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NOSICHUTEJBbHAM 3AIITUCKA

QapmareBTidecKas pa3paboTka ¢ OCHOBaMH Ouoapmamuu — yqeOHad
IUCLUIUIAHA, COJIEeprKallas CHUCTeMaTH3WpOBaHHBIE HaydHble 3HaHHsS 00 JTanax
pa3pabOTKH JISKAPCTBEHHBIX CPEICTB, BKIIOYAIOUIMX OOOCHOBAHHBIA BBIOOP KX
cocTtaBa W JIeKapcTBeHHOW (DOPMBI, IOKa3aTeld KadecTBa M XapaKTEPUCTHUKH
TEXHOJIOIMYECKOTO TIpoliecca (KpUTHIECKUX I1apaMeTpoB), TpaHC(hep TEXHOIOIHU U3
HCCIIe0BATENBCKUX TOIpa3AelieHnii B MPOU3BOJCTBEHHBIE, Pa3pabOTKy CHCTEMBI
cnenrUKAIMA  Ha  Pa3IMYHBIX  OJTalmax  [POM3BOJCTBA,  CTAHAAPTU3ALHUIO
JIEKAPCTBEHHBIX CPENCTB C obecliedeHHeM WX MaKCHUMaJbHOW OHOIIOTHYecKOM
TOCTYITHOCTH.

Lenb mperiofaBaHus U U3ydeHHs yaeOHON nauciuIuinHel «DapmareBTuieckas
paspaboTka ¢ OCHOBaMH OMO(apMalnum» COCTOUT B (GOPMUPOBAHHMU y CTYIEHTOB U
MPUOOPETEHUM WMW Hay4yHBIX 3HAHWM, YMEHHUH, HAaBLIKOB IIPOBEIEHHMS ITalloB
(GapMaleBTUYECKON pa3pabOTKKM JIEKApCTBEHHBIX CPEJICTB, BaJIMJALMM IIpollecca
MIPOU3BOJICTBA I OOecTIedeHusT UX 0€3011aCHOCTH, 3(P(EKTUBHOCTH U Ka4eCTBa.

3amayd MperojaBaHus W M3yueHUs Y4YeOHOHW AMCLMIUIMHEI COCTOAT B
IIPUOOPETEHHH  CTYJACHTaMHM  aKaJIeMHUYeCKHX,  COLMAaIbHO-IUYHOCTHBIX |
po(eCCHOHAIBHBIX KOMITETCHIMH, OCHOBY KOTOPBIX COCTaBJIs€T CIIOCOOHOCTh K
CaMOCTOSITEIBHOMY  IOMCKY y4eOHO-UH(OPMAaLlMOHHBIX pECypcoB, 3HaHHE WU
IpUMEHeHHe:!

— IIOMCKOBBIX HCCJIEIOBAHWH, MPOBOAMMBEIX TMpU  (hapMalEeBTUUECKOM
pa3paboTKe IeKapCTBEHHOI'O CPEJICTBA;

— Tporenyp pa3paboTKM ¥ BaJUJaLMKd  TEXHOJOTHUU  IPOU3BOJCTBA
JIEKapCTBEHHBIX CPEACTB B IIPOMBILUIEHHBIX yCIOBUSX;

— METOAMK IIOATOTOBKH K PETrUCTpallMd JIEKAPCTBEHHBIX CPEICTB U
COCTaBJICHUsI PETUCTPALIMOHHOIO JIOCHE;

— OumodapmManeBTHUECKUX aCIIeKTOB CO3/aHUs JIEKAPCTBEHHBIX CPENICTB;

— METOJIOB IIPOM3BOJICTBA JIEKAPCTBEHHBIX (OPM U HX CTAaHAApTU3ALUU B
ITPOMBIIIIEHHBIX YCIOBHUSIX;

—  TNPUHIUIIOB COBEPIICHCTBOBAHHS TEXHOJIOTUH IPOM3BOJICTBA
JIEKAPCTBEHHBIX  CPEJCTB U pa3pabOTKU  HOBBIX  CIOCOOOB  MPOM3BOJICTBA
JIEKapCTBEHHBIX ~ CPEJACTB B  JIGKApCTBEHHBIX  (opMax  MEepUOAMYECKOroO,
IIPOJIOHTUPOBAHHOT'O U HAIIPABJIEHHOTO IEUCTBUSL.

IIpenojaBanre  ©  ycHemHoe  M3ydyeHuMe  y4eOHOHW  JUCLUIUIMHBI
«PapmaneBTHUecKast pa3paboTka ¢ OCHOBaMH OMOdapMaliuy OCYIIECTBISIeTCs Ha
0aze MpUOOpPETEeHHBIX CTYJIEHTOM 3HAHUM M yYMEHHH IO paszieiaMm CleIyOLINX
y4eOHBIX TUCLUILINH:

IIpombInIeHHAS TeXHOJIOTHS JIEKAPCTBEHHBIX CPeICTB: XapaKTePUCTHUKH
IPOLIECCOB U 000PYTOBAHUS IPOMBIIITIEHHON TEXHOJIIOTUHU JIEKaPCTBEHHBIX CPEJICTB.

MukpoOuosiorusi: OCHOBHBIE CBOHCTBa MHKPOOPTAHM3MOB, HCTOYHUKU U
IYyTH MHUKPOOHOIO 3arpsi3HEHHs] JIEKAPCTBEHHBIX CPEJCTB  MPOMBIIUIEHHOTO
IPOU3BOJACTBA, METOABl MHUKPOOHOJIOTMYECKOr0 KOHTPOJIS —(apMaleBTUYeCKUX
CyOCTaHLIM{ U JIEKapCTBEHHBIX CPEICTB.
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IMaTosioruyeckasi PU3HOJOrHUs: TUIIOBBIE TATOJOTHYECKHE TIPOLIECCHI, 001IHe
3aKOHOMEPHOCTH HapyIIeHUH (YHKIMN pa3IudHBIX OPraHOB M CHUCTEM OpraHM3Ma
YeJloBeKa.

OcCHOBBI MEIHUHMHCKON CTATUCTHKHU: MATEMAaTUYECKUN aHaJIU3; 3JIEMEHTHI
TEOPUH BEPOSATHOCTH; CTATUCTHUKA, INIAHKPOBAHKE SKCIICPUMEHTA.

O6mwass ¥ Heopranuyeckasi XHMHSI: pacTBOPBI, TEOpUS PacCTBOPOB,
pPacTBOPUMOCTH TBEPJIbIX, KUIKAX 15§ ra3000pa3HbIX BEIIECTB;
KOMIUIEKCOOOpa3oBaHue, IOJIydeHHe HEOpraHMYeCKWX BeIleCTB;, XHMHWUYECKHe
peaxuuu.

Opranuyeckasi XUMHSI: CTPOSHHE OPraHMYECKMX COEIWHEHMH; XUMHYECKHE
pEeaKIiy OPraHUIEeCKUX COSTUHEHUH; CHHTE3 OPraHUYECKUX COEAMHEHHH.

dusnyeckas U KOJJIOUAHAS XUMHMSI: TEPMOJUHAMUKA (ha30BBIX PaBHOBECHUM
(nmpasuiio 'mbG6ca, 3KCTparupoBaHue); TEPMOAMHAMHMKA XUMHUYECKOIO PaBHOBECHS
(3aK0H IEHCTBYIOMMUX MacC, KOHCTAHTa XUMHUUECKOI0 PaBHOBECHS); TEPMOJIUHAMUKA
pa3baBieHHBIX pacTBOpoB (3akoHBl Baut-I'odhda u Payns), uszoronudeckue
pPacTBOPBI; BBICOKOMOJIEKYJIIPHBIE BellleCTBa, MOBEPXHOCTHO-AKTUBHEIE BEIIECTBA,
KOJUTOUHBIE PACTBOPBI, CYCIIEH3UH, SMYJIbCUHU.

Buosiornyeckasi ¢u3MKa: MexaHMKa TBEPLOrO Tejaa M IUIACTUYHBIX TeJ,
MOJIEKyNIIpHas (Gu3nKa (MOJEKYJIIpHO-KMHETHYIEeCKas: TeopHs); pU3nUecKas OITHKA,
AJIEKTPUYECTBO U MarHEeTU3M, YIbTPa3BYK; TETNIOBOE U3ITyUECHHE.

dapmaneBTHYeCKAasl JATbIHb: JIATUHCKas opporpadust ¥ TEPMUHOIOTHUS.

PdapmMaKorHo3us: HOMEHKJIaTypa JeKapCTBEHHBIX pacTeHui U
JIEKApCTBEHHOI'O  PACTHTENIBHOTO  CBIPhS; OHOJIOTMYECKW aKTHBHBbIE BeELIECTBa
pacTeHUH; JIeKapCTBEHHbIE CPEACTBA U3 JIEKAPCTBEHHOIO PACTUTEIIBHOTO ChIPhS.

dapmaneBTHYecKass TMTHeHA: TUTHeHa (papMaleBTUYECKUX OpraHu3allui,
TUTHeHa TpyJa B (hapMalleBTUIeCKUX OpraHu3aIusX.

Opranuzanus H IKOHOMHKA dhapmanun: CTaHIapTHU3AIHS
(GapmaleBTHYECKON e TeTLHOCTH.

@apManeBTHYecKass XUMHUSI: CBS3b MEKIYy XHUMUYECKUM CTPOEHHUEM,
NeUCTBUEM, YCJOBHSIMU XpaHEHHs JIEKAPCTBEHHBIX CPEICTB; OCHOBHBIC METOJIBI
CTaHJapTHU3al1H JIEKAPCTBEHHBIX CPEJICTB.

PapmakoJiorusi: IIyTH BBEIEHUS JIEKAPCTBEHHBIX CPEJACTB B OPTraHU3M;
BCachlBaHWE,  MeTabolM3M W DJIMMHHAIUMS  JIGKAPCTBEHHBIX  CPEJICTB;
(papMakOKMHETHKa JIEKapCTBEHHBIX CPEJCTB; Kiaccu(UKAIHUs JIeKAPCTBEHHBIX
CPECTB 110 (hapMaKOTepareBTHUECKUM IPyIIIaMm.

besonacHocTh  KH3HEAEATEJBHOCTH  YeJIOBeKa:  [IPOU3BOJICTBEHHAS
CaHMUTapHs, TEXHUKA O0€30I1aCHOCTH, IokKapHast 0€301acHOCTb.

