauucisiercss 10 GamroB. KomaokBuym BKIIIOUaeT B
ce0s YCTHBIN OTBET Ha 2 MpeaBapUTEIbHO OMPEAETICHHBIX BOIIPOCa U3
MepeyHs] BOMPOCOB, BBIAAHHBIX 3apaHee I MOATOTOBKH CTYICHTA.
Ha nmoaroroBky k 0TBeTy Ha KOJUIOKBUYM faetcst 30 MUHYT.

5 0amIoB — CTYACHT Ha BONPOC A Pa3BepHYTHIA TIONHBIA U
MpaBWIbHBIN OTBET;

4 Gamna — CTyIeHT Ha BOMPOC Jall B IEJIOM IPaBUIBHBIA OTBET, HO
W3NIOKeHWE  Marephaja HE  BCerja  IOJHOe, TOYHOE H|
apryMEeHTHPOBaHHOE;

3 Gayia — momymieHa 1 cymecTBeHHas ONTMOKa B OTBETaX HA BOMPOC,
HO TIPW ATOM CTYAEHT 00JajaeT HEOOXOAMMBIMH 3HAHUSAMH IS UX
YCTpaHEHUS O/l PYKOBOACTBOM IIPETIOIaBaTeNs;

2 Oamma — CTyOCHT AOMYCTHJI 1-2 CYIIeCTBEHHBIE OIMHOKH TP
V3NIOKEHUH MaTepuana, KOTOpble He MOXKET HCHPaBHTh Jake MpHU
TTOMOIIIX TIPETIOIaBaTEIIs;

1 GaymT — CTyIEeHT JOIYCTHI 3 OINOKH ITPH OTBETE HA BOIIPOC;

0 0ayuIOB — CTYNEHT Jall HeMPaBUIIBHBIA OTBET HA BOMPOC / OTKa3 OT
OTBETa Ha BOIIPOC
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Vyactue B
CeMHUHapC
KOM
3aHITUHA

10

Jl1a ocBOEHHs MarepHania pasiena MpeayCMOTPEHO 2 CEMHUHAapCKHUX
3aHATHSI, Ha y4acTHe B paboTe KOTOPHIX OTBOAUTCS IO 5 0aJlIoB.
Baner 3a cemuHapckue paboThl CyMMUPYIOTCS CIIEAYIOIIUM 00pa3oM:
Hanuuwme y cTyneHTa KOHCIIEKTa 110 TeMe ceMuHapa — 1 Gait

VYuacTue B pabote cemunapa — 0-4 6anna

4 Ganna — CTyAEHT OOHAPY>KMBAET BCECTOPOHHEE, CUCTEMATHIECKOE U
m1yOOKoe 3HaHWE Y4YeOHO-TIPOTPaMMHOIO MaTepHaja; NPHHAMAceT
aKTHBHOE y4YacTHE B OOCYXIEHHH IO TEME CEMHUHApPCKOTO 3aHSTHS;
YCBOUII OCHOBHYIO u JIOTIOJTHUTENBHYIO JIUTEpaTypy,
PEKOMEHIOBAaHHYIO MIPOrpaMMOoii; MPOSIBIISIET TBOpYECKHE
CIOCOOHOCTH B TMOHMMAHHM, W3JIOKEHUHM W  HWCIOJIB30BAaHUU
y4eOHO-ITPOTPaMMHOTO MaTepHaa;

3 Oamma —  cTyaeHT oOOHapyXWBaeT  IIOJHOE  3HAHHE
yueOHO-TPOrpaMMHOTO MaTepualia U OCHOBHBIX KaTeropuil Kypca;
YCBOUJI OCHOBHYIO JINTEpaTypy, PEKOMEHJOBaHHYIO B IpOrpamme,
NpPUHUMAET CHCTEMAaTHYecKoe ydacTHe B  OOCYKACHUSX Ha
CEMUHApCKOM 3aHSATHUH;

2 Oamma — cTymieHT OOHapyXHBaeT 3HaHHUS  OCHOBHOIO
y4eOHO-IIPOrpaMMHOTO MaTepuajia B 00beMe, HEOOXOOUMOM IS
nanpHeWmeid — y4eObl, 3HAaKOM C  OCHOBHOW  JIMTEpaTypow,
PEKOMEHAOBaHHOM HpPOTrpaMMOH, y4acTBYyeT B OOCYKICHUH, 3adaeT
BOIIPOCHI;

1 ©OGamm — CTygeHT OOHapyXuBaeT 3HaHHA  OCHOBHOTO
y4eOHO-TIPOrpaMMHOTO MaTepuajia B 00beMe, HEOOXOOUMOM IS
nanpHeWmeid — y4eObl, 3HAaKOM C  OCHOBHOW  JIMTEpaTypow,
PEKOMEHAOBaHHOM MPOTPaMMOid, B 00CYKICHUH HE YUaCTBYET;

0 0amoB — CTYOEHT HE NpPUHUMAET ydYacTHs B OOCYXACHHUH Ha
CEMHMHAPCKOM 3aHATHH, HE OOHapyKMBaeT 3HAHUS OCHOBHOTO
y4eOHO-IIPOTPaMMHOTO MaTepuaa

IToaroros
Ka U
3aIluTa
Mpe3eHTaI|
3071

19

3a MOATOTOBKY U 3aIIUTY Mpe3eHTaluu HauucseTcs 19 6amos.
Bannsl pactipenendrorces Mo claexyroluM KpUTEPUIM:
cTpykrypa — 0-3 Oanos

