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1. BBenenue

[Iporpamma BCTYNMUTENBHBIX HCMBITAHUW MpeAHa3HAYeHa JUIsl  JIMII,
XKenawlmux noctynute B maructpatypy PI'bOY BO «PXTY um. [N
MenpaeneeBay 1o HamnpaiaeHuro ToArotoBku 33.04.01 — IIpomblnuieHHas
bapmanus «/IHHOBAalIMOHHBIE ~ TEXHOJOTMU U O0OpyAOBaHHME s
dbapmaneBTUYECKUX TPOU3BOICTBY.

[Iporpamma pa3pabotaHa B cooTBeTcTBUM C llopsiakom opraHuzanuud u
OCYIIECTBICHUS ~ 00pa3oBaTeNbHON  JIEATENBHOCTH IO  00pa3oBaTEIbHBIM
IporpaMMamM BBICIIEr0 00pa3oBaHUs — MporpaMmaM OakajaBpuara, Imporpammam
CIEUUAIUTEeTa, MpOrpaMMaM  MarucTpaTypbl  YTBEPXKIEHHBIM  MPUKA30M
MunucrepctBa oOpazoBanus u Hayku PD ot 6 anpenst 2021 roga Ne 245.

[Iporpamma  pekomeHayeTCss JJiS TOATOTOBKM K  BCTYHNUTEIbHBIM
UCIIBITAHUSIM BBITYCKHUKOB OakaliaBpraTa Wid crienrainTeTa ¢hapMaieBTUUECKIX
CHEUHUAIBHOCTEN KIACCUYECKUX YHUBEPCUTETOB, TEXHUYECKUX U TEXHOJIOTMYECKHUX
BY30B, B OCHOBHBIX O00pa30BaTEIbHBIX MpOrpaMMax MOJATOTOBKH KOTOPBIX
coJiep>KaTcsi AUCHUIUIMHBI (MOIYIH), paboune MporpaMMbl KOTOPHIX aHAJIOTUYHBI
0 HAaWUMEHOBAHMI0O U OCHOBHOMY COJIEP)KaHHMIO paboyuM TporpamMmmam
MIEPEUUCIICHHBIX HUKE YUYeOHBIX JUCITUIUIMH 110 YPOBHIO OaKajiaBpuara.

ConepxaHue mporpamMMbl  OasWpyeTcss Ha  CICAYIOIIMX  y4eOHBIX
JTUCIUILIAHAX, npenoaaBaeMbix B PXTY um. JI.1. Menaeneena:

1. «IIpoueccel u anmapaTbl XUMHUYECKOW TEXHOJIOTHH», KOTOpas
OTHOCUTCA K 0a3oBoi wyactu Osoka «Jucuuruimebl (MOIYJH)» OCHOBHOM
o0pa3oBaTeabHOI MPOrpaMMbl MOArOTOBKH OaKaIaBpOB MO HAPABICHUIO « JHEPTO-
U pecypcocOeperarniue nporecchl B XUMUUYECKON TEXHOJIOTUH, HEPTEXUMHUU U
onorexHosorun» ((peaepanbHblil TOCYJapCTBEHHBIM 00pa30BATENbHBIN CTAHIAPT
BhIciiero oopazoBanus (PI'OC BO));

2. «MHpOpMaIIMOHHBIE CHCTEMBl XpaHEHUS W OOpabOTKH JTaHHBIXY,
OTHOCSIIEHCS K BapHaTUBHOM yacTu Onoka «Jlucrumianabl (MOIYNIN)» OCHOBHOM
o0pa3oBaTeIbLHOM MPOrPaMMBbI MMOJATOTOBKH OaKaIaBPOB MO HAPABICHUIO « JHEPTO-
U pecypcocOeperaroiiye mporecchl B XUMUYECKON TEXHOJIOTHH, HeQTEXUMUU U
ouorexnonorum» (OI'OC BO);

3. «Hanounxenepus B papMarieBTUIECKUX TEXHOJIOTHIX), OTHOCSIIICHCS
K BapuaTUBHOM dactu Oyoka  «JlucuumiauHel  (MOIYNHM)»  OCHOBHOM
oOpa3oBaTeNbHONl MporpaMMbl MOATOTOBKM OaKaJaBpOB IO HANpPaBJICHUIO
«Hanounxenepus» (PI'OC BO);