B pesynaprare u3ydeHus ydeOHOM JUCLUIUTMHEL «DapMaleBTHYecKas
pa3paboTka ¢ ocCHOBaMU Ouodapmarum» CTyAeHT J0JKEH

3HATh: A

— IIOKa3aTeJId KayecTBa M XapaKTePUCTHKH TEXHOJIOI'MYECKOro Ipoliecca,
BIIMSIOIIME Ha BOCHPOU3BOJUMOCTH KOHTPOJBHBIX TOYEK OT CEpPHUH K CEpHH
JIEKapCTBEHHBIX CPEICTB;

— [OHATHE (ApMALEBTUYECKOM, OUOJOTMUECKOW M  TepaneBTHYECKON
5KBUBAJIEHTHOCTHU JIEKAPCTBEHHBIX CPEICTB;
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— HOpPMAaTHWBHBIE IIPAaBOBbIC aKThl U MH()OPMAaLIMOHHBIE MaTepraibl B 0071acTh
TPOMBIILICHHOTO [IPOU3BOACTBA M (PapMaleBTHYECKOW paspabOTKH JICKapCTBEHHBIX
CPEICTB;

yMeTh: ‘

— Hay4HO OOOCHOBBIBATH COCTaB JIEKAPCTBEHHOT'O CPEJCTBA B KOHKPETHOU
JIeKapCTBEHHOU (hopme;

— YYUTBHIBATH BJIUSHUE (QapMaleBTUYECKUX (PAKTOPOB IMpPU CO3JAHUH
JIEKapCTBEHHBIX CPECTB;

BJIa/1eTh:

— METOJlaMH OIlpe/esIeHUs] OUOJOTHYECKOW HOCTYIHOCTH JIEKapCTBEHHBIX

CPEICTB;
— Meromamu OnodapmarieBTHIeCKOH OIeHKH KadecTBa JIeKApCTBEHHBIX
CPENCTB.
CtpykTypa ydaeOHOU IpOrpamMMBbl o yueOHOU JIUCLUIIIIMHE
«DapmarieBTHUECKas pa3paboTka ¢ OCHOBaMH Ouodapmaiu» COCTOMT U3 JABYX
pa3zenosB.

Bcero Ha usyueHue y4eOHOW OUCHMIIMHBI OTBOAUTCA 144 akageMHUYeCKUX
yaca, U3 HUX 91 — ayaurtopHbIX. PacmpeneneHue ayIUTOpPHBIX 4acoB IO BUIAM
samsTyit: 16/8' qacos nexumii, 75/14"' qacos Ta6opaTOPHEIX 3aHATHH.

Tekyrmas aTTecTanus TPOBOJUTCS B COOTBETCTBUM C YUEOHBIM IUIAHOM IIO
CIIeIMaNBLHOCTH B (popMe 3adeTa (8,9/10,11" cemectp).

dopma nomyueHus 00pazoBaHus — OUHas JHEBHAS U 3a04HAas.

PACHPEJAEJEHME BIO/UKETA YYEBHOI'O BPEMEHH

(OYHAS ®OPMA)
KoaudecTBo yacoB yaeOHBIX 3aHATUN
U3 HUX :
3
e s X | B E
ludp, HazBaHue 3 5 i = = 5 & ®opma
CIICIIMAITBHOCTH = o) 9) = ) & £ | arrecrauuu
&) 2 = 2 S o =
= 5) =9 o
> = @] o O
< © = =z
= S =~
1-79 01 08 8 54 35 8 27 20 3auéT
«Rapmarmi 9 90 56 8 48 34 3auET
Bcero yacos 144 91 16 75 54

1 v
Jli1s 3a04HO# (hopMbl MOSTydeHNs 06pa3oBaHKs



PACIIPEAEJIEHUE BIO/UKETA YYUEBHOI'O BPEMEHUA
(BAOYHASA ®OPMA)

KonnuecTBo 4acoB yueOHBIX 3aHATHH

U3 HUX

<
2
3 % x| E 2
Indp, HazBaHUE 3 o 2] . = 5 & dopma
CHENMUATEHOCTH = S S = g & £ | arrecraunuu
@) R § 2 = e L;E
> = 3 3 3
Q
< Q s =
S < m
= S
9 14 2 2 - 12 -
1-75 01 08 10 65 10 4 6 67 3a4ET
«Dapmanus»
11 65 10 2 8 55 3QuéT
Bcero yacos 144 22 8 14 122
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TEMATUYECKUMN IJIAH
(OYHASL ®OPMA)

HaunmenoBanue pasaeina, TeMBI

KommuectBo yacoB
ayAMTOPHBIX 3aHATUI

Jlexumii | JIaGopaTopHbIX

8 cemecTp
1. Bsenenue B yueOHYI0 AUCUHUIJIHHY
«®PapmaneBTuyeckasi pa3paboTka ¢  OCHOBaMHM 8 27
ouodapmanuu»
1.1.®@apmaneBTHUeCKas  pa3paborka. IIpoussoxacTsBo
JIeKapCTBEHHBIX  cpelacTB. Ilopsmox pa3paboTku | 2 6
IIOCTAHOBKH JICKAPCTBEHHBIX CPEACTB Ha MPOU3BOACTBO
1.2. buodapmanus KaK HayKa. Bnusuue
onodapMaleBTHUECKUX (PAKTOPOB Ha TepalleBTHYECKYIO
AKTUBHOCTD JIEKapCTBEHHBIX bopwm. 2 6
buodapmaneBTudeckue ACIIEKTBI CO3J1aHUA
JIEKaPCTBEHHBIX CPEJICTB
1.3. Hagyexxamas npakTuka hapMakoHaa3zopa 2 6
1.4. Bamupauus mpoueccOB MPOU3BOIACTBA CTEPUIIBHBIX 5 6
JIeKapCTBEHHBIX CPEJICTB
1.5. Banunanus IIPOLIECCOB MIPOM3BOJCTBA
HEeCTEePHMJIBHBIX JIEKapCTBEHHBIX CpeACTB. IpeGoBanus K - 3
TEXHOJOTUYECKOMY 000pYTOBAHHIO

9 cemecTp
2. buodapmaneBTnyeckne ACIEeKThbl
¢papmaneBTHYeCKOH pa3paboTKH  JleKapCTBEHHbIX 8 48
CpeaCTB
2.1. Ouenka dapmareBTHUeCKuX (AKTOPOB  IpH ) 3
BBIITOJIHEHUU (DapMalleBTUYECKOH pa3paboTKu
2.2.  Tlonstue o  OHOJOTMYECKOM  JOCTYIHOCTH
JeKapCTBEHHBIX  CpPeACTB.  MeToabl  OmpeeeHus 2 3
OMOJIOrMYeCcKON TOCTYITHOCTH: in Vitro, in vivo, in situ
2.3. BcacbiBanue QapmaneBTUYecKux cyOCcTaHIUN B
HKEIYJOYHO-KUIIIEYHOM TpaKTe. BricBoboxnenue 2 3
JIEACTBYIOIIMX BEILIECTB U3 TabJIETOK
2.4. BrbIcBOOOXIEHUE JIEUCTBYIOIIMX BEIIECTB W3 B 3
CYIIIO3UTOPHUEB
2.5. BricBOOOXIeHHE IEUCTBYIOIIUX BEIIECTB M3 MITKUX 3
JIeKapCTBEHHBIX CPECTB
2.6. BrinonHeHue QapmareBTHYeCKOH pa3spaboTKH IpH B 3 '
[IPOM3BOJICTBE CTEPUIIBHBIX JIGKAPCTBEHHBIX CPEJICTB
2.7. BepinosnHeHue (papmaleBTHUeCKON pa3pabOTKU Npu 3
IIPOM3BOJICTBE TaOJETOK




HaumenoBanue pasneiia, TEMbI

KonnuecTBo wacos
ay IMTOPHBIX 3aHATUI

Jlexuuit | JlabopaTopHbix
2.8. BrimonHenue ¢apmareBTHUeCKOH pa3pabOoTKu IIpH B 3
MIPOU3BOJICTBE MATKUX JIEKAPCTBEHHBIX CPEACTB
2.9. BemmosnHeHue (apMameBTHIeCKOr pa3padoTKU IIpH 3 3
TIPOU3BOJICTBE CYNIIO3UTOPUEB
2.10. BreimosiHeHre (QapManeBTUIeCKON pa3paboTKu MIpU B 3
ITPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB IS IETEN
2.11. TIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB HA OCHOBE
JIEKapCTBEHHOTO  PACTUTEIBHOTO  CBIPhS.  MeTonbl
UCIBITAHUW W KPUTEPUM  NPUEMIIEMOCTH  JUIS — 3
JIEKapCTBEHHOTO PacTUTENLHOIO CBIPbS 1%}
JIEKapCTBEHHBIX CPEACTB HA €r0 OCHOBE
2.12. BreimonHeHue (papManeBTUYecKON pa3padoTKu MpH
MTPOU3BOJICTBE JIeKapCTBEHHBIX CPEICTB c — 3
MOIU(DUIIMPOBAHHBIM BEICBOOOXKIEHUEM
2.13. JIOKJIMHUYECKHE WCCIEeNOBAHUs JIEKAPCTBEHHBIX B 5
CPEJICTB
2.14. KnuHnueckue UCIBITaHUS JIEKAPCTBEHHBIX CPENCTB - 2
2.15. TpebGoBanus K  CTpyKType #  o0BeMy B 3
(dapmalneBTUYeCKoi pa3paboTKu
2.16. Bri6op METOJ0B KOHTPOJISI KadyecTBa 5 .
JIEKapCTBEHHBIX CPEJCTB 3
2.17. brOSKBHUBaJIEHTHOCTD JICKAPCTBEHHBIX CPEJICTB — 2
Bcero yacosn 16 75




TEMATHYECKHM TIJIAH
(BAOYHAS ®OPMA)

HaumenoBanue pasacia, TEMbL

KonmnuecTBo yacos
ay IUTOPHBIX 3aHATUI

Jlexuwii | JTaGopaTopHbIX

CaMmocTosTenbpHas
pabota

9 cemecTp

1. Brenenue B y4eOHY10
AUCUUIIUHY «DapmaneBTHYECKASA
pa3zpaboTka c OCHOBaMH
ouodapmanuu»

65

1.1. ®apmaueBTHueckass pazpaboTka.
[Tpon3BOJACTBO JIEKAPCTBEHHBIX CPEICTB.
[Topsimok pa3pabOTKX X IIOCTaHOBKHU
JIeKapCTBEHHBIX CPEeICTB Ha
IPOM3BOJICTBO