HarsgHocTh — 0-3 0amwioB

mm3aiig — 0-3 0auIoB

conepxanue — 0-5 6amioB

BeIcTyIUIeHHE — 0-5 OamoB

ITocemaeMocThb

[IpucyTcTBHE Ha KOXKIOM CEMHUHApE OIIEHUBAaeTCs B 1 Oamt

[IpemuansHbie OaIbl

HOHOJ’IHHTCJ’IBHHC MpEMUAJIbHBIC 0asIbl HAUKCIISIOTCS 32 AKTUBHOCTh
CTYACHTA BO BPEMsL 3aHITUHA

Hroro 3a cemecTp

100

TEKYIIHI KOHTpOb — 50 6amioB

9 cemecTp

KOHTPOJIbHBIE Cpe3bl — 2 cpe3a 1mo 10 6aIoB Kax bl

npeMHanbHbIe OaITel — 5 6amIoB

OTBET Ha dK3ameHe: He Ooiee 30 0ayuioB

Pacrnipenenenre 6aJiioB 10 3aaHKSIM:

TC
MbI

HasBanue TeMbl
/ BuJ yueOHOI
paboThI

Dopmbl
TEKYILETO
KOHTPOJIS

/ cpe3sl

Max.
KOJI-BO
0aJUIOB

MCTO,Z[I/IKa IMMPOBCACHUS 3aHATHA U OLICHKU
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Cucrema
yIpaBICHUS
Ka4eCTBOM

(apmarneBTHUEC

KOro

MMpOU3BOACTBA

Kosustoxs

HYM(KOHT

PONBHBINI
cpe3)

10

3a komokBuyM Hauucisercs 10 GamnoB. KommokBuym BKIOUaeT B
ce0s YCTHBIN OTBET Ha 2 MPeIBapPUTEIBHO OMPEICICHHBIX BOIIPOCa U3
MEepEUHs BOMPOCOB, BBIJAHHBIX 3apaHee AJid MOATOTOBKH CTYACHTA.
Ha monrotoBky k oTBeTy Ha KOJUIOKBUYM AaeTcs 30 MUHYT.

5 OajioB — CTYAGHT Ha BONPOC Jal pa3BEPHYTHIM MOJTHBIA U
MIPaBUIBHBIN OTBET;

4 Gaia — CTYJCHT Ha BOMPOC Jall B IEJIOM NPAaBHIBHBIA OTBET, HO
W3JIOKEHHEe  MaTepuala He  BCeraa  IOJHOE, TOYHOE U
apryMEHTUPOBAHHOE;

3 Oamra — momymieHa | cymiecTBeHHas OlMOKa B OTBETAaxX Ha BOMPOC,
HO TIPU 3TOM CTYIACHT 00JajaeT HEOOXOAMMBIMH 3HAHUSAMH JIJIS UX
YCTpaHEHUs N0 PyKOBOACTBOM IMPENOJaBaTels;

2 Oamma — CTyOeHT JOmyCTwi 1-2 CymIecTBEHHBIC OINMMOKW MpH
M3JIOKEHUHU MaTepHuana, KOTOpble HE MOXKET HCIPABUTh Jaxe IpU
MIOMOILY ITPEenoAaBaTes;

1 Gay — CTyIEHT JOMYCTHII 3 OIIMOKY TPU OTBETE HA BOTIPOC;

0 6ayyIoB — CTYACHT Aall HEMPABUIIBHBIN OTBET Ha BOMPOC / OTKA3 OT
OTBETa Ha BOIPOC

Vuyactue B
CeMHUHapC
KOM
3aHITUHA

22

1 ocBOoeHHs MarepHana pasjena npegycMorpeHo 11 ceMuHapckux
3aHATHH, Ha yyacTre B paboTe KOTOPHIX OTBOAMTCS 10 2 Gaiia.
Baner 3a cemuHapckue paboThl CyMMUPYIOTCS CIIEAYIOIIUM 00pa3oM:
2 Oana — CTyAEHT OOHAPY>KMBAET BCECTOPOHHEE, CUCTEMAaTHIECKOE U
1yOOKoe 3HaHWE Y4YeOHO-TIPOTPaMMHOIO MaTepHaja; NPHHAMAceT
aKTHBHOE y4YacTHE B OOCYXIECHHHM IO TEME CEMHUHApPCKOTO 3aHSTHS;
YCBOUII OCHOBHYIO u JIOTIOJTHUTENBHYIO JIUTEpaTypy,
PEKOMEHIOBAaHHYIO MIPOrpaMMOoii; MPOSIBIISIET TBOpYECKHE
CIOCOOHOCTH B TMOHMMAHHM, W3JIOKEHUHM W  HWCIOJIB30BAaHUU
y4eOHO-ITPOTPaMMHOTO MaTepHaa;

1 ©OGamm — CTygeHT OOHapyXuBaeT 3HaHHA  OCHOBHOTO
y4eOHO-TIPOrpaMMHOTO MaTepuajia B 00beMe, HEOOXOOUMOM IS
nanpHeWmeid — y4eObl, 3HAaKOM C  OCHOBHOW  JIMTEpaTypow,
PEKOMEHAOBaHHOM MPOTPaMMOid, B 00CYKICHUH HE YUaCTBYET;

0 0amoB — CTYOEHT HE NpPUHUMAET ydYacTHs B OOCYXACHHUH Ha
CEMHMHAPCKOM 3aHATHH, HE OOHapyKMBacT 3HAHUS OCHOBHOTO
y4eOHO-IIPOTPaMMHOTO MaTepuaa