4. «@PapMaleBTUYECKUM AaHAIM3 M CHUCTEMA KOHTPOJIS KadecTBa
JIEKAQpCTBEHHBIX  CPEJICTB», OTHOCAIICHCS K BapUaTUBHOM YacTu OJioKa
«JluctumiInHel (MOIYJIM)» OCHOBHOM 00pa3oBaTeIbHOW MpOrpaMMbl MOATOTOBKH
OakasiaBpOB 110 HampaBJIeHUIO0 « XuMmudeckas Texnojorus» (OI'OC BO);

d. «OCHOBBI TEXHOJIOTMU JIEKAPCTBEHHBIX CPEJCTB» OTHOCAILEUCS K
BapUATUBHOMN 4acTH 0yioka «JluciummHel (MOTyJH)» OCHOBHON 00pa30BaTeIbHON
IPOTPaMMBI TIOJITOTOBKH OaKajlaBPOB IO HAMIPABICHUIO « X UMHUYECKAs TEXHOJIOTHSD)
(®10C BO);

6. «TexHOJOrusl TOTOBBIX JIEKAPCTBEHHBIX U MpPEeMapaTUBHBIX (OpM»



OTHOCAIIEHCS K BapUaTUBHON yacTu Onoka «JlucuurmianHasl (MOIYJIN)» OCHOBHOM
o0pa3oBaTeNbHON MPOrpaMMbl TIOJATOTOBKM OaKallaBpOB 10  HAMPAaBIICHUIO
«Xummndeckas texnojorus» (PI'OC BO).

[IporpamMma BKJIIOYAET NEPEYEHh BOMPOCOB K BCTYIIUTEIBHBIM UCIIBITAHUSM
Y [IEPEUYECHb PEKOMEHIYEMOU JTUTEPATYPHI.

BcerynurensHble HMCTBITAaHUS TPOBOASTCSA B (pOpME YCTHOTO dK3aMEHa II0
HK3aMEHAIMOHHBIM OujeTaM, KaXIblii U3 KOTOPHIX BKJIOYAET JBa 3aJaHus W3
CJIEIYIOUIUX JIBYX NUCIMIUIMHAPHBIX OJIOKOB:

brnok 1. Ilpomecchl u ammapaThl B XUMHUYECKOM W (papMalleBTUYECKON
TEXHOJIOTUSX.

bnoxk 2. Tlponecce u anmnapaTsl B papMalieBTHYECKUX TEXHOIOTHSX.



2. Coaep:xaHue NporpaMMbl BCTYNIUTEIbHBIX HCIIBITAHUI

2.1 Bbuok 1. [Ipoueccobl 1 annapartsl B XMuMHYecKkoi U papManeBTHYECKOMH
TEXHOJIOTMAX
2.1.1 Ilpouecchl 4 aNNApaThbl XUMHYECKOI TEXHOJIOTHH

Tema 1. O0mue 3aKOHOMEPHOCTH THAPOIMHAMUKHI

CoiicTBa  KUIOKOCTEM. 3akOH  BHYTpeHHero TpeHus  HbroToHa.
JlunaMuyeckuii 1 KUHeMaTHueckuil kodPduiimentsl BsizkocTH. Kiaccudukanus
JKUJIKOCTEH.

Pexxumbl IBMKEHUS KUAKOCTEH. XapaKTEPUCTUKHA TEUEHUS KUJIKOCTEH IO
TpyOomnpoBogam. [Ipodunu ckopocreit npu paszHbIX pexumax. Mojaenpb CIIomHON
cpenbl. OCHOBHBIE THIPOJMHAMHUYECKHE BEJIIMYMHBL. YPaBHEHUE HEPA3PHIBHOCTH.
VYpasuenue Jitnepa u HaBpe-CToKCa.

Teuenne sxugkocTed Mo TpydaM W KaHaiaMm. [lneHodHoe TedeHwue.
Koadduuments Tpenus. ['uapaBinyeckue MallvHBbl.

OcHOBHBIE napameTpbl paboTHI TUAPABIAYECKHUX MaIIIVH:
IPOU3BOAMUTENIBHOCTD, HAIOpP, MOIIHOCTh, KIJ. DHEPreTUYECKH CMBICI Hamopa
Hacoca. BricoTa BcackiBaHUs Hacoca. SIBIeHrEe KaBUTAIIMKU U €T0 MPEJOTBPALLCHHUE.