12

10 cemecTp

1.2. buodapmanus kak Hayka. BiusHue
OnodapmalleBTUUeCKUX  (PaKTOpoB  Ha
TepareBTUIECKYIO aKTUBHOCTD
JI€KapCTBEHHBIX bopm.
brodapmanesTuieckue ACTIeKTHI
CO3/IaHMs JICKAPCTBEHHBIX CPEJICTB

13

1.3. Hannexaias npakTuka
bapmakoHagzopa

13

1.4. Banupanus MIPOLIECCOB
IIPOM3BOJICTBA CTEPHJIBHBIX
JIEKapCTBEHHBIX CPEICTB

13

1.5. Banunanus IIPOLIECCOB
[IPOU3BOJICTBA HECTePUJIbHBIX
JIeKapCTBEHHBIX CpeAcTB. TpeboBaHuUs K
TeXHOJIOTHYECKOMY 000pyI0BaHHIO

14

2. buodapmaneBTHYeCKHE ACHEKTbI
(papmaneBTHYECKOI pa3paboTKH
JIEKapCTBEHHBIX CPeACTB

69

2.1. Ouenka bapMaLeBTHYEeCKUX
GaxTopoB pH BBIITOJTHEHUU
(GapMaleBTUYECKOHN pa3paboTKu

14

11 cemecTp

2.2. [ToasTue 0 OHOJIOTUYECKOH
JIOCTYIIHOCTH JIEKAPCTBEHHBIX CPEJICTB.




HaumeHnoBaHue pasacia, TEMbI

KonnyecTBo yacoB
ay IMTOPHBIX 3aHATUI

Jlexuuit

JlabopaTopHBIX

CamocTosITebHas
pabota

Mertombl  ONpeneseHnsT OHOIIOTHYeCKOH
IOCTYIHOCTH: in Vitro, in vivo, in situ

2.3. BcaceiBanue (apMaleBTHUECKUX
cyOCTaHIUH B  KEIYJOYHO-KHUIIEYHOM
Tpakte. BrIcBOOOXAEHNE NEUCTBYIOLINX
BEIIECTB U3 TaOJIETOK

2.4. BpicBOOOXKIeHUE  IEHUCTBYIOIIUX
BEIECTB U3 CYIIIO3UTOPHUEB

2.5. BricBOOOXIEHUE  JEHCTBYIOLIMX
BEIIECTB W3 MATKUX JIEKAPCTBEHHBIX
CpesICTB

2.6. Bprmmonnenne QapManeBTHUECKON
paspaboTku IIpU [IPOU3BOLCTBE
CTEPUJIbHBIX JIEKAPCTBEHHBIX CPEJICTB

(V8]

2.7. BreimonHenue (papManeBTHUYECKOH
pa3paboTKu MpY IPOU3BOICTBE Ta0IETOK

2.8. BrmonHenne QapmaleBTUUECKOH
pa3paboTKU IMpPU IPOU3BOJCTBE MSITKHUX
JIeKapCTBEHHBIX CPEJICTB

2.9. BrimosHeHue (QapManeBTUYECKOU
pa3paboTKu Ipu IIPOU3BOACTBE
CYIIIIO3UTOPUEB

2.10. BremonHenune GhapMaleBTHUeCKON
pa3paboTKH npu MIPOU3BOJICTBE
JIEKAPCTBEHHBIX CPEJICTB JJIS IeTel

2.11. TIpow3BOACTBO  JEKaPCTBEHHBIX
CpPeICTB Ha OCHOBE JIEKAPCTBEHHOIO
PaCTUTEILHOTO CBIPBSL. Mertoib
UCIIBITAHUNA U KPUTEPHUU IPUEMIIEMOCTH
JUIsL  JIEKAPCTBEHHOT'O  PACTUTENILHOIO
CBIPBSl U JIEKAPCTBEHHBIX CPEJCTB Ha €ro
OCHOBE

2.12. BrmosineHue ¢apMaleBTHUeCcKOH
pa3paboTku npu IIPOU3BOJICTBE
JIEKapCTBEHHBIX CpeICTB C
MO (QUITMPOBAHHBIM BBICBOOOXKIEHUEM

(U8
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COJAEPKAHME YYEBHOI'O MATEPUAJIA

1. Beenenne B yueGuyio nucuuminny «PapmanesTudeckas pazpadborka ¢
OocHOBaMHU OHogapmMaHu»

1.1. ®apmaneBTnueckasi paszpabotrka. IIpoM3BOACTBO J1€KAPCTBEHHBIX
cpeact. Ilopsinok pa3paGoTkH M NOCTAHOBKM JIEKAPCTBEHHBIX CPEACTB Ha
NPOU3BOICTBO ‘

Texuuueckuit xouekc ycranosusineiics mpaktuku TKIT 022-2012 (02041)
«[Tpou3BOJCTBO JIEKAPCTBEHHBIX CpencTB. llopsimok pa3paboTKu M IOCTAaHOBKU
JIEKApCTBEHHBIX CPEJCTB Ha MPOU3BOJICTBOY, €r0 CTPYKTYpa U COJEpIKaHue.

Iemn u 3amaum (apMmaleBTHUYECCKOH pa3paboTku. (OCHOBHBIE TEPMHUHBI U
onpezenenus dhapMmaleBTHIecKol paspabotku. OcHOBaHU Ul (papMaleBTHYECKOH
pa3paboTKK ¥ TIOCTAHOBKH Ha IPOM3BOJACTBO JIEKAPCTBEHHBIX cpelcTB. Ilman
(GapmareBTHUECKOW pa3paboTKH JIeKapCTBEHHBIX cpelAcTB. (OCHOBHBIE CTaIUK
npoiiecca (GpapMaleBTHUECKON pa3paOOTKH OPUTHHAIBHBIX JEKAPCTBEHHLIX CPEICTB.
OcHOBHBIE CTaaWM TMpolecca (apMaleBTHIeCKod pa3paboTKu TIeHEePHUUECKUX
JIEKapCTBEHHBIX Cpe/cTB. Pa3paboTka (BBIOOp) JeKapcTBEHHONW (GOPMBI M pa3paboTKa
cocraBa.  M3ydennme — (GU3UKO-XMUMHYECKMX M OWOJIOTMYECKHUX  CBOMNCTB
bapmareBTUYecKON CyOCTaHIMK, BCIIOMOIaTeJIBHBIX BEIIEeCTB U JIEKAPCTBEHHBIX
cpencTB.  V3ydeHHe COBMECTMMOCTH  JCUCTBYIOIIEro  (IEHCTBYIOLIMX, €CIH
HECKOJIbKO) M BCIIOMOTATENbHBIX BellecTB. V3ydeHue IpuMecel, IpoBeleHHE
CTPECCOBBIX HCIBITAHWM. BBIOOp yIMakoBKM TOTOBBIX JEKAPCTBEHHBIX CPENCTB IIPU
BBITIOJIHEHUN  (hapMalleBTUUeCKOl pa3paboTku. PaszpaboTka creunmpuxanuii u
METOJIMK HWCIIBITAHUNM HMCXOJHBIX M YIAaKOBOYHBIX MaTepuajoB, pa3paboTka
cneruuKauid ¥ METOJUK HCIBITAaHUU TroToBOM mpoaykuuu. OcyluecTBieHne
KOHTPOJISI HUCCIEIYyeMBIX CEepUd, HUCCIeNOBaHUs CTaOMIILHOCTH, MPOU3BOICTBO
nabopaTopHbIX cepuit. PazpaboTka mpoekra hapMakoneHol CTaThu MPOU3BOIUTEIS
(OCI]) Ha nexapCcTBEHHBIE CPEICTBA.

1.2. buodapmanus kaxk Hayka. Biausuue OuodapmaneBTHUYECKHX
(GaKTOpOB Ha TepameBTHYECKYI0 AKTHBHOCTHL JIEKApPCTBEHHBIX (dopm.
buodapmaneBTnyeckne acnekThl CO3AaHUS JeKaPCTBEHHBIX CPEACTB

buodapmanus — Teoperuueckass OCHOBa pa3pabOTKM W CTaHIApPTH3ALUH
OezonacHbIX U 9((EKTUBHBIX JIEKAPCTBEHHBIX (GOpM. McTopust BOZHUKHOBCHHUS |
IIEPCIIEKTUBBI Pa3BUTHS OMO(apMaITHiH.

OcHoBHBIE HaIpaBIICHUS 6rodapMalieBTUIECKIX UCCIIeIOBaHU.
dapmalneBTHUecKas, OuoJIOrMYecKas M TepaleBTHYecKas OSKBHBAJIEHTHOCTH
JIEKapCTBEHHLIX cpelcTB. PapmaneBTUYecKre, OHOJOruYecKue U (QpU3UOJOTHIeCKUe
(axrops!, BiusrONIMEe Ha OUOJOTMYECKYIO IOCTYITHOCTEH JIEKAPCTBEHHBIX CPEJICTB.
buonornyeckoe 3HaueHue (hapMaleBTUYECKUX IPOIECCOB, TMPOTEKAIONUX IIPH
IOJIYyYEHHUH JIEKAPCTBEHHBIX CPEJICTB.
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1.3. Hapuexkamasi npakTuka (papmMakoHaasopa

Texuudeckuit Kojekc ycranosusmieiicsts npaktuku TKIT 564-2015 (33050).
«Hamexamas npaktuka (apMakoHAn30pa», O0TacTh MPUMEHEHUs, TEPMHUHBl U
omnpeneneHus. TpeOoBaHUs K CHCTEMe KayecTBa CHCTEMBI (hapMakoHan3opa. Macrep-
(aiin  cuctembl (apmakoHag3zopa. VIHCHEKTHpOBaHWE M ayJUT  CHCTEMBI
papmakonamzopa. Cucrtema ympaBieHus puckamu. OpraHuzanus paboTel ¢
uHPOpMaIMell O HeXeJlaTelIbHbIX peakLUUsxX Ha JIEKapCTBEHHBIE CPEICTBA.
ITepronuyeckuit OT4eT  II0 0e30macHOCTH  JIEKaPCTBEHHBIX  CPEICTB.
[TocTpeructpallOHHbIE HCCIIeIOBaHUS OE30MIaCHOCTH JIEKAPCTBEHHBIX CPEJICTB.
NudopmupoBaHue o 0€30MaCHOCTH JIEKAPCTBEHHBIX CPEICTB U MEPhl MUHUMMU3ALMH
pucka.