IToaroros
Ka U
3aIluTa
Mpe3eHTaI|
3071

3a MOATOTOBKY U 3aIUMTY MPE3EHTALWHU HauuciseTcs 4 Gana.
Bannsl pactipenendrores Mo ciaexyouM KpUTEPUIM:
crpykrypa — 0-1 Gannos

conepxanue — 0-2 6amioB

BeIcTyIUieHue — 0-1 6amos

IIpaBuna

MMpOU3BOACTBA
JICKaPCTBCHHBIX

CpencTB

Kosstoxs

HYM(KOHT

PONBHBINI
cpe3)

10

3a kookBuyM Hauucisercs 10 Oamno. KommokBuym BKIOUaeT B
ce0s YCTHBIN OTBET Ha 2 MPeIBapUTEIBHO OMPEICICHHBIX BOIIPOCa U3
MEepEUHs BOMPOCOB, BBIJAHHBIX 3apaHee AJid MOATOTOBKH CTYACHTA.
Ha monrotoBky k 0TBeTYy Ha KOJUIOKBUYM AaeTcst 30 MUHYT.

5 OajioB — CTYAGHT Ha BOMPOC Jal pPa3BEPHYTHIM MOJIHBIA U
MIPaBUIIBHBIN OTBET;

4 Gaia — CTYJCHT Ha BOMPOC Jall B IEJIOM NPAaBHIBHBIA OTBET, HO
W3JIOKEHHE  MaTepualla He  BCeraa  IOJIHOE, TOYHOE U
apryMEHTUPOBAHHOE;

3 Oamra — momyieHa 1 cymiecTBeHHas OMOKa B OTBETaxX Ha BOMPOC,
HO TIPU 3TOM CTYIACHT 00JaJaeT HEOOXOAMMBIMH 3HAHUSAMH JIJIS UX
YCTpaHEHUs N0 PyKOBOACTBOM IPENoJaBaTes;

2 Oamma — CTyOeHT JOmyCTwi 1-2 CylIecTBEHHBIC OINMOKW MpH
M3JIOKEHUHU MaTepHuana, KOTOpble HE MOXKET HCIPABUTh Jaxe IpU
MIOMOILY IIPEenoAaBaTes;

1 Gay — CTyIEHT MOMYCTHI 3 OIIMOKY TPU OTBETE HA BOTIPOC;

0 6aiyIoB — CTYACHT Jall HEMPABUIIBHBIN OTBET Ha BOMPOC / OTKA3 OT
OTBETa Ha BOIPOC
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Vyactue B
CeMHUHapC
KOM
3aHITUHA

20

J1a ocBoeHHs MarepHuana pasjena npexycMoTpeHo 10 ceMuHapckux
3aHATHH, Ha yyacTre B paboTe KOTOPBIX OTBOAMTCS 10 2 Gaiia.
Baner 3a cemuHapckue paboThl CyMMUPYIOTCS CIIEAYIOIIUM 00pa3oM:
2 Oanya — CTyAEHT OOHapY>KMBAET BCECTOPOHHEE, CUCTEMAaTHIECKOE U
r1yOoKoe 3HaHWE Y4YeOHO-TIPOTPaMMHOIO MarepHaja; NPHHAMAeT
aKTHBHOE y4YacTHE B OOCYXIEHHH IO TEME CEMUHApPCKOTO 3aHSTHS;
YCBOUII OCHOBHYIO u JIOTIOJIHUTENBHYIO JIUTEpaTypy,
PEKOMEHIOBAaHHYIO MIPOrpaMMOoii; MPOSIBIISIET TBOpYECKHE
CIOCOOHOCTH B TMOHMMAHHM, W3JI0KEHUHM W  HCIOJIB30BAaHUU
y4eOHO-ITPOTPaMMHOTO MaTepHaa;

1 ©OGamnm — CTygeHT OOHapyXuBaeT 3HaHHA  OCHOBHOTIO
y4eOHO-IPOrpaMMHOTO MaTepuajia B 00beMe, HEOOXOOUMOM IS
JanpHeWmeid — y4eObl, 3HAakKOM C  OCHOBHOW  JIMTEpaTypow,
PEKOMEHAOBaHHOM MPOTPaMMOii, B 00CYKACHUH HE YUaCTBYET;

0 0amoB — CTYOEHT HE NpPUHUMAET y4YacTHs B OOCYXACHHUH Ha
CEMHMHAPCKOM 3aHATHH, HE OOHapyKMBacT 3HAHUS OCHOBHOTO
y4eOHO-IIPOTPaMMHOTO MaTepuaa

IToaroros
Ka U
3aIluTa
Mpe3eHTaI|
3071

3a MOATOTOBKY U 3aIUMTY MPE3EHTALWHU HauuciseTcs 4 Gana.
Bannsl pactipenendrores Mo ciaexyromuM KpUTEPUIM:
cTpykrypa — 0-1 Gannos

conepxanue — 0-2 6amioB

BeIcTyIUieHue — 0-1 6amos

3. [IpemuansHbIe OaIITBI

HOHOJ’IHHTCJ’IBHHC MpEMUAJILHBIC 0asuIbl HAUKCIISIOTCS 32 AKTUBHOCTh
CTYACHTA BO BPECMsL 3aHATHUH.