Tema 2. 'mgpomMexaHnyecKue NMpouecchbl

Knaccudukanus >XUIKUX W Ta30BbIX TE€TEPOTCHHBIX CHUCTEM: CYCIICH3UH,
AIMYJIbCUH, TICHBI, MTBUIH, TyMaHbl. MaTepualbHbI OalaHC MIPOIIECCOB pa3eiICHUs
TE€TEPOrE€HHBIX CUCTEM.

Buemnsis 3agava rugpoaunamMuku. O6Tekanue TBepAbIX Tel. TedeHue uepes
HETO/IBUYKHBIE 3€PHUCTBIE CIIOU.

I'uaponuHamMuka TICEBAOOXKMKEHHBIX  (KUMAMUX) clioeB. (OCHOBHbIC
XapaKTEPUCTUKH TICEBAOOKHM)KEHHOTO CJO0Sl. 3aBUCUMOCTh TMOTEPU JIABJIEHUSI OT
CpEeaHEN CKOPOCTHU MOTOKA.

[Ipoueccel oTcTaMBaHMWs TIOJ JEWCTBUEM CHIIBI  TsbKecTh. Pacuer
IMOBEPXHOCTH OCAXKAECHHUSA. Y CTPOMCTBO HEMPEPBIBHO AECUCTBYIOIIETO OTCTOMHHUKA.

®dunsTpoBanue cycrneHsuid. OCHOBHOe ypaBHeHHE (uibTpoBaHUs. Buabl
GUIBTPOBANILHBIX  Teperopojok. DuibTpel 00BEMHOTO UM MOBEPXHOCTHOTO
JICUCTBHSL.

Tema 3. TepmoguHaMu4yecKne MpoLECChI

Cucrema u COCTOSTHUE CUCTEMBI. YPaBHEHUS COCTOsSIHUSA. DHeprus. Padora.
Tennora. HyneBoii u nepBbIit 3aKOHBI TEPMOTUHAMUKHI. PABHOBECHBIE U OOpaTUMbIC
npoiiecchl. Bropoii v TpeTuii 3aKOHbI TEPMOJUHAMUKN. DKCEPTHsl.

OCHOBHBIE TEIUIOBBIE MPOLECCHl: HArPEBAHUE-OXJIAXKICHUE, KOHJCHCALUS,
ucnapeHue. TeroBble OajaHChl NMPU M3MEHEHHM W 0e3 U3MEHEeHHHl (a30BoOro
COCTOSIHUSL TertoHocuTenel. 1IpAMOTOK M MPOTUBOTOK TeIIoHOCUTENEH. Pacuer
CpeIHeN IBIKYLIEH CUIIBI ITpoLecca Termionepeaayn. CpenHsis IBUKYIas cujia pu
MPSIMOTOKE W MPOTUBOTOKE TEMIOHOCHUTEIIEH.

TennonpoBoIHOCTh, KOHBEKTHBHBIM TEIJIOOOMEH, TEIUIOBOE H3IIyUYECHHE.



3akoH dypwe u ypaBHenne Oypre-Kupxroda.

Temmootnaua u Teruonepenaya. MaremMaTndeckoe OomucaHue, PU3NIECKHil
CMBICT  KO3(QQUIMEHTOB, TEMIEPaTypHbI rpaaueHt. JIBWKymias cuia.
KoadduimeHTs! TEIIO0TIAYM U UX pacyeT MpU JBWKEHUHM B TpyOax M KaHalax.
BnusiHue ruipoiuHaMIYecKOoro pexknma TeUeHUs TeIJIOHOCUTENS Ha KO3 PHUITHEHT
TerIooTAaun. Pacuer TeninooOMEeHHBIX annapaTosB.

Tema 4. MaccooOMeHHbIE MPOLECCHI

Knaccugukanus npoueccoB maccooOMeHa. CriocoObl BbIpaXKEHHsI COCTABOB
¢a3. PaBHOBecHbIe ycnoBusa MaccooOMeHa. Juddysus, 3akon Ouka. YpaBHEeHUs
HEpa3pbhIBHOCTU, KOHBEKTUBHON nud@y3uu. [IBwxkymue cunbl. I[lonstue o
mMaccooTnaye u Maccomnepeaade. COOTHOIIEHHE MEXIy Ko3dduureHnramu
MaccoOTIa4yu U Maccorepeaadn. Pacuer cpeqHei IBUKYIEH CUIIBI MACCOIIEPENAYN.
MartepuanbHblii OajlaHC M ypaBHEHUE padodeil JUHUU NpHU Maccomnepenaye (Ha
npumepe abcopOuun). Tunbl aOCOPOLIMOHHBIX alapaToB U UX MaTEMaTUYECKOE
onucanve. MUHMMaIbHBIN pacxo] abcopOeHTa.