1.4. Baaugauusi npouneccoB NPOU3BOACTBA CTEPHUJIbHBIX JIEKaPCTBEHHbIX
CpeacTB

Texuuueckuit Komekc ycraHoBuBInehcs mpakTuku TKIT 433-2012 (02041)
«IIpou3BOACTBO JIEKApPCTBEHHBIX CPENCTB. Bamupanus TpoLeccoB NPOU3BOACTBA
CTepUIILHBIX JIEKAPCTBEHHBIX CPEACTBY, €r0 CTPYKTypa U COJEPIKaHME.

[IpuHIIUIT MPOW3BOACTBA CTEPWJIBHBIX JIEKApCTBEHHBIX cpencts. OOmue
TpeOOBaHUS K MMPOU3BOACTBY CTEPUIIBHBIX JEKAPCTBEHHBIX CpeACTB. IpeboBaHus K
YUCTOTe IIPOM3BOJICTBEHHBIX TMOMeIleHUH. [lapaMeTpel OKpyKarouen Ccpejb
MIPOU3BOACTBEHHBIX TMOMEIICHUM, UCIIONb3yeMble MpU Baiunanuu. Kcrnonapzosanue
U30JIUPYIOIIEH TEXHOJOTHH B MPOU3BOACTBE CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEJCTB.
Kputnyeckue  (QakTopsl  H30JUPYIOIIEH  TEXHOJIOTMM  [PU  BalWOalUH
TEXHOJIOTUYECKOTO Ipoliecca.

YCTpOHCTBO I BBIJIyBaHUS/HAINOJHEHUS/TePMETU3aUU  CTEPUJILHOK
nponykiuu. IlpeumylnectBa HM30JUPYIOIIEH TEXHOJIOTMM Ul IIPOM3BOJICTBA
CTEpUJIBHBIX JIEKAPCTBEHHBIX CPeACTB. BrIOOp Kilacca YMCTOTHI MPOM3BOICTBEHHBIX
nomMeteHuit. TpeGoBanus, MpeabsIBIsIEMbIe K NIEPCOHAIY, 3aHITOMY B IIPOU3BOJICTBE
CTEpHIBHON IPONYKUMH. Baiuiammss acenTHdeckoro mpolecca. Bamumarus
IIPOLIECCOB CTepHIIM3aluu. [lapameTpsl, UCMOb3yeMble Ul BaJMaldy Ipolecca
YKYINOPKUA CTEPUJIBHBIX JIEKAPCTBEHHBIX CPEACTB. Banupmauus UCHBITAaHMKA Ha
CTepPUIIBHOCTb.

1.5. Banunanus npoueccoB NPOU3BOACTBA HEeCTEePUJIbHbIX
JIEKApCTBEHHBIX cpecTB. TpeGoBaHUs K TeXHOJIOTHYECKOMY 000pPY10BAHHIO

Texnuyeckuil konekc ycraHoBuBieidcss mpakTuku T[KIT 434-2012 (02041)
«IIpou3BOACTBO JIEKAPCTBEHHBIX CpeACTB. Bamupanus MpoleccoB MPOMU3BOACTBA
HECTEPHUJIIbHBIX JIEKAPCTBEHHBIX CPELACTBY, €r0 CTPYKTypa U COLIEpIKAHUE.

O6mnacTp NpPUMEHEHMs] BallJallMM IIPOLIECCOB IMPOU3BOACTBA HECTEPUIIBHBIX
JIEKapCTBEHHBIX CPelICcTB. B3anMocBs3bh MexIy pa3paboTKOM, BadualMen npouecca
IPOM3BOJCTBA M pPErucTpalyeil JIEKapCTBEHHBIX CpeACTB. Buasl u opraHusanus
MPOBEIEHMS BaJMJallMM IIPOLIECCOB MPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB.
OCHOBHBIE IPUHIUIBI BaIUJALUK TPOIECCOB IPOU3BOACTBA HECTEPUIIBLHBIX
JeKapCTBEHHBIX CpeACTB. TpeCoBaHHWS K TEXHOJIOTMYECKOMY O0OpYIOBaHMIO JIJIs
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IIPpOU3BOACTBA JICKAPCTBEHHBLIX CPEICTB. Banunamus NpouecCoB IMPOU3IBOUACTBA
TBEPABIX )103Hp0BaHHI)IX JICKapCTBCHHBIX CPCACTB.

2. buodapmaneBTuyeckne acnexkTol (papmManeBTHYeCKOH pa3padboTku
JIEKAPCTBEHHbIX CPEACTB

2.1. Omuenka ¢apmaneBTuyeckux (aKTOpoB IMPH  BbINOJIHEHHHU
dhapmaneBTHYECKOH pa3paboTKH -

dapmarieBTHUYeCKHe (HAKTOPBI, MX COAEPIKAHUE U BIUSHUE HA OHOJIOIMUYECKYIO
JOCTYIIHOCTh JIEKAPCTBEHHBIX cpeAcTB. (Duszndyeckoe COCTOAHUE JIEKAPCTBEHHBIX
CPEICTB: CTeleHb JTUCIIEPCHOCTH, IOonuMoppusM, crepeonsomepus. Ilpocras
XUMHAYECKast MoAU(DUKALUSA JIeKapCTBEHHBIX CpPEICTB, pPacTBOPUMOCTh
JIEKAPCTBEHHBIX CPEJICTB B OHOJNOTHYECKUX KHUAKOCTAX. KomamuecTBo M mpupoaa
BCIIOMOTATCIBbHBIX BEIIECCTB, MIPHMECHSICMBIX JII TIPOU3BOACTBA JIEKAPCTBCHHBIX
CpEelNCTB. Bum JjexkapcTBeHHOW (GOpPMBI W IyTH €€ BBEJIEHHS B OPraHu3M.
TexHOJIOrHUeCKUi MPOLIEeCC MPOU3BOACTBA JIEKAPCTBEHHBIX cpelcTB. OCHOBHAs LETh
oLeHKkH (apMaleBTHIeCKUX (AKTOPOB B XOJe BBIIOJIHEHHS (QapMaleBTUYeCKON
paspaboTku. bBuodapmarieBTuueckas KilacCU(PUKALMOHHAA cucTeMa. BiusHue
KpUCTAIIOrpadUUecKuX IapaMeTpoB, XHUPAbHBIX CBOMCTB BEIECTB, XMMHYECKOH
CTa0MIBHOCTH BEIIECTB, IUIOMIAAN TTOBEPXHOCTH M pa3Mepa YacTHll, KOJIUYeCcTBa U
IPUPOJIBI BCIIOMOTATENBHBIX BEIIECTB, ITapaMeTpOB IIPOU3BOJCTBEHHOIO Ipolecca
Ha OWOJIOTMYECKYIO ITOCTYITHOCTH JIeKapCTBEHHBIX CpPEICTB. I pyIIBl BEIIECTB C
KPUTHYCCKHUM THUIIOM BIUSIHHS [ApaMeTpOB pPAaCTBOPEHUs Ha OHOJIOIHYECKYIO
JIOCTYITHOCTB JICKAPCTBEHHBIX CPEACTB U TepareBTUIECKUN 3(h(PeKT.

dapmareBTruecKkue GaKToOpsl U papMaKOKUHETHKA.

2.2. IlougaTHe 0 OMOJIOTHYECKON NOCTYIHOCTH JIeKAPCTBEHHBIX CpPEICTB.
MeToabl onpenesieHusi 6MOJOTHYECKOH TOCTYNMHOCTH: in vitro, in vivo, in situ

XapakTepucTUKa OHOJIOTHYECKOM JIOCTYMHOCTH JIEKapCTBEHHBIX CPEJICTB.
Metozns!l omnpeneneHnss OUOIOTMYECKONW HOCTYNMHOCTH: (PapMaKOKUHETUYECKUN |
GapmakoguHamMuueckuid.  AOcomoTHass M OTHOCHUTENbHAs  OuoJorudeckas
JOCTYIHOCTh. DTaJOHHbIE JIEKAPCTBEHHBIE CPEICTBA.

Omnpenenenne OMOTOTHUECKON JOCTYITHOCTH JIEKAPCTBEHHBIX CPEICTB 1N VItro
Ul TabJIeTOK Ha IpuMepax OAHO(a3HOM, MHOrO(a3HBIX W PaCIpeNeTUTEITHHBIX
MoJieIel BEICBOOOKIEHUSI (papMarieBTUIeCKUX CyOCTaHITUH.

I IpHHLMIIBI pacueTOB OHUOJIOrMYECKOU JIOCTYITHOCTH JIEKAPCTBEHHBIX CPEJICTB.

OcHOBHBIE  ITOKa3aTeId OHOJOTMYECKONW  JTOCTYIHOCTH  JIEKAPCTBEHHBIX
CpeACTB. BiusHUE DSHIOTEHHBIX (PU3UOJOTMYECKUX, MaTOPUINOIOTUYECKUX,
KIMHUYECKUX (PaKTOPOB Ha OMOJIOTMYECKYIO JTOCTYITHOCTH JIEKAPCTBEHHBIX CPEJICTB:
BO3pacTa M IIOJIa YeJIOBeKa, TeMIeparypbl Teja, OHUOPUTMOB, MaTOJIOTMUYECKUX
IIPOLIECCOB U MHIAMBHUIYaJIbHBIX OCOOCHHOCTEH OpraHu3Ma dYesloBeKa, alikoToJsl U
KypeHus. BiusHue 5K30reHHBIX (AKTOPOB Ha OHOJIOTHYECKYIO JOCTYITHOCTh
JE€KapCTBEHHBIX CPENCTB: TeMIIEpaTyphl OKPYXKAIOLIEN HeJIOBEKA CPebl, MArHUTHOIO
I10JIsI ¥ METEOPOJIOTMUECKUX (PAKTOPOB.
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BiusiHAE B3auMOJIEWCTBHUS JIEKAPCTBCHHBIX CPEJICTB Ha OHOIOTHYECKYIO
JOCTYIHOCTE: (hapMareBTudeckoe, hapMaKOKMHETHYECKOEe, (apMaKoAHHAMHYICCKOS
1 DU3HOJOrMYeCcKOe B3aUMOICHUCTBHE.