4. OTBeT Ha DK3aMEHE

30

0 OamuTOB — HEPABWIIBHBIE OTBETH Ha BCE BOMPOCHI OmyeTa (OIeHKa
«HEYIOBJIETBOPHUTEILHO») / OTKA3 OT OTBETA HA OWJICT;

1-14 GamroB — CTyOCHT IOMYCTHI B OTBETAaX Ha BOIPOCH Omiera
rpyOble  OIMMOKH W  MHOXXECTBCHHBIE HETOYHOCTH  (OIICHKA
«HEYJIOBJICTBOPUTEIIHLHOY);

15 ©amoB — CTyAGHT pacKpBLUI OCHOBHBIE BOIIPOCHI U 33/1aHUs Oniera
Ha OICHKY «YIOBIICTBOPUTEIHLHOY;

16-24 GammoB — CTYIEHT PACKPHLI OCHOBHBIE BOIIPOCHI W 3aJaHUS
OwmreTa Ha OIICHKY «XOPOIIIOY;

25-30 6amIoB — CTYICHT PacKphUl OCHOBHBIC BOTIPOCHI M 3aJaHUS
Ousera Ha OIEHKY «OTIIMYHO

5. |HauBuAyalibHbIC 3aJ]aHNS,
C TIOMOTITHIO0 KOTOPBIX
MOXKHO HaOparhb
JIOIIOJIHUTENbHBIE OaJlIbI

OTBeT Ha OJWH W3 BOIPOCOB JOMOJIHUTEIBHOTO SK3aMEHAIIMOHHOIO
oniera

6. Hroro 3a cemectp

100

HrtoroBass omeHka 1o »dk3aMeHy BbicTaBisiercs B 100-OammpHON 1IKajge W B TPATUIIMOHHOMN

yeThlpexOauibHOM  mikane. IlepeBon

100-6amapHOM  PEUTHHTOBOM OIIEHKH 10 JUCIUIUIMHE B

TPAAULIMOHHYIO YEThIPEXOaUIbHYIO OCYLIECTBIISIETCS CIEIYIOIINM 00pazoMm:

100-6ayuipHasA cucTeMa TpanuimonHas cucteMa
85 - 100 6anmoB OTnugyHO
70 - 84 6annoB Xoporto
50 - 69 Gannos YIOBIETBOPUTEIBEHO
Menee 50 HeynosnerBopurenbHo

4.2 TunoBsie OLIEHOYHBIE CPEACTBA TEKYIIIETO KOHTPOJIS

KonsiokBuym

Tema 4. IIpaBuna mpou3BOJCTBA JICKAPCTBEHHBIX CPEICTB

19



20
Tunosbie BONPOCHI K KOJUIOKBUYMY

1. IlpousBoactBo JIC B XuAKOW JE€KapCTBEHHOW (opme, BKIIIOUAss SMYJIbCHH, CYCIEH3HWH, TOXapo- U
B3pbIBOOIIACHBIE, TAXY4YHEe, Kpacsllne, 10BUTbIE, ICUXOTPOMHbIE U HAPKOTUYECKHUE.

2. IlpousBoactro JIC B hopme kpemoB, Ma3ei, macr.
3. IIpon3BOACTBO paCTUTENBHBIX JEKAPCTBEHHBIX IIPENaparoB.

ITogroroBka M 3aIUTA Nnpe3eHTaluu

Tema 2. OcHOBBI (papMaleBTHUECKON pa3paboTKu
Tunosbie TeMbl 1151 NOATOTOBKH M 3ALUTHI MPe3eHTaluii

1. OcobeHHOCTH OpraHU3alMy CHCTEMBl KOHTPOJS KauecTBa M YNpPaBICHHUS PUCKaMU NPH MPOU3BOJCTBE
HECTEPUIIbHBIX JIEKAPCTBEHHBIX CPEACTB B MATKHX JIEKAPCTBEHHBIX (hopMax.

2. Pucku u mpeumylecTBa INPHUBICYEHUs] ayTCOPCUHIOBBIX MNOAPATUMKOB IPU OpPraHU3aLMH CUCTEMBI
YIPaBJICHUS U KOHTPOJISA KaueCTBOM Ha (papMareBTUYECKOM MPeIIpUsTHH.

3. Tennenuuu QapmarneBTHUECKUX pa3padboTok B PD. O630p 3apeructpupoBansbix JIC 3a mocneanue 5
JIeT.

Yuactue B CEMHUHAPCKOM 3aHATHHU

Tema 1. Opranu3zanusi IpoOU3BOJCTBA JICKAPCTBEHHBIX CPEICTB
TunoBbie BONMPOCHI 1JI51 00CYKICHUSI HA CEMHUHAPCKUX 3aHATHAX
1. ITpaBuna Haanexale NpakTUKU TPOU3BOCTBA JIEKAPCTBEHHBIX CpeACTB B Poccuiickont denepaunn

2. llpaBuna Haanexamed MNOPAKTUKUA MPOU3BOACTBA JIEKAPCTBEHHBIX CPEACTB B CTpaHax-uJIeHaX
EBpa3uiicKoro 5kKOHOMHYECKOTO COK03a

3. OcHOBHBIE PUHIIMITEI 0OECTICUEHHsI KaueCTBa MPOU3BOICTBA JICKAPCTBEHHBIX CPEICTB.
4.3 TIpomexxyTouHas aTTecTalus Mo AUCLUILTHHE TPOBOAUTCA B hOpME 3a4eTa, SK3aMeHa

Tunosbie Bonpocekl 3a4era (I1K-1)

1. Opranuzanus Mpou3BOACTBA JEKAPCTBEHHBIX CPEACTB Ha (papmarieBTHUECKUX npeanpuarusix. Craauu
MPOU3BOACTBA. TeXHONIOrHUEeCKHe ONEPALIUU.

2. Crpykrypa (hapmareBTH4IeCKIX NPEANPUATHI. [lexoBoit MPUHIIA OpraHu3aIuu
(dhapmareBTHYECKOTOTIPON3BOACTBA. [lex. YuacTok.