Pacuer BBICOTBI MAacCOOOMEHHBIX amapaToB Ha OCHOBE IMOHSATHS
TEOPETUYECKON CTyneHu pa3zaeneHus. [loHsaTre ynucna eqMHuL epeHoca U BbICOTHI
eIMHUIBI TiepeHoca. PextudukanmnonHbie ammapaTsl U uX Tumnbl. CpaBHEHHE
MPOIIECCOB MPOCTON MEPEroHKW U pekTudukanuu. PacdeT pexTuPUKaIMOHHBIX
anmnapaTos.

Tema 5. OcCHOBHBIC TEXHOJIOTHYECKHE MOHATHA W NMPUHUMIBI OPraHU3alUN
(papManeBTHYECKUX MPOU3BOICTB

[IpyHOMIIBI OpraHu3alvy YUCTBIX ITOMENICHWUW, THUIIBI TOMEIICHUM Ha
dapmareBTHUECKUX TNpeanpusaTusx. Kimaccel omacHoCcTH — (apMarieBTUYECKUX
BemecTB. Ctaguu pa3pabOTKU JEKapCTBEHHOTO cpelcTBa. [lepeHoc TEeXHOJIOruu.
[TpomeiierHoe  mpousBoacTBO.  Konmernmms — Quality-by-Design  (QbD).
[TpuHIMIBI ¥ OpraHu3alys KOHTPOJIS KayecTBa. TEXHOJOrus aHallu3a MpoLecCcoB
(PAT). YnpapneHue ®U3HEHHBIM LIUKJIOM JIEKapCTBEHHOTO Mpenapara. [IpuHuuIe
Hajiexkanien Jsradbopatopnoir mpaktuku (Good laboratory practice (GLP).
[TpuHIMUIIBL HaJUIe)KaIlen IIPOU3BOJACTBEHHOU IIPAKTUKU
(Good manufacturing practice (GMP). OcHOBHBbIC TPAaBOBBIC HCTOYHHMKH JIJISI
PETYIUPOBAHUS IEATETLHOCTH (hapMarleBTUIECKUX MPEITPUSTHH.

[TakeThl mporpamMm, UCTIOJb3yEeMbI€ JJIs1 YIIPABIICHHS U KOHTPOJISI KAUECTBA Ha
dapmaneBTrueckux —npeanpusaTus. [lakeTsl mporpamMm Ui yIpaBJICHHS
1abopaTopusAMH, aHATM3a KAYeCTBA, aBTOMAaTU3UPOBAaHHAS JabopaTopHas IPAKTUKA
(LIMS). TIlaketsl mporpamMm [uis IUIAHUPOBAHHUS | YIPaBICHHUS pPeCcypcamu
npeanpustust (ERP).

2.2 Bbuaok 2. IIponeccsl 1 annapathbl B papManeBTHYECKUX TEXHOJIOTUSAX
Tema 1. TexHosiorun u 000py10BaHNsl, HCIOJIb3yeMble HA (hpapMaleBTHYECKOM

NMPOU3BOJICTBE
Omnpenenenue JekapcTBeHHOro cpeacTBa. Kinaccudukanms jgekapcTBEHHbBIX



CPEIICTB MO MPOUCXOXKACHUIO, cujie (hapMaKoJOrHYecKor akTUBHOCTH. [loHsTue
7036l JIEKapCTBeHHOTo  cpexactBa. Kmaccubukanusa  1o3.  OmpeneneHue
aexapcTBeHHON (opmbl. Knaccudukaius gekapcTBEHHBIX (GOPM IO arperaTHoMy
COCTOSIHMIO, B 3aBUCHMOCTM OT MyTH BBeIeHMA. Jlucmepcosnormyeckas
KJIacCU(pUKALUS JTEKAPCTBEHHBIX (HOPM.