Otanbel 6ModapMalleBTUUECKON OLEHKM KadeCTBa JIEKAPCTBEHHBLIX CPEICTB.
BpIOOp TpubOpa ¥ YCIOBUM Ui ONpENeNeHUs KUHETHKH BBICBOOOXKICHMUS
JIEKApPCTBEHHBIX CPEJCTB U3 JIEKapCTBEHHON (GOpMBI B ombITax in vitro. Msydenne
OMOJIOrMUECKON TOCTYITHOCTH B OIBITAX in Vivo, pacdeT MapamMeTpOB KOPPENSIuH
pe3yNbTATOB in Vitro u in vivo.

Msyuenre OUOJOTHUECKOW MOCTYIHOCTH B OIBITax in situ: MOJeJbHBIE
CHUCTEMBI OTIBITOB, YCJIOBUS MPOBEICHUS UCCIIENOBAHUM.

2.3. BcaceiBanne QapManeBTHUYECKHX CYOCTAaHUMI B KeJyJI04YHO-
KHIIEYHOM TpakTe. BbicBoOOKIeHUEe NeHCTBYIONMX BelecTB U3 Ta0JIeTOK

MexaHu3Mbl BCaChIBaHUsI JEHCTBYIOIINX BEILIECTB U3 TaOJIETOK B JKEIyL0YHO-
KAIIEYHOM TpakTe. BnusHue ¢dapmareBTHUeCKUX (AKTOPOB Ha BCACLIBAHUE WU
OMOJIOrHYECKYIO JOCTYITHOCTD JeUCTBYIOIINX BEILIECTB U3 Ta0JIETOK.

buodapmarieBruueckue TECTHl JUISI TBEPABIX NTO3UPOBAHHBIX JIEKAPCTBEHHBIX
dopm: Tect «PacmamaeMocTh», TecT «PactBopenue». Ilpuboper mns mnposelneHus
tecta «PacTBOpenue»: mnpudop ¢ KOP3MHKOHW, NpUOOp C JIONACTHIO-MEILalKOMH,
pubOp C MOPITHEBBIM LIUIUHAPOM, IIPUOOP C IMPOTOYHON KIOBETOM.

ABTOMAaTH3UPOBAHHbIE CUCTEMBl U NPHUOOPBI I OIpPENeNeHUs CKOPOCTH
PACTBOPEHHS U BEICBOOOKIEHUS IEKaPCTBEHHBIX CpeiCTB. [IprGophl, IMUTHPYIOLIE
IPOIECCHI BBICBOOOJKIEHUSI W BCACBIBAHUS JIEKAPCTBEHHBIX CPEICTB: «Sartoriusy,
«Rezomaty, «Rezotest Kochay.

2.4. BricBOOOXKACHUE A CTBYIOUIMX BellleCTB U3 CyNIO3HTOPHEB

Onpenenenre OUOJIOTHUYECKON TOCTYITHOCTH JEHCTBYIOIIMX BEIIECTB U3
CYIIITO3UTOPUEB B OIBITax in vitro. OmnpenesneHnre OUOJOTHYECKONW HOCTYITHOCTH
HNeUCTBYIOLIMX CpPEACTB M3 CYIIO3UTOPHEB B OMNbITaX In vivo. BcackiBanue
JNEUCTBYIOIMX  BELIECTB M3  Cynmo3utopueB. DakToOphl, BIUSIONIME  Ha
BBICBOOOJKJIEHME  JIEMCTBYIOLIMX  BEINECTB M3  CYNIIO3UTOpUEeB.  BrusHue
BCIIOMOTATEIbHBIX BEINECTB Ha OWOJOTHYECKYIO JIOCTYITHOCTH JEHCTBYIOIIMX
BEIIIeCTB U3 CYIIO3UTOPHUEB.

[IpenmyIiecTBa U HEZOCTATKU PEKTAIBHOIO ITyTH BBEICHHUS JIEKAPCTBEHHBIX
cpencts. IlpaBuia BBeIeHUs JIEKAPCTBEHHBIX CPENICTB B CYIITO3UTOPHH, UX BIIUSIHUE
Ha OunoJjoruyeckyro mocTymHocTb. COBpeMEHHBIE KPUTEPUU OLEHKHM KadecTBa
cynmosutopuen. IlpuOopsl ans  ompeneneHUs: BBICBOOOXIEHHUS AEUCTBYIOLIMX
BEIIIeCTB U3 CYIIIO3UTOPHUEB. ‘

2.5. BeicBo0OOk/1eHHe 1eHCTBYIOIINX BelIeCTB U3 MATKHX JEeKAPCTBEHHBIX
CpeacTs

BcacbiBanue NEHCTBYIOIIMX BEIIECTB M3 MSTKHUX JIEKAPCTBEHHBIX CPEJICTB
gepe3 Koxy. Onpenenenue 6MONOrUYecKON JOCTYITHOCTH JIEHCTBYIOLIMX BEIIECTB M3

MSTKHX JIEKapCTBEHHBIX CPENCTB METOJOM JHalii3a Hepe3 IOJYIPOHMLIAEMYIO
MeMOpaHy U 1uddy3uu B arap.
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MDakTopsl, BIUSIONME HA OHOJOTHYECKYIO JOCTYITHOCTH M BBICBOOOXKICHME
NCUCTBYIOLIMX BeIIeCTB M3 Mased. OmnpeneneHue OUOTOTMUECKON HOCTYITHOCTH
JNEUCTBYIOUIMX BEIECTB M3 Maszeil B ombITax in vitro u in vivo. IlpaBuna BBeneHUs
JIEKApPCTBEHHBIX CPEJCTB B MasW, HX BIMSHHAE Ha OMOJIOTHUECKYIO JOCTYITHOCTh
JIEKapCTBEHHBIX CPELICTB.

2.6. Boinosinenue ¢papmaneBTHYECKOH pa3pabOoTKH NpU MPOW3BOACTBE
CTEPHUJILHBIX JIEKAPCTBEHHBIX CPEACTB

Dransl hapMaleBTHYecKol pa3paboTKK CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEJICTB.
dapmaneBTHYECKass pa3paboTka cocTaBa, TEXHOJOTMH U JIEKAPCTBEHHOW (OpPMbI
CTEPHJIBHOTO JICKAPCTBEHHOTO CPEJCTBA. PUCKM M KPUTUYECKHE TOUKHM Ipolecca
[POW3BOJICTBA CTEPHJIBHBIX JIEKAPCTBEHHBIX CPeACTB. PaspaboTka M Bajiuaalius
TEXHOJIOTMK ITPOM3BOJACTBA CTEPHJIBHBIX JIEKApCTBEHHBIX cpencts. Kareropuu
TEXHOJOTUYECKUX OlNepaludid MpU MPOU3BOJACTBE CTEPUIIBHBIX JIEKAPCTBEHHBIX
cpencTB. YucThle 30HBI JUISI MPOM3BOJCTBA CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEICTB,
MPUMEPBHI  BBIMIOJIHAEMBIX ornepanuil. Cucrema rapaHTUPOBaHUS CTEPHILHOCTH Ha
IPOW3BOJACTBE.  Pe3ymprarhl  (apmareBTHUeCKOH  pa3pabOTKM  CTEPHIIBHBIX
JIEKapCTBEHHBIX cpeAcTB. CTaHmapTU3alys FTOTOBOM MPOLYKIHH.

2.7. BuinonHenue ¢apmaneBTHYECKON pa3padOTKH NPH NPOU3BOACTBE
TabJ1eToOK

dapmarieBTHUECKasT pa3paboTka TEXHOJIOTHH IPOU3BOACTBA TabneTok. Pucku
W KpUTHYECKHME TOYKM Tpoliecca MpPOU3BOJCTBa TabieTok. Beibop crocoba
MIPOM3BOJICTBA TabJIETOK B 32aBUCUMOCTH OT (PU3UKO-XUMHUUECKUX U TEXHOIOTUYECKUX
cBoifcTB BeulecTB. CoBpeMeHHOEe 00OpyJOoBaHUE, IPUMEHsIeMOe JUIsl IPOU3BOJICTBA
tabneTok. Banmumanus mporecca nmpousBojcTea TabneTok. TabneTku sl oKa3aHus
JNEUCTBUS B OJKENyIKe —  TracTpOpeTeHTHBHble. TabieTku, copepKalue
UHAUBUAYaJbHBIE HOCHUTENIM JIeKapCTBEHHBIX cpencTB. (COBpPEMEHHBIE BU[BI
yIakoBku TabneTok. Pe3ynpraTel (apManeBTHYeCKOM pa3pabOTKU TEXHOJIOTMU
npou3BoAcTBa Tabnmetok. Cranmaptusanus W paszpaboTka creurduxanuil Ha
HCXOOHOE CBIpbE UL MIPOU3BOJACTBA TabseTok. CTaHgapTU3aLUs IPOMEKYTOUHON U
roToBOM mpoayKuuu. PazpaboTka crenudukanuii Ha MPOMEXYTOUHBIM W TOTOBBIH
POIYKT.

2.8. Beinonnenue ¢papmaneBTHYecKold pa3paboTKH NpPH NPOH3BOACTBE
MATKHX JIEKaPCTBEHHbIX CPeICTB

Otanel (papMaLeBTUYECKON pa3paboTKKM MSTKUX JIeKapCTBEHHBIX CPEJICTB.
Pucku u KpuTHHYeCKHe TOYKU IIpoliecca IPOU3BOJACTBA MSIKUX JIEKaPCTBEHHbBIX
cpeacts. PapmaneBTUdeckas pa3paboTka cocTaBa, TEXHOJIOTHH U JIEKapCTBEHHOU
(GOpMBI  MSATKHX JIEKapCTBEHHBIX CPENCTB. Pe3ynbraThl  (hapManeBTUYeCKOH
pa3paboTKH cocTaBa, TEXHOJOTHU IPOHM3BOJCTBA U JIEKAPCTBEHHOU (OPMBI MSITKUX
JNeKApCTBEHHEIX ~ CPeNCTB.  PesynbraThl  (apMmaleBTHUecKoif — paspaboTkum W
TIOCTAHOBKHU MSATKUX JIEKAPCTBEHHBIX CPEJCTB Ha MPOU3BOACTBO. CTaHgapTu3alus U
pazpaboTka cHenu@UKaluMii Ha MCXOJHOE CBIPbE JUIss TPOU3BOJACTBA MSTKHX
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JIeKapCTBEHHBIX cpeacTB. CTaHAapTH3aLUs IPOMEKYTOUHON U FOTOBOU MPOJIYKIMH.
PazpaboTtka crienuduKanui Ha NPOMEKYTOUHBIA U TOTOBBIM IIPOLYKT.