3. [Ipou3BOACTBEHHBIN MPOLIECC U €T0 KOMIIOHEHTHI: UCXOIHBIE MAaTE€pUalIbl, MAINHBI U allapaTbl, 3HEPTHS,
paboyas cua.

4. Craguu u onepali TEXHOJIOTHYECKOTO Tporecca. HenpeprIBHBIN U EPHOINYECKUUTTPONU3BOACTBEHHBIN
npouecchl. [I[poru3BOACTBEHHBIN MOTOK.

5. MarepuanbpHO-TeXHHUYECKas 0a3za (papMareBTUueCcKoi MPOMBIILIEHHOCTH.

6. KoHKypeHTHBIEC TO3HUIINHU JHKEHEPUKOBBIX KOMITAHUH Ha (papMalieBTHUYECKOM PhIHKE.

7. TeneBoli ¢apmarieBTUHYECKU PBHIHOK Poccuu, ero mpuyuHbl, MacmTadbbl U TeHACHIMH. [Ipobremsr
MMITOPTO3aMEIlEHUsI Ha POCCUIICKOM (papMalieBTHUECKOM PBIHKE.
8. Cucrema JIbroTHOTO JIEKapCTBEHHOTO oOecrniedueHust B PD: cocTosiHUE U TePCIIEKTHBBI.

Tunosble 3aganusa 1 3adera (ITK-1)
He npenycMmorpeHsl.

Tunosbie Bonpockl 3xk3ameHna (I1K-1)

1. MexyHapoaHasi TapMOHHU3alus TpeOOBaHUI K KaueCTBY JIEKapCTBEHHBIX CPEJCTB U MyTH €€
peanmuzaru: BOO3, FIP, PIC-PIC/S, ICH.



2. OO0ecrieueHre KauyecTBa JICKAPCTBEHHBIX CPEICTB B CBETE€ pealn3alud TpeOOBaHMM HaJUIekKaIlX
npaktuk (GxP).

3. Espomnelickue (EN) u mexnayHaponnsie ctanaaptsl (ISO), koTopble pemiaMEHTHPYIOT I€ATEIbHOCTh
(apMmaleBTH4ECKOM OTpaciy 10 BOIIPOocaM 00ecTieueHus KadeCcTBa JIEKAPCTBEHHBIX CPEICTB.

4. HopmartuBHO-TIpaBoBasi 0a3a, oOecHedyHBaONIasi KOHTPOJb KauecTBA JIEKAPCTBEHHBIX CPEICTB B
Poccuiickoit ®enepaunu. Ponp ®PenepanbHOit ciaykO0bl MO Hag30py B cdepe 3IpaBOOXpaHEHUs Ha
Pa3IMYHBIX ATaNax «KU3HEHHOTO LIMKJIA» JIEKAPCTBEHHBIX CPENICTB.

5. MexaHu3mbl peanu3alui HallMOHAJIbHBIN CUCTEM O0ECIeYeHUsl KauyeCTBa JIEKAPCTBEHHBIX CPEICTB U MX
SJIEMEHTOB: CHCTEMa PpEruCTpalldi JIEKApCTBEHHBIX CPEJCTB; JIMLEH3UPOBAHHUE BCEX CYOBEKTOB
(bapMaleBTUYECKOM J1eATENIBHOCTH; HMHCHEKTOPCKUX CIIyK0; J1abopaTopuil MO KOHTPOIIO KayecTBa
JIEKapCTBEHHBIX CPENICTB.

TunoBble 3axanus s dxk3amena (ITK-1)
He npenycMmoTrpeHsl.

4.4. llIkana oueHMBaHUS TPOMEKYTOUHOM aTTECTALMKI

3ager
Orenka T s— Heckpuntopsl (ypOBHH) — OCHOBHBIE IIPU3HAKH OCBOCHUS (ITOKA3aTeNn
TOCTHKEHHMSI pe3ynbTaTa)
[K-1 JIeMOHCTpUpYeT OCTaTOYHOE yMEHHE MPUMEHATh IpaBHiIa
«3a4TEHON NPOM3BOJCTBA  JICKAPCTBEHHBIX  CPEICTB NPU  HM3TOTOBICHHUU
(50 - 100 6amnos) JICKapPCTBCHHBIX IPENapaToB, B TOM YHCJIE IMPH OCYIICCTBICHUU
BHYTPHANTEYHON 3arOTOBKH U CEPUIHOM H3TOTOBJICHUN
[K-1 He MoXeT mnpomeMOHCTPHpOBaTh YMEHHE IPHUMEHATh IpaBHia
«HE 324TEHO» IIPOM3BOJICTBA  JIEKAPCTBEHHBIX CPEICTB IMPU  HM3TOTOBICHUU
(0 - 49 6annos) JICKaPCTBCHHBIX IPENapaToB, B TOM YHCJIE IMPH OCYIICCTBICHUU
BHYTPHANTEYHON 3arOTOBKH U CEPUITHOM H3TOTOBJICHUN
OKx3amMeH
Ouetika S — Jeckpuntops! (ypOBHN) — OCHOBHBIC PU3HAKKA OCBOCHUS (TIOKa3aTEIH
TIOCTYOKCHHSI pe3YJIbTaTa)
TIK-1 OTnu4yHO NpHUMEHSET IpaBWiIa IPOU3BOACTBA JIEKAPCTBEHHBIX
«OTITHIHO» CPEACTB TpU M3TOTOBJICHHM JIEKAPCTBEHHBIX IPEMapaTroB, B TOM
(85 - 100 6amnoB) YHcIe IPHU OCYIIECTBICHUN BHYTPUANTEYHON 3arOTOBKH U CEPUITHOM
M3TOTOBJICHUH
TIK-1 Xopomo MpUMEHSeT TMpaBHja TPOU3BOJICTBA  JIEKAPCTBEHHBIX
«XOPOLIO» CPEACTB TPU M3TOTOBJICHHM JIEKAPCTBEHHBIX IPEMapaTroB, B TOM
(70 - 84 Gamnnos) YKCJIe IPU OCYLIECTBICHUN BHYTPUANITEUHOM 3arOTOBKU U CEPUHHOM
M3TOTOBJICHUH
TIK-1 VYI10BIIETBOPUTEIBHO IIPUMEHSET paBuiIa IIPOU3BO/ICTBA
«YIOBIIETBOPHUTEIIBHO» JICKApCTBEHHBIX CPEACTB TMPH M3TOTOBJICHUU JIEKAPCTBEHHBIX
(50 - 69 Gamnnog) IIpenaparoB, B TOM YHCJIE MPU OCYLIECTBICHUM BHYTPHANTEUHON
3arOTOBKU M CEPUIHOM U3TOTOBIICHUH
TIK-1 He npumensieT npaBuia Npou3BOACTBA JIEKAPCTBEHHBIX CPEIACTB IIPU
«HEY/IOBIECTBOPUTEIHLHOY M3TOTOBJIIGHUM JIGKAPCTBEHHBIX IIpEnaparoB, B TOM 4YHCIE MpU
(menee 50 6annos) OCYILECTBIICHUM  BHYTPHAaNTEYHOM  3arOTOBKU U CEPUHHOM
M3TOTOBJICHUH