[Topomku kak jnekapcTBeHHass gopma. TexHomoruu U 0OOpYyIOBaHHE A
pou3BOACTBA TOPOIKOB. JlekapcTBenHas (opma Tabnerku. Kiaccuduxarus,
OCHOBHbIE TpeOOBaHUs, TMpeabsBiIsieMble K TaOnerkam. CTaguu MpPOU3BOACTBA
tabnerok. Kiaccudukainus BCIOMOraTteNnbHBIX BEIIECTB, HUCIOJB3YEMbIX TpU
npou3BOACTBE TabieTok. OCHOBHBIE CTaAMM IPOIIECCOB CYXOTO M BIAXHOTO
rpaHynupoBaHus. MexaHu3Mbl BiaKHOW Tpanymauuu. OOopyaoBaHHe IS
IPaHyJIMPOBAHUS — TPAHYJISATOPBI, CpaBHEHHWE WX TUMOB. OOIIME MNPUHIIUITHI
COBMEUICHHBIX IHpoueccoB. IIpemmymecTsa M HEJOCTATKHM COBMEIICHHBIX
npoueccoB. OmpeneneHne U cnocoObl TabnernpoBanua. Craauu TpeccOBaHUS
MOpOIIKOOOpa3HbIXx MarepuasioB. Kiaccudukauuss W OpuHIUN — JEUCTBUSA
Ta0JIeTOYHBIX MallMH. HaHeceHne MIeHOYHbIX TOKPBITUN HA TAOJETKU U MEIJIETHI.
Metonbsl u oOoOpyaoBaHUE [JIs HAaHECEHHs] MOKpbHITHA. IlpuHIMn aeicTBus.
JedexTbl MOKphITUS W TPUYMHBI UX BO3HUKHOBEHUs. JlekapcTBeHHas Qopma
karncyiasl.  Omnpenenenue u  kinaccupukanuss.  OCHOBHbIE — TpeOOBaHUS,
npeabaBIsieMble K KarcyinaMm. Marepuaibl, MpUMEHSEMbIEe Il HW3TOTOBJICHUS
obosouku Kancyiel. CTaauu MoONydeHUs TBepAbIx Karcyil. Ilpoumecc cymku B
XUMUKO-(hapmarieBTuuecko u ouodapmarepruueckoir otpaciu. CTaguu CyIIKH.
Kpurtepuu s BeiOopa criocoba cymiku. Bakyymuas tersoBas cymika. BakyymHo-
cyOnmMaImoHHas cymika. PactbuintenpHas Cyiika.

JlexapctBenHnas ¢opma wmasu. Kiaccudukanus wmaseii 1o  cocraBy,
KOHCHCTEHIIUU, Ha3HAYCHHIO, 00JIACTU MPUMEHEHHUS, XapakTepy IEWUCTBUS, THUITY
Ma3eBbIX OCHOB, THIy JUCHEpPCHBIX cucTteM. (OcCHOBHblE TpeOoBaHUS,
npeabsaBisiemMble Kk MaszsaMm.  Knaccudukanuss MaszeBbiX  ocHOB.  Cranuu
TEXHOJIOTUYECKOI0 Mpoliecca MPOU3BOACTBA Ma3eil U MpUMEHsIEMOe 000PYI0BaHuUE.

JlekapcTBeHHast (¢opma dkcTpakThl. Kiaccudukanus ©W  OCHOBHBIC
TpeOOBaHMS K IKCTpaKTaM. MeTO bl MOTyUYEHHUS )KUAKUX IKCTPAKTOB: MEPKOJISALIUS,
pPENepKOIISIMS, PENepKOJIALMs C JEJICHUEM ChIpbs, ApoOHas Marepaims.
[TpuHIMTIBI METOAOB U MpUMeHsiemMoe o0opyaoBaHue. CrnocoObl MPUTOTOBICHUS
OMYJIbCUM U CYCIICH3UMU.

JlexapctBenHas dopma adpozonu. Knaccubukarus mo TUIY MOTydaeMOM
JUCTIIEPCHOM CHUCTEMBI, CHOCOOYy BBEIEHUS, BHUAY a’pO30JIbHOM CHCTEMBI U
OCHOBHBIE TpeOOBaHMSI K a’po3oiisiM. TpebGoBaHusl K MporeuieHTaM. MeTobl
HAIOJHEHUST a’pO30JbHBIX OayioHoB. CTaauud MPOM3BOJACTBA a’3pPO30JIbHBIX
JaekapcTBeHHbIX Qopm. JlekapcTtBeHHas (Qopma chnpeu. OmnpeneneHue u
KjIaccuukanus MO MEXaHM3My paclbUleHuss U MecTy HaHeceHus. Craguu
pOU3BOJACTBA crpeeB. WHransinuoHHble CHOCOObI BBEJAEHUS JIEKAPCTBEHHBIX
BEIIECTB:  HeOynaif3epbl, HHIUWBHUIyAIbHbIE JO3UPOBAHHBIE  a3PO30JIbHbBIE
WHTaJISITOPBI.