2.9. BouinosHenne ¢gapmaneBTHYeCKOHl pa3palOTKH NpPH IMPOH3BOACTBE
CYyNMO3UTOpPHEB

dapmarieBTrueckass paszpaboTKa cocTaBa U TEXHOJIOTHMH IIPOM3BOACTBA
CYNIIO3UTOPUEB. PHCKM U  KpUTHYECKHE TOYKM IIpolecca IPOH3BOACTBA
CYNIIO3UTOPUEB.  DTambl  (apMaleBTUUYECKOM  pa3pabOoTKM  CYIIIO3UTOPHEB.
PesynpTaTel (apmarieBTHUeCKod pa3paboTKU COCTaBa U TEXHOJOTUU IPOU3BOACTBA
cynmosutopueB. CTaHgapTU3aIus U pa3padoTka crieludUKanil Ha HCXOQHOE ChIphe
JUTSI TIPOM3BOJICTBA Cymmo3uTopueB. CTaHIapTU3alus IPOMEXKYTOYHONH U TOTOBOM
npoayKIuy. Pa3paboTka crerudukaiil Ha IpoMeXyTOYHbBIM U TOTOBEIM ITPOIYKT.

2.10. BeimosineHue ¢apmManeBTHYECKOH pa3pa0OTKH NIpPH NPOU3BOACTBE
JIEKAPCTBEHHBIX CPeICTB /IS JeTeil

O61mpe 3aKOHOMEPHOCTH PEaKIMK JeTCKOTO OpraHM3Ma Ha JIEKapCTBEHHLIE
cpeacTBa. YacTHas TEXHOJIOTUS JICKaPCTBEHHBIX CPEACTB IJI HOBOPOJKIEHHBIX U
jgereil 0 TEpBOro TOAa OKM3HHM. OTanbl (apMaleBTUYeCKOH pa3paboTku
JIEKapCTBEHHBIX CpencTB i gereif. PapmareBTudeckas pa3paboTKa COCTaBa,
TeXHOJIOTHU TIPOHM3BOJCTBA M JIEKAPCTBEHHOH (HOPMBI JIEKAPCTBEHHBIX CPEICTB IS
nereri. OcobeHHOCTH (DapMaleBTUYeCKOW pa3paOOTKU TEXHOJOIMH IPOM3BOICTBA
JTeKapCTBEHHBIX CpeNCTB Il jgereil. Pa3paboTka M  Banupalusd TEXHOJIOIMH
TIPOM3BOJICTBA CTEPMJIBHBIX JIEKAPCTBEHHBIX CPEACTB Ul nered. CraHmapTuzanus
FOTOBOW HNPOAYKIUH.

2.11. ITpou3BOACTBO JIeKAPCTBEHHbIX CPEACTB HA OCHOBE JIEKAPCTBEHHOTO
PACTUTEJBHOI0 Chipbs. MeToaAbl HCIBITAHUN U KPUTEPHH NPHEMJIEMOCTH 11
JIEKAPCTBEHHOI0 pACTUTEJbHOIO ChIPbS H JIEKAPCTBEHHBIX CPEACTB Ha ero
OCHOBe ]

Texnnueckuil koxekc ycraHoBuBIercs mnpaktuku TKIT 454-2012 (02041)
«IIpon3BOACTBO JEKapCTBEHHBIX cpencTB. CrenupuKanuu: MeTOJbl UCIBITAHUN U
KPUTEPUHU IIPUEMIIEMOCTH IS JIEKAPCTBEHHOTO PACTUTENIBHOTO ChIPhSI, IPOJIYKTOB U3
JIEKapCTBEHHOI'O PACTUTENLHOIO ChIPbSl U JIEKAPCTBEHHBIX CPEACTB PACTUTEIBHOIO
[IPOUCXOXKIECHUA», €0 CTPYKTYpa U COEPIKaHUE.

Oransl (QapMaleBTHUECKOW pa3pabOTKH JIEKapCTBEHHBIX CPEJCTB Ha OCHOBE
JIEKapCTBEHHOIO PACTUTENIBHOIO ChIpbs. PapMmalieBTudeckas pa3paboTka COCTaBa,
TEXHOJIOTMU IIPOM3BOJCTBA U JIEKAPCTBEHHOW (DOPMBI JIEKAPCTBEHHBIX CPENCTB Ha
OCHOBE JIEKAPCTBEHHOI'O PACTUTEIBHOIO ChIpbs. Pa3zpaboTka u  Baiuganus
TEXHOJIOTMU IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB Ha OCHOBE JIEKAPCTBEHHOIO
PaCTUTENBHOIO CBIpbsA. MeTonpl HCHBITAHUN U KPUTEPUU TMPHUEMIIEMOCTH IS
JIEKapCTBEHHOI'0 PACTUTEIBLHOIO CBIPhS U JICKAPCTBEHHBIX CPENICTB HA €ro OCHOBE.
PesynpraTel (apMaieBTHYecKOd pa3paboTKH JIEKaPCTBEHHBIX CPEICTB Ha OCHOBE
JIEKapCTBEHHOI'O PACTUTEIBHOTO ChIPhS.
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2.12. BoinoJsnenue papmManeBTHYeCKON pa3padoTKM NpU NMPOU3BOACTBE
JIEKAPCTBEHHBIX CPEACTB ¢ MOAHM(PHIHPOBAHHBIM BbICBO0OOKIEHHEM

Ortanbl  QapMaleBTHUYECKOW  pa3pabOTKU  JIEKAapCTBEHHBIX  CPEACTB  C
MOJIU(HUIIMPOBAHHEIM BBICBOOOXKIeHUEM. PUCKM U KpUTHYECKHME TOUYKM Ipolecca
IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB C MOJU(DULUPOBAHHBIM BBICBOOOIKIEHHUEM.
dapmarieBTrdeckast pa3paboTka cOCTaBa, TEXHOJIOTMHM W JIEKapCTBEHHOW (OPMBI
JIEKAPCTBEHHBIX ~ CPEACTB ¢  MOAUMUIMPOBAHHBIM  BBICBOOOXKIAeHHeM. Tect
«PacTBopeHre» IS TPYIHOPACTBOPUMBIX, IPOJOHIMPOBAHHLIX JIEKAPCTBEHHBIX
CPEACTB M  TpaHCAEPMAIBHBIX  TEPalleBTHUSCKUX  CHCTeM.  PesynbraTel
GapmarieBTUYeCKO  pa3pabOTKU  cOoCTaBa, TEXHOJOTWU  IIPOM3BOACTBA |
JIEKapCTBEHHOM  (OPMBI  JIEKAPCTBEHHBIX  CPEACTB € MOAM(DUUIMPOBAHHBIM
BBICBOOOXKIeHHeM. [10CTaHOBKA JIEKAPCTBEHHBIX CPENCTB ¢ MOAW(DUUIUPOBAHHBIM
BBICBOOOJKIEHHEM Ha Tpou3B0o1cTBO. CTaHIapTH3alys U pa3paboTka crequ(uKanui
Ha  HCXOHHOE CBIphe JUIsI  IPOM3BOJACTBA  JIEKAPCTBEHHBIX  CPEICTB  C
MOIUGUIIUPOBAHHBIM  BBICBOOOXKIeHHeM. CTaHIapTH3alusd IPOMEXYTOUYHOH M
roTOBOM mpomayKuuu. PazpaboTka crnenupukanuii Ha NMPOMEXYTOYHBLIM U TOTOBBIH

IMPOAYKT.

2.13. JokJauHUYEeCKHEe UCCIeJOBAHHS JIEKAPCTBEHHBIX CPEeJACTB

Texuuueckuit komekc ycranosuBuieics mpaktuku TKIT 125-2008 (02040)
«Hannexaias tabopatopHas MpakTUKay, ero CTPYKTypa U COLepKaHKe.

JIOKJIMHWYEeCKHe HCCIIeIOBaHus Kak 3Taml (hapMaleBTHYECKON pa3padoTKu
JeKapCTBEHHBIX  cpeAcTB.  OrmpeneneHue  JOKIMHUYECKHUX  HCCIENOBaHUH
JIEKapCTBEHHBIX  CpeAcTB. llmaHupoBaHue W  opraHu3anus JOKIMHUYECKOIO
VCCIEOBAHUS  JIEKADCTBEHHLIX  CPENCTB. TpeGoBaHmMs K  IOMEIICHHSIM |
000OpyZOBaHUIO, IEPCOHATY TIPU MPOBEACHUM JOKIMHUUECKUX MCCIeTOBaHUM.
TpeboBanuss k 00beMy JOKIMHHUYECKUX HCCIeNOBaHWM. [IpoTokonm u oTder
JOKJIIMHUYECKUX UCCIIeIOBAaHUM, TpeOOBaHU K UX HAITMCAHUIO U 0(hOPMIICHHUIO.

2.14. KiinHH4YecKHe HCIBITAHHUS JIEKAPCTBEHHBIX CPEICTB

Texnaudecknit xonekc ycrtaHoBuBiieics mpaktuku TKIT 184-2009 (02040)
«Hammexxamas KIIMHUYEeCKast MPaKTUKay, ero CTPYKTypa U COJIepIKaHme.

Knunuueckne HcnbpITaHdss Kkak —otan  (apMmaleBTUYeCKOd — pa3paboTku
JIEKapCTBEHHBIX CpeacTB. llenn mnpoBeneHUs] KIMHAYECKHWX HCHbITaHUU. Turibl
KJIMHAYECKUX  MCHBITaHUM. [Jlu3allH  KIMHWYecKUX  HcmbITaHui. [IpoTokon
KJIMHUYECKOTO HCIBITaHUS, €ro CTpyKTypa. Paszbl KIMHUYECKUX HCIBITAHUH, WX
CTPYKTYpa U XapaxkTepuctuka. OT4eT KIMHUYECKOr0 UCTIBITaHHs, €ro CTPYKTYpa.