5. Metoanueckue yKkazaHus JJisl 00y4al0UUXCsl IO OCBOCHHMIO TMCIUILIMHBI (MOXYJIA)
5.1 Meroauueckue yKa3aHus IO OpraHU3alUN CaMOCTOSITEIbHOIM paboThl 00yUYaromuXCs:




[Ipuctynas K W3yYeHUIO TUCIUILIMHBI, B MEPBYIO Odepelb OOydaromuMcsi HEOOXOAMMO O3HAKOMHUTBCS
comepxaHueM paboueil mporpammbl nuctuiummabl (PITJ]), xotopas ompexaenser coaepxaHue, oObeMm, a
TaKKe MOPSAIOK U3YUCHHsI U MTPETIOaBaHus yIeOHOM TUCIUILINHEL, €€ pa3/iena, YacTu.

J171 caMOCTOSATENbHOM paboThl BaKHOE 3HaYEHHE UMEIOT paszeibl «O0beM U collepikaHne AUCIUTITMHBD),
«YuebHo-MeTonyeckoe U HHGOpMAIIMOHHOE 00ecrieyeHre TUCIUIUIUHB U «MaTepruaabHO-TEXHUYECKOe
o0ecriedyeHre AMCUUIUIMHBI, POrpaMMHoOe obecrieuenue, npodeccuoHaibHble 0a3bl TaHHBIX U
MH(OPMAIIMOHHBIE CIIPABOYHBIE CUCTEMBI».

B pazmene «O0beM u copepkaHHe AMCHUIUIMHBDY YKa3bIBAIOTCS BCE pas3leibl M TEMbl H3ydaeMoi
JTUCLMIUTMHBL, @ TAK)KE BUJIbI 3aHIATHI U TUTAHUPYEMBI 00BEM B aKaJIeMUYECKUX Yacax.

B pasgmene «YyeOHo-meTomumueckoe U HH(POpMaLMOHHOE oOecledyeHrne AMCHUIUIMHBDY — yKazaHa
pEKOMeH1yeMasi OCHOBHAsS U JOTIOJIHUTENbHAS JINTEpaTypa.

B paznmene «MarepuanbHO-TeXHUYECKOE OOeCIeueHue TUCIHUILIMHBL, TMPOrpaMMHOE oOecreueHue,
npodeccuoHanbHble 0a3bl JTaHHBIX W HWH(GOPMAIMOHHBIE CIPAaBOYHBIE CHCTEMBD» COACPKHUTCS IEepeueHb
npodeccuoHanbHbIX 0a3 JaHHBIX U MHPOPMALIMOHHBIX CIIPABOYHBIX CHCTEM, HEOOXOIUMBIX AJII OCBOCHHUS
JUCLUTIINHBL.

5.2 PexomeHnanuu o0y4aronumMcs o padore ¢ TEOpeTUYECKUMU MaTepuaiaMy Mo TUCIUIUINHE

[Tpu u3yuennu u npopaboTKe TEOPETUIECKOTO MaTepraia HeoOX0IuMO:

- IPOCMOTPETH €I1I€ pa3 npe3eHTaruo Jekuuu B cucteMe MOODLe, moBTOpUTh 3aKOHCIIEKTUPOBAHHBIN HA
JIEKIIMOHHOM 3aHSATUM MarepuaJl W JOMNOJHHUTh €ro € Yy4YEeTOM PEKOMEHJIOBAHHOM JOMOIHUTEIbHOU
JIUTEPaTypBhl;

- IIPY CAMOCTOATEILHOM U3YYEHHH TEOPETUYECKON TEMBI CAENATh KOHCIIEKT, UCIIOJIb3Yysl PEKOMEH/I0BAaHHbIE
B PI1/] ucrounuku, npodeccuoHabHbIE 0a3bl JaHHBIX U HHPOPMAIIMOHHBIC CIIPABOYHEBIC CHCTEMBI:

- OTBETUTH HA BOIIPOCHI JJIsi CAMOCTOSATENILHOW PabOTHI, 10 TeMe MpecTaBIeHHbIe B myHKTe 3.2 PI1/I.