Tema 2. Boxo- 1 Bo3a1yxa moaAroroBka Ha ¢papManeBTH4eCKOM MPOU3BOACTBE



TpeOoBaHusg K KadyecTBY BOJAbl M BO3AyXa Ha (papMaleBTUUYECKUX
npeanpuatusx. OOopyaoBaHWEe IS OYUCTKA BO3AyXa. T[E€XHONOTHMH U
000pyI0BaHUE, UCIIOJIb3yEMbIE TPU BOJIOTIOTOTOBKE.

3. Bompochl K BCTYyNUTEJIbHBIM HCHBITAHUSIM 10 MATHCTEPCKOI
nporpamMmme
«/IHHOBaLIMOHHBbIE TEXHOJIOTHH M 000pyI0BaHMe I (papMaLeBTHYECKHUX
NPOU3BOACTB»

[lepeyeHb BOMPOCOB BCTYNMHUTENBHBIX MCIBITAHUNA BKJIIOYAET BOIPOCHI MO
CJIEIYIOUUM Y4eOHBIM KypcaM, OTHOCSAIIUMCS K 0a30BOM M BapUaTUBHOM YacTsIM
npo(eCCHOHATBHOTO MKJIA TUCHUIUIMH OCHOBHOM 00pa30BaTeIbHOW MPOTrpaMMBbl
NOJIFOTOBKY OakanaBpoB 10 HanpaieHHto «[IpomMbiinennas gpapmanusy npoduns
«/IHHOBAIIMOHHBIE TEXHOJIOTMM U O0OpyAoBaHWE s  (papMalleBTUYECKUX
IPOU3BOACTB» (B  COOTBETCTBUU C  (hellepaibHbIMU  TOCYAAPCTBEHHBIMU
oOpazoBaTeIbHBIMU CTaHJAapTaMu Bbiciiero oopazoBanus (OI'OC BO)) no nsym
0JIOKaM:

biok 1. OcHOBHBIE TIpOLIECCH U 000PYI0BAaHUE XUMHUKO-(PapMarieBTUIECKUX
1 Ono(papMalieBTUIECKUX POU3BOJICTB.

biok 2. OCHOBHBIE TEXHOJOTMYECKUE MOHATUS M MPUHIUIBI OpraHU3ALHNH
(dapmaleBTUUECKUX TPOU3BOJICTB.

Baok 1. OcHoBHbIe mpomeccbl W 000pPyIOBaHHE  XHUMMKO-
(apmaneBTHYeCKHX U OModapMalleBTHYECKUX MPOU3BOACTB

1. Onpenenenue JIEKApCTBEHHOTO CpelCTBa. Knaccuduxanus
JIEKapCTBEHHBIX CPEACTB IO MPOUCXOXKICHHUIO, Ccujie (papMaKoIOrHuecKon
aktuBHOCTH. [ToHsITHE 03B! TIeKapcTBEHHOTO cpeacTBa. Knaccudukanus 103.

2. Onpenenenue JIEKapCTBEHHOM hopmBI. Knaccudukanus
JEKapCTBEHHBIX (OpPM MO arperaTHOMy COCTOSIHHIO, B 3aBUCUMOCTH OT MYyTH
BBeseHUs. [{ucnepconornyueckas kinaccupuKaius JIeKapCTBEHHBIX (GOPM.

3. JlekapctBenHast ¢opma mopomiku. Kiaccudukaius, OCHOBHBIC
TpeOOBaHMS, TPEIBABIICMBIC K IMOPOIIKaM. METOJbl TOJYYCHHS TOPOIIKOB U
OCHOBHOE 000pPY/IOBaHHUE.

4, JlexapctBennass ¢opma Tabnerku. Krnaccudukarusi, OCHOBHBIE
TpeOOBaHMsI, TpeabsiBisieMble K Tabmetkam. CTaguu MPOU3BOJACTBA TaOJIETOK.
Knaccudukaiuys BCIOMOTaTeNnbHBIX BEIIECTB, WCIOIB3YEMBIX MPHU MPOU3BOJICTBE
TabJIETOK.

5. Cyxast u BiakHas Tpanyisanus. Mexanu3smbel (OPMUPOBAHUS TPAHYIL.
OcHOBHOE 000pY/IOBaHKE U IPUHITUTI €r0 PaOOTHI.
6. Onpenenenue u crnocoObl TabnetupoBaHus. CTtaauu MPECCOBAHUS

noponikooOpa3Heix  MarepuaioB. Kiaccupukauuss u  OpuUHOUN — JIEUCTBUS
Ta0JIETOYHBIX MAIIHH.