2.15. TpebGoBaHussi K CcTpPyKType H 00bemy (apManeBTHYECKON
pa3paboTku

O06nbeM (hapManieBTHUECKOH pa3zpaboTKH Il OPUTHHATIBHOTO U T€HEPHUECKOTO
JIEKapCTBEHHOIO CpelCTRBa. O60CHOBaHHOCTH JIOCTaTOYHOCTH YPOBHS
NPEeNCTaBICHHBIX JaHHBIX IPU IPOBEAECHUM (papMalleBTUUEeCKOH pa3paboTKH.
M3yyenne TIOBeIEHHUS JIEKapCTBEHHOrO CpENCTBA B OpraHu3Me 4YeJoBeKa:
(papMaKOKMHETHKa, OMOSKBUBAJIIEHTHOCTD, MeTab0JIU3M, pacrpeeiienue
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JeKapCTBEHHBIX CpeACTB IO opraHam. M3ydeHune QH3MKO-XUMHYECKHUX CBOUCTB
JIEKapCTBEHHBIX CpPEeACTB. Pa3paloTKa TEeXHOJIOTMH IOJIydeHUs (papMareBTHIeCKUX
CyOCTaHIIUH U JIEKapCTBEHHBIX CPENICTB. .
Opranuzaius OPOU3BOJACTBA TIEHEPUYECKUX  JIEKAPCTBEHHBIX  CPEICTB,
TpaHCc(ep TeXHOJIOTUH,
CocraBrnenne perucTpaluoHHoro npocke. CTpykTypa, OOBEM [JaHHBIX,

IpECTABIsIEMBIX B OT4deTe O (apmareBTHuYeckord pazpaboTKe JIeKapCTBEHHBIX
CPEJICTB.

2.16. Bb100op MeTO10B KOHTPOJISI KA4eCTBA JIEKAaPCTBEHHbIX CPeICTB

Texunuecknit komekc ycranosuBIiercs mnpaktuku TKIT 432-2012 (02041)
«ITpou3BOACTBO JIEKAPCTBEHHBIX CPEACTB. Bamumanus METOAUK UCIBITAHUN», €ro
CTPYKTypa U COIAEpIKaHUE.

PazpabGoTka u Banumamusi METOJOB KOHTPOJII KauyecTBa JIEKApCTBEHHBIX
cpenctB. TWIBI BalUTAIIMOHHBIX TPOLEAYp. XapaKTepUCTHKa 3(P(HEKTUBHOCTH
MeTOJa KOHTPOJIS KauecTBa JIEKapCTBEHHBIX CPENCTB, Mpenen ooHapykeHus. [Ipenen
KOJIMYECTBEHHOTO OIpe/IelIeH s, JUHEHHOCTh, MPEIH3HOHHOCT, MOBTOPSEMOCTD,
BOCITPOM3BOJIUMOCTD PE3YyJIbTATOB, TOYHOCTh. JIOKYMEHTHpPOBaHME METOJa KadyecTBa
JIeKapCTBEHHBIX CPEJICTB.