- TP MOAATOTOBKE K TEKYILIEMY KOHTPOJIIO UCIIOIb30BaTh MaTepuaibl ¢poHna oueHouHbix cpeacts (POC).
5.3 Pexomennamuu 1o pabote ¢ Hay4HOU 1 yueOHOM uTepaTypoit

PaGota ¢ OCHOBHOW M JOTOJHUTEIBHOW JIUTEPATYpPOH SIBISICTCS TIJIaBHOM (OPMON CaMOCTOSTEIBHOU
paboThl U HeoOXoAMMa MpU TMOATOTOBKE K YCTHOMY OMNPOCY Ha CEMUHApCKUX 3aHATHAX, K Jebaram,
TECTUPOBaHHUIO, dK3aMeHy. OHa BKIIOYAaeT NMPOpPabOTKy JIEKIIMOHHOTO Marepualia U PEKOMEHIOBAaHHBIX
HMCTOYHUKOB U JINTEPATYPHI 10 TEMATUKE JICKLIUN.

Koncnekr nekuuu 1omkeH cofepxarb pedepaTuBHyI0 3alIMCh OCHOBHBIX BOIIPOCOB JIEKIIMH, B TOM YHCIIE C
onopoii Ha paszMemieHHbie B cucteMe MOODLe mpe3eHTany, OCHOBHBIX MCTOYHUKOB W JIUTEPATYpPbl IO
TeMaM, BBIBOJIBI MO KaKIOMY Bompocy. KoHCIEKT MoXeT ObITh BBHIMOJIHEH B paMKaX pacleyaTKd BbLAAYH
MIPE3CHTAIMI JIEKIMI WKW B OTAEIbHOW TeTpanu mo mpeamery. OH JOKEH OBITh aKKypaTHBIM, XOPOIIO
YUTAeMbIM, HE COJIEP’KaTh HE OTHOCALIYIOCS K TeMe HH(OPMAIIMIO UIH PUCYHKH.

KoHcnekTsl HaydyHON JIHUTEpaTyphl MPU CAMOCTOATEIBHOM MOATOTOBKE K 3aHATHAM JOJIKHBI COAEPKATh
OTBEThl HAa Kbl TMOCTaBIEHHBIH B TEME BOIPOC, MMETh CCBUIKY Ha MCTOYHUK HHYOpPMALUU C
00si3aTeNIbHBIM yKa3aHUEM aBTOpa, Ha3BaHUS U rofla M3JaHMsl HMCIOJIb3yeMOIl Hay4yHOH JHMTeparyphl.
KoncniekTr MoOXeT OBbITh OMOPHBIM (COIEp)KaTh JIMIIL OCHOBHBIE KIIIOUEBBIE IO3MIIMK), HO TPU 3TOM
MO3BOJIIONIMM JaTh TOJNHBIA OTBET IO BOMPOCY, MOXET ObITh NOAPOOHBIM. OOBEM KOHCIEKTa
ONPENEISETCS CAMUM CTYIEHTOM.

B nporiecce paboThl ¢ OCHOBHOM M JIONIOTHUTEIBHOM JTUTEPATypPOl CTYACHT MOXKET:

- JenaTh 3allMCU MO XOIy YTE€HHA B BHJIE NMPOCTOr0 WJIM pPa3BEPHYTOro IIaHa (co3gaBaTh INEpEeUYeHb
OCHOBHBIX BOIIPOCOB, PACCMOTPEHHBIX B UCTOUHHKE);

- COCTaBJIATH TE3UCHl (LUTHpPOBaHHE HamOOIee BaXKHBIX MECT CTaTbd WM MOHOTpaduu, KOPOTKOE
M3JI0KEHHE OCHOBHBIX MBICJICH aBTOpA);

- TOTOBUTBH aHHOTAITMH (KpaTKoe 0000IIeHHE OCHOBHBIX BOITPOCOB PadOTHI);

- co371aBaTh KOHCIIEKTHI (pa3BEPHYTHIE TE3HUCHI).

5.4. PexoMeH1alilny 110 OATOTOBKE K OTJEIbHBIM 33JJaHUSM TEKYILEro KOHTPOJIS

ColecenoBaHue TpeAnoyaraeT OpraHU3alui0 Oecelbl IMpernojaBaTess CcO CTYIEHTaMH II0 BOIPOCaM
MPAKTUYECKOTO 3aHATUS C LENblo 0ojiee OOCTOATENBHOTO BBISBICHUS MX 3HAHUN MO ONpEACICHHOMY
pasgeny, Teme, mpoOieMe W T.II. Bce WiIeHB TPyNIbl MOTYT Y4acTBOBaTh B OOCYKIEHUU, J00ABIATH
nH(pOpPMAIUIO, TUCKYTUPOBATh, 3a/1aBaTh BOIIPOCHI U T.1I.
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VYCTHBI ONMPOC MOXKET TPUMEHATHCS B  pasinyHbIX (opmax: (POHTANbHBIA, WHAWBUIYAIbHBIH,
KOMOMHUpPOBaHHbII. OCHOBHBIE KaU€CTBAa YCTHOTO OTBETA MOJIIEXKAILETO OICHKE:

- IPaBWJIBHOCTb OTBETA I10 COACPIKAHHUIO;

- IOJTHOTA U INIyOuHa OTBETA;

- CO3HATEJILHOCTb OTBETA;

- JIOTMKA U3JI0)KEHUsI MaTepHaa;

- PallMOHAIBLHOCTH MCTIONB30BAHHBIX IIPUEMOB U CIIOCOOOB PELIeHNs TOCTAaBICHHON yueOHOil 3a1auu;

- CBOEBPEMEHHOCTh U 3((HEKTUBHOCTH UCIOIH30BaHUS HAMISIHBIX MOCOOMM U TEXHUYECKUX CPEACTB MpHU
OTBETE;

- UCITIOJIB30BAHUEC OOIIOJIHUTCIBHOIO MaT€puaa,
- padlOHAJIBHOCTH UCITIOJIB30BaHWA BPEMCHH, OTBCACHHOI'O HA 3aJaHHUC.