7. JlexapctBenHast gopma gpaxke. Craauu apaxkupoBanus. [IpuHuun
paboThI IpakupoBOYHOrO KOTIA. [lenneTsl. MeTo bl nostydenus nesuier. OCHOBHOE
000OpyZ0BaHUE JIs1 TPOU3BOACTBA MEJUIET U MPUHIIUI €T0 eHCTBHUS.



8. HaneceHue nieHOYHBIX OKPHITUN Ha TAOJETKHU U MeJuieThl. MeTo bl 1
oOopynoBaHue ansi HaHeceHMs] MOKpeITUH. [lpunnumn geiictBus. [ledexTs
TOKPBITHS ¥ IPUINHBI UX BO3HUKHOBCHHSL.

Q. JlexapctBenHast gopma karcynsl. OmnpeneneHue W Kiacchu(DHUKaIus.
OcHoBHbIE TpeOOBaHMsI, MPEABIBIIEMbIC K KaricyaamM. MaTepuanibl, IpUMEHIEMbIC
JUTSL U3TOTOBJICHUS 000JI0UKH Karcynbl. CTaauy MOMydeHuUs: TBEPIbIX KarcyJl.

10. TIlpomecc CYILUKH B XUMHKO-(papMarieBTH4ecKon 17}
ounodapmanestrueckoit orpaciu. Craguu cymku. Kpurepuu nmst BiOopa criocoba
cyluku. BakyymHas TermsoBas cymika. BakyyMHO-CyOnuMandOHHasi —CyIIKa.
PacnbuintenbHas cymika.

11. JlekapctBeHHass ¢opma Mazu. Knaccudukamus maszeil 1mo cocrany,
KOHCHCTEHIIUU, HAa3HAYCHHIO, O0JIACTU MPUMEHEHUs, XapaKTepy ICHCTBUS, THUITY
Ma3eBbIX OCHOB, THIy JUCHEpPCHBIX cucteM. OcHOBHbIE TpeOoBaHUS,
npeabsBiIsiemMble K MazsaM. Kiaccudukaiys Ma3eBbIX OCHOB.

12. Craguu npomsBoacTBa Maszeil. OCHOBHOE 000pyIOBaHUE I KaXKIOH
CTa/IN¥ U TIPUHITUTI ICHUCTBUSI.

13. JlexapctBenHas (opma 3KcTpakThl. Kraccudukanus ¥ OCHOBHBIE
TpeOOBaHUS K IKCTpAaKTaM. METO/IbI MOYICHUS KUAKIUX IKCTPAKTOB: TIEPKOJISIINS,
pPETNEePKOISNMSI, PENePKOJAIUS C JIeJCHHEM ChIpbs, JApoOHas Marepamus.
[TpuHIIUITBI METOAOB U IPUMEHSAEMOE 000pYyI0BaHHE.

14. JlexapctBenHas ¢opma asposzonu. Kiaccudpukanus 10 TUIY
MOJIy4aeMOM JTUCTIEPCHOW CHCTEMBI, CIOocoOy BBEIEHUS, BUIY a’pPO30JbHOMN
CUCTEMBI U OCHOBHBIE TpeOOBaHUS K a’po30JisiM. TpeOoBaHUS K MPOTMEIJICHTaM.
MeTobl HAMOJHEHUS a9PO30JIbHBIX 0aJIOHOB.

15. JlexapctBenHas (opma crnpeu. OmnpeneneHue U K JiacCuPUKaus 1o
MEXaHU3MY paclbUICHUS W MecTy HaHeceHus. CTaauu MPOU3BOJICTBA CIIPEEB.
WuransiuonHble COcOObl BBENEHUS JICKAPCTBEHHBIX BEIIECTB: HeOymai3epsl,
WH/IMBHUIyaJIbHBIE TO3UPOBAHHBIE a3P030JIbHBIC HHT AT TOPHI.

baok 2. OcCHOBHBIE TEeXHOJIOTHYECKHE MOHATHA M NPUHIUIbI
opranu3anuu gpapManeBTHYeCKUX NPOU3BOJACTB