VYCTHBII Ompoc MOXET COMPOBOXKAATHCA Mpe3eHTAlMei, KOTopas MOATOTaBIMBAECTCS IO OAHOMY U3
BOIPOCOB MPAKTUUECKOro 3aHATHs. [Ipy BBICTYIUIEHHH C Mpe3eHTaluell HeoOXxonuMo oOpaIiaTe BHUMaHKUE
Ha TaKue MOMEHTHI KaK:

- cofep)KaHUE MPE3CHTAlMU: AKTYaJIbHOCTh TEMbI, MOJHOTA €€ PACKPBITUS, CMBICIOBOE COJAEp)KaHUE,
COOTBETCTBHE 3asIBICHHOW TEMBI COJIEPKAHHUIO, COOTBETCTBHE METOAMYECKUM TPEOOBaHUAM (II€TTH. CCHUIKU
Ha PeCypChl. COOTBETCTBHE COJEPXKaHHUS M JUTEPaTyphl), MPaKTHUECKasi HANpaBICHHOCTb, COOTBETCTBHE
coziepKaHus 3asiBICHHON (opMe, aleKBaTHOCTh UCIIOJIb30BaHHUS TEXHHUUECKUX CPEJCTB yUEOHBIM 3a1adam,
MOCIIEIOBATEILHOCTD U JIOTHYHOCTbH MPE3CHTYEMOT0 MaTrepuara;

- odopmileHHE Tpe3eHTaluu: 00beM (ONTUMAIbHOE KOJIMYECTBO), IHM3aiiH (YMTaeMOCTb, HAJIWYHE WU
COOTBETCTBHE TpapUKd W aHUMAIMM, 3BYKOBOE OQOpMIICHHE, CTPYKTYypUpOBaHHE HWH(POpPMALUH,
COOTBETCTBHE 3asBJICHHBIM TpPEOOBAHUSIM), OPUTHMHAIBHOCTH OGOPMIICHHS, 3CTETHKA, HCIIOIb30BaHHUE
BO3MO)KHOCTH ITPOTPaAaMMHOI CpeJibl, COOTBETCTBHE CTaHIapTaM 0(hOpMIICHUS;

- IMYHOCTHBIC Ka4eCTBa: OPATOPCKUE CIIOCOOHOCTH. COOMIONEHHE PErIaMEHTa, SMOLMOHAIBHOCTD, YMEHHUE
OTBETHTb Ha BOIPOCHI, CHCTEMAaTU3UPOBAHHBIE, TITyOOKHE 1 TIOIHbIE 3HAHUS 110 BCEM pa3JiesiaM IpOrpaMMBbl:
- COIep)KaHHE BBICTYIUICHUS: JIOTMYHOCTh M3JIOKEHUS Marepuasna, pacKpbITHE TEeMbl, JOCTYIHOCTb
u3noxkeHus, dPpdexTuBHOCT npuMeHeHus cpeactB  WKT, cmocoObl W  yCIOBHS  JTOCTHIKECHHUS
PE3yABTaTUBHOCTH M I(PGEKTUBHOCTH AJIsS BBIOTHEHUS 3a/ad CcBOed MpodeccHoHATbHOW WU yueOHOU
JeSITeIbHOCTH, J0KA3aTeIbHOCTh NMPUHUMAEMBIX PELICHUH, YMEHHE apryMEHTHUPOBATh CBOM 3aKJIIOUYCHUS,
BBIBOJIBI.
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nesTeabHOCTH © yueOHuk. - MockBa: ' DOTAP-Menua, 2020. - 384 c. - Tekct : snexrponnsiii // IBC
«KoHCynpTaHT CTyIEHTA BYy3a u Me€JIBy3a [caitT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970453100.html

6.3 VHbpIe NICTOUHMKMU:

1. IlpaBoBoii caiit Koncynsrantllitoc - http://www.consultant.ru
2. Pycckuit MmeguiuHCcKmii cepBep - http://www.rusmedserv.com
3. CnoBapu M SHIUKIIONEIUU OH-JIalH - http://dic.academic.ru

4. DnexTpoHHbIN cipaBouyHUK «HDOpMEIOY» - www.informio.ru

7. MaTepuaJbHO-TeXHHMYeCKOe o0ecnedeHHe TUCHUILVINHBI, IPOrpaMMHOe o0ecredyeHue,
npogeccnoHanbHbIe 023bI JAHHBIX 1 HHPOPMALMOHHBbIE CIIPABOYHbIE CHCTEMbI

Jlng mnpoBeneHus 3aHATHM MO JUCHUIUIMHE HEOOXOIUMO ClIeAyIollee MaTepuaibHO-TEXHUYECKOe
oOecrieueHue: ydeOHble ayqUTOPUM [AJsl TMPOBENCHUS 3aHATHH JIEKIIMOHHOTO M CEMHUHApCKOro THIIA,
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OOJIBITION ayTUTOPHH.
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