1. [TpyuHUMITBI OpraHU3aluy YUCTHIX MOMEIIEHUM, TUIIbI IOMEIICHUN Ha
dbapmareBTUYECKUX MPEANPUITHSIX.
Kraccer ormacHocTu hapmarieBTH4ecKux BEIIeCTB.
Cramuu pa3paboTKH JEKapCTBEHHOTO CPE/ICTBA.
[TepeHOC TEXHOJIOTHH.
Konmuemnmus Quality-by-Design (QbD).
[IpoMBIIIIIIEHHOE TPOU3BOICTBO.
[TpUHIMIIBI U OpraHU3aLMS KOHTPOJISI Ka4e€CTBA.
Texnonorus ananuza npoieccoB (PAT).
VYrpaBieHue ;KU3HEHHBIM [IUKIJIOM JIEKAPCTBEHHOTO Mperapara.
0. [Tpunnmner Haanexamen gadoparopHoit npaktuku (Good laboratory
practice (GLP).
11. [TpuHLMITBL HaJUIe)KaIen MIPOU3BOJICTBEHHOMN IIPAKTUKH

BHBOoo~NoahkwN



(Good manufacturing practice (GMP).

12. OcHOBHbBIE TIPABOBbIE UCTOUYHUKH JIJIsl PErYIHPOBAHUS JCATEILHOCTU
(bapmaleBTUUECKUX MPEATPUATHH.

13. [lakeTbl mporpamMm, HMCHOJb3yeMbIEC AJSl YIPABJICHUS W KOHTPOJIS
KayecTBa Ha (papMaIieBTUUECKUX MPEIIPUATHS.

14, [lakeTsl mnporpaMMm i YIHpaBICHUS JA0OPATOPUSIMHU aHAIU3a
Ka4yecTBa, aBTOMATH3UPOBaHHAs JlaboparopHas npaktuka (LIMS).

15.  Ilakersl mporpamm Ui IUIAHUPOBaHHMS W YIPaBJICHHUS pecypcaMu
npeanpustus (ERP).

4. PexomeHayemasi JIATepaTypa

IIo Oaoky 1. OcHoBHbIe mpomHeccbl W 000pyAOBaHME XMMHKO-
(papmaneBTHYeCKHX M OMO(papMaleBTHYECKHUX MIPOU3BOJACTB
OcHoBHas:
1. Kommuccapos, 1O. A. IIponeccel u anmaparsl XUMAYECKON TEXHOJIOTUU
[Tekct] yueonoe nmocodue / 0. A. Komuccapos, JI. C. I'opaees, /l. I1. Bent; pen.
IO. A. Komuccapos. — M.: Xumus, 2011. — 1229 c.

2. Anapsiesa XK. W. u np. [pomsimnennas papmanud. [yt cozganus
npoxaykra. — 20109.
3. Menpmytuna H.B., Mummna 1O.B., Ansec C.B. MHHOBallMOHHBIC

TEXHOJIOTUM U 000pynoBaHHE (apmarieBTUHYECKOTro mpousBojactBa. — T.1. — M.:
HznarensctBo BUHOM, 2012- 328 c.

4. Mensmytuna H.B., Mummna 1O.B., Ansec C.B., I'opauenko M.I'.,
I'yceBa E.B., Tpossukun A.}O. MHHOBalmOHHBIE TEXHOJIOTHH M OO0OpYIOBaHHUE
dapmarneBTrueckoro npousBojactea. — T.2. — M.: UznatensctBo BUHOM, 2013-
480 c.

IIo O0gi0ky 2. Ilpouecchl M anmaparbl B XUMHUYECKOM U (papManeBTUYECKOU
TEXHOJIOTUsSIX
OcHoBHas:
1. Makapos, B. B. MHOrokpurepuanbHas ONTUMHU3aLMs aCCOPTUMEHTA U
KauecTBa XMMUYECKOW MpoAyKuuH: yuyeOHoe mocobue / B. B. Makapos, 1O. B.
CooeBa. — M.: PXTY um. JI.1. Menaeneena, 2014. — 100 c.

2. [Taturopckas H. B. u np. Pa3paboTka Mojenn KOMIUJIEKCHBIX ay/IUTOB
dapmareBTHUECKON cucTeMbl kadecTBa. — 2020.
3. H.B. Mensmytuna, A.B. Maracos. CoBpemMeHHbIE HH(OPMAITMOHHBIE

CUCTEMBbI XPaHECHMs JAHHBIX, OOpabOTKH W aHaNIM3a JAHHBIX JJIST MPEIIPHUSTHI
XUMHUYECKON U cMexHbIX otpaciied — M.: PXTY um. JI.1. Menneneena, 2011. —
308c.