2.17. BHO3KBHBAJIEHTHOCTD JIEKAPCTBEHHBIX CPEICTB

OcHOBHBIE NOHATHS OMOIKBUBAIEHTHOCTH JIEKAPCTBEHHBIX CpeicTB. OOBEKTHI
U CyOBEKTBl MCCIIEIOBAaHMM NpPH H3yYeHUM OMOIKBHBAJIEHTHOCTU JIEKAPCTBEHHBIX
cpencts. Otbop npod KpoBU NMpU U3YyUEHUU OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHBIX
cpenctB. MeTonbl omnpezie/ieHus] KOHIEHTpalluy JIEKApCTBEHHBIX CPENCTB B Ipobax
KPOBU TIPU H3YYECHUU OHOIKBUBAICHTHOCTH JIEKAPCTBEHHBIX CPEACTB. AHalu3
(hapMakoKMHeTHUeCKUX MJaHHbIX. OueHka OMOIKBUBAJIEHTHOCTH JIEKAPCTBEHHbIX
cpencts. PerucrpanuvoHHble TpeOGOBaHMS M IIpaBUiia IPOBEHCHUS UCCIEAOBaHUH
Ouoorudyeckoi JIOCTYITHOCTH u OMO’KBUBAJIECHTHOCTH TreHEPUYECKUX
JIEKapCTBEHHBIX CPEICTB.
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YUYEBHO-METOIUYECKASI KAPTA YYEBHOM TUCHUILIMHBI « PAPMAIEBTUYECKASI PABPABOTKA C
OHOBAMU BUODPAPMAINID»
(OYHASI JTHEBHAS] ®OPMA OBYYEHWS])
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8 cemecTp
Beenenne B y4yeOHYI0 AUCUMILIIHHY
1. «DapmaneBTHYECKAas pa3paboTKa ¢ 8 27 20 -
OCHOBAMH OuodapmManum»
KOMOMHUPOBAHHbIE ONPOCHI; JOKJIAbI;
dapmarieBTHUECKas pa3paboTKa. OIICHMBAHWE Ha OCHOBE MOJYJILHO-
11 IIpOou3BOACTBO JIEKAPCTBEHHBIX CPEJICTB. 5 6 4 ) PEUTHHIOBOM CHCTEMBI; OlICHMBAaHUC Ha
ITopsiiox pa3paboTKH UM HOCTAaHOBKU OCHOBeE Kelic-MeTo/1a (peuieHue
JIEKApCTBEHHBIX CPEICTB HA MPOU3BOACTBO CUTYAIIMOHHBIX 32/1a4); KOMIILIOTEPHOC
TECTUPOBAHHUE.
brnodapmarus kak Hayka. Bnusnue
OnogapmMaleBTUYECKUX HAKTOPOB Ha KOMOMHUPOBAHHBIE ONMPOCHI; JOKIa/bI;
| o | TEPANEBTMYECKYIO AKTHBHOCTE > 6 4 i OLICHMBAHHUE Ha OCHOBE MOy JIbHO-
JIEKapCTBEHHBIX (POPM. PEUTHUHTOBOM CUCTEMBI; KOMIILIOTEPHOES
buodapmarieBTuyeckme aclekThl Co3JaHus TECTUPOBAHUE
JIEKapCTBEHHBIX CPEJICTB ,
KOMOWHHPOBaHHBIE OIPOCHI; JOKIA/IbI;
13 11 5 6 4 OIIEHMBAHUE HA OCHOBE MOJYJILHO-
’ aIIeKaIas npaKTuia Gap Magonaﬂ:sop a i PEUTUHIOBOM CHCTEMBL, KOMIIBIOTEPHOE
TECTUPOBAHUE.
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KOMOMHUPOBaHHBIE ONPOCHI; JOKJIAIbI,
1.4 Banupanus nporeccoB NpoU3BOJICTBA 5 6 4 ) oufﬂnBaHHevHa OCHOBE MOJYJILHO-
CTEPUIbHBIX JIEKAPCTBEHHBIX CPEJICTB PEUTUHIOBOM CUCTEMB]; KOMITBIOTEPHOE
TECTUPOBAHUE.
Banuaanus nporeccos NpoU3BOICTBA KOMOMHHMPOBAHHBIE ONIPOCHI; JOKJIA/IbI,
15 HECTEPUIIbHBIX JIEKAPCTBEHHBIX CPEACTB. ) 3 4 i OIICHMBaHUE Ha OCHOBE MOJYJILHO-
TpeGoBaHus K TEXHOJOTUYECKOMY PEUTUHTOBOM CUCTEMBI; KOMIIBIOTEPHOE
000pyIOBaHHUIO TECTUPOBAHUE; 3aUeT.
9 cemecTp
bunodapmaneBTnyeckne acneKkTbl
2. ¢papmaneBTHYeCKOH pa3padboTKku 8 48 34
JIEKAPCTBEHHBIX CPEACTB
KOMOMHUPOBAHHBIE OIIPOCHI; JOKJIA/bI;
71 Onenka papmanieBTHyecKux GakTopoB Mpu 7 3 ) i OLICHUBAHUE HA OCHOBE MOAYJIBHO-
BBINIOJIHEHUH papMalleBTUUECKON pa3paboTKu PEUTHHIOBON CHCTEMBL, KOMIILIOTEPHOE
TECTUPOBAHUE.
ITonsiTe 0 OMONIOrNYECKOMN TOCTYITHOCTH KOMOMHEVPOBaHHbIE ONIPOCHI; JTOKJIAIbI;
29 JIEKAPCTBEHHBIX CPeCTB. MeTO/bl 5 3 ) . OlIEHMBAHME Ha OCHOBE MOJYJIbHO-
OIpeJIesIeHns] OMOJOIMYECKON JOCTYITHOCTH: PEUTUHIOBOM CHCTEMBL, KOMIILIOTEPHOC
in vitro, in vivo, in situ TECTUPOBAHUE.
BeacbiBanue gpapmaleBTHYeCKuX cyOCTaHINM TecTep pac- | KOMOMHUPOBAHHbBIEC OIIPOCHI; JOKJIAbI;
)3 B JKCJTy IOYHO-KUIIEHOM TPaKTe. 5 3 ) NajaeMOCTH, | ONCHMBAHME HA OCHOBE MOLY/IEHO-
BricBoOOxA€HHE ICHCTBYIOIMX BEIIIECTB U3 ‘ CNEKTPOPOTO | PEUTUHIOBOM CHUCTEMBI, IIPOTOKOJI
TabJIETOK METP, NIPAKTUYECKON pabOThl; KOMIIBIOTEPHOE
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ra3oBbI TECTUPOBAHUE.
xpomaTorpag
KOMOMHUPOBAHHBIE OIIPOCHI; TOKJIA/IbI;
24 BricBoOOXKI€HIE NEHCTBYIONIMX BEUIECTB U3 3 ) OIICHMBAHUE Ha OCHOBE MOJYJIbHO-
CYNIIO3UTOPUEB PEHTHUHIOBOM CUCTEMBL, KOMIIBIOTEPHOE
TECTUPOBAHUE;
KOMOMHMPOBAHHBIE ONIPOCHI; JOKJIAIbI;
25 BricBoOOXKIEHHE NEHCTBYIONIMX BEIIECTB U3 3 5 OIICHMBAHHUE HA OCHOBE MOAYJILHO-
MSTKUX JIEKAPCTBEHHBIX CPEJICTB PEUTHHIOBOM CUCTEMBL, KOMIIBIOTEPHOC
TECTUPOBAHUE.
Brinosinenue papmaneBTUIECKo# pa3padoTKu KOMOMHUPOBAHHEIE ONPOCHI; NOKIAAEL,
2.6 IIPYA IIPOU3BOJCTBE CTEPUIIBHBIX - 3 2 - OH?HHBaHHeVHa OCHOBE MOJYJILIIO=
NIEKAPCTBEHHBIX CPE/ICTB PEUTUHIOBOM CHCTEMBL, KOMIIBIOTECPHOE
TECTUPOBAHMUE.
TecTep pac-
KOMOWHUPOBAHHBIE ONPOCHI; TOKIAIbI,
HARACMOCTV, o iiBanie Ha OCHOBE MOJYJIBHO
27 Brinosinenue papManeBTUUECKo# pa3padboTKu 3 ) cnexTpodoTo He . HOBE MOZYIILH
. - I; 1T
[PH POU3BOCTRE TAGIETOK MeTp: pGI/ITI/IHFOBOI/IUCI/ICICMB ; IIPOTOKOJI
. IIPaKTHUECKOH paboThl; KOMIIBIOTEPHOE
ra3oBbIA
TECTUPOBAHUE.
xpomarorpag
o HbIE CBI; azbl;
Brimonuenne papmaneBTHUeCcKoi pa3paboTKu KOMOMHMPOBAH ONPOCHI; TOKJIA/IbI;
a a OCHOBE MOJyJIbHO-
2.8 IIPYA IIPOU3BOJCTBE MATKHUX JIEKAPCTBEHHBIX — 3 2 - OH? HHB HmVH OCHOBE MOLYIIRHO
cpenCTs PEHTUHIOBON CHUCTEMBI; KOMITBIOTEPHOE
TECTUPOBAHUE.
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KOMOMHUPOBAHHBIE OIPOCH]; TOKJIabI;
2.9 Brinosnnenue gpapmaneBTUYecKoil pazpaboTku 3 ) OIICHMBaHUE HA OCHOBE MOJ1YJIbHO-
IIPY IIPOU3BOJICTBE CYNIIO3UTOPUEB PEHTHHIOBOM CHCTEMBL, KOMITBIOTEPHOE
TECTUPOBAHUE.
. KOMOMHMPOBAHHBIE OIPOCHI; JOKJIAIbI;
Brinonnenue GpapManeBTHIECKOH pa3paboTKu o po OHpOCKL; TOKIAIEL,
OIICHMBaHUE Ha OCHOBE MOJYJIbHO-
2.10 | mpu pou3BOJICTBE JIEKApPCTBEHHBIX CPECTB — 3 2 - e o i
NS neTeit PEUTHHIOBOM CHCTEMBL; KOMITBIOTEPHOE
TECTUPOBAHUE.
IIpon3BOACTBO JIEKAPCTBEHHBIX CPEACTB Ha 6
KOMOMHMPOBAHHBIE OIIPOCHI; JOKJIAIbI;
OCHOBE JICKaPCTBEHHOI'O PACTUTEIBHOIO P POCEE: A Al
Ny OIICHMBAHUE Ha OCHOBE MOJ1YJIbHO-
2.11 | cplppsi. MeTOABI HCIIBITAHUN U KPUTEPHU — 3 2 - HV 2 oc Y
eHTHUHTOBOM CHUCTEMBL, KOMIIbIOTEPHOEC
NIPUEMJIEMOCTH IS JIEKAPCTBEHHOTO P ’ :
PACTUTEIBHOTO TECTHpOBARMC.
" KOMOMHHUPOBAHHBIE ONPOCHI; JOKJIAIbI;
Brinonnenue papManeBTUYECKON pazpaboTKu . p . pOChL, 1 5 ABL;
OlIEHUBaHUE HA OCHOBE MOJYJILHO-
2.12 | mpu npon3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB C — 3 2 - He . a
CHTHUHIOBOM CHCTEMBL, KOMIILIOTEPHOE
MOAU(PUINPOBAHHBIM BBEICBOOOXICHUEM b ’ .
TECTUPOBAHUE.
KOMOUHUPOBAHHBIE OIPOCHI; JTOKJIAIbI,
713 JIOXJIMHUYECKUE UCCIIETOBAHUS 5 5 OIICHMBaHUE Ha OCHOBE MOJ1yJIbHO-
JIEKapCTBEHHBIX CPECTB PEHTHHIOBOM CHCTEMBL, KOMIILIOTECPHOE
TECTUPOBAHHUE.
KOMOWHMPOBAHHBIE OIIPOCHI; JTOKJIAIbL;
514 KUiMHMYeCcKre NCIBITaHNs JIEKaPCTBEHHbIX p 1€ OTIPOCHI, It ABL,
: CPeCTR ‘ o 2 2 OLICHMBaHUE Ha OCHOBE MO/1YJIbHO-
PEUTUHIOBOMN CHUCTEMBI, KOMITLIOTEPHOEC
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TECTUPOBAHME.
KOMOMHUPOBAHHBIE OIIPOCHI; TOKJIA/IbL;
215 TpeboBanus K CTpyKTYpe 1 00beMy B 3 ) OlIEHMBAHKE Ha OCHOBE MOJ1YJIBHO-
(apmarieBTHIECKOH paspaboTKu PEUTUHIOBOH CUCTEMBL, KOMIILIOTEPHOE
TECTUPOBAHNE.
TecTep pac-
KOMOMHUPOBAHHBIE OIIPOCHI; TOKJIAMbL;
HATAEMOCTIL, | (o Bamme Ha OCHOBE MOYJIBHO
216 Bp100p METOI0OB KOHTPOJIsE KauecTBa ) 3 5 CreKTpohoTo He N o
JIEKAPCTBEHHBIX CPEICTR MeTp: PEHTHHIOBOH CHCTEMBL IIPOTOKOJT
. NIPaKTHUYECKOi paboThl; KOMIIBIOTEPHOE
ra3oBbIf
TECTUPOBAHME.
xpoMarorpag
KOMOMHUPOBAHHBIE ONIPOCHI; JOKJIAMIbI;
217 BbrO3KBUBATEHTHOCTD JIEKAPCTBEHHBIX 5 ) OLICHUBAHME HA OCHOBE MOJYJIbHO-
CpEACTB PEUTUHIOBON CUCTEMBL, KOMIILIOTEPHOE
TECTUPOBAHHUE; 3aYET.
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BBenenne B y4eOHYI0 JHCUHUIITINHY
1. | «®apmaneBTHYecKas pa3paboTka ¢ 4 6 -
OCHOBamMHU OnopapmManun»
dapmanieBTUUYECKas pazpadoTKa.
11 IIpon3BOACTBO JIEKAPCTBEHHBIX CPEJICTB. ) i i )
ITopsinox pa3paboTKy ¥ IOCTAHOBKHU
JIEKAPCTBEHHBIX CPEJICTB Ha IIPOU3BOACTBO
10 cemecTp
Buodapmanus xax Hayxa. Bnusaue
O6uogapmalieBTHYECKUX HaKTOPOB HA KOMOWHUPOBAHHBIE ONPOCHI; JOKJIAIBI;
| o | TEPaINEBTHYECKYIO aKTUBHOCTD ) ) i OLEHUBAHMC Ha OCHOBE MOJ1yJILHO-
JIEKapPCTBEHHBIX (DOPM. PEHTUHTOBOH CUCTEMBI; KOMITBIOTEPHOC
buodapmalieBTHUECKNE aCIIEKTHI CO3JaHuUs TECTUPOBAHUE.
JIEKApCTBEHHBIX CPEICTB 1‘
KOMOMHUPOBaHHbIE OIPOCHI; JTOKIaAbI;
1.3 | Hamexainas npaxkruka papmMakoHaazopa - 2 . OlICHMBAHUE Ha OCHOBE MOJYJIbHO-
' PEHTHUHIOBOM CUCTEMBI, KOMITBIOTEPHOE
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~ KonugectBo
g ayIUTOPHBIX
]
= YacoB
-
S = y
23 HasBanue pasnena, TEMBbI - i Ob6opynoBanue DopMBI KOHTPOJIS 3HAHUM
o = S
o, g 5
8 5 [=9
= = o
=4 O
2 :
TECTUPOBAHUE.
KOMOMHUPOBAHHBIE OIPOCHI; JOKJIA/IbI;
OlIEHMBAHUE HA OCHOBE MOAYJILHO-
1.3 | Hapnexamasg npakruka ¢papmMakoHaa3opa - 2 - He " 4
PEHTHHIOBOH CHCTEMBL, KOMIIBIOTEPHOE
TECTUPOBAHHUE.
KOMOMHUPOBAHHBIE ONPOCHI; TOKIAIbI,
14 Banupanust npoieccoB mpou3BoOICTBA ) OIICHMBaHUE Ha OCHOBE MOJYJILHO-
"7 | CTEpUIIBHBIX JIEKAPCTBEHHBIX CPEJICTB PEWTHHIOBON CHCTEMBL, KOMIILIOTEPHOE
TECTUPOBAHUE.
buodapmaneBTHyeckne acneKThbl
2. | papmaneBTHUEeCKOH pa3paboTKH 4 8
JIEKAPCTBEHHBIX CPeICTB
KOMOMHMPOBAHHBIE ONPOCHI; JOKIAIbI;
51 Onenka GapmaneBTHYeckux (HakTopoB MpH " OLICHMBAHUE HA OCHOBE MOAYJILHO-
' BBINIOJIHEHNH (papMalieBTHYECKON pa3paboTKu - PEHTUHIOBON CUCTEMBI; KOMITbIOTEPHOE
TECTUPOBAHUE; 324YET
11 cemecTp
KOMOMHUPOBAHHBIE ONIPOCHI; JOKIIAIbI;
IlonsaTne 0 OMOJOTUYECKON JOCTYITHOCTH OIICHMBaHME HA OCHOBE MOAYJILHO-
5 | JIEKaPCTBEHHBIX CPEJICTE. Metob! ) PEUTHHIOBOM CHCTEMBI; OLICHUBaHME Ha
| onpeneneHust OMOJOTUYECKON JOCTYITHOCTH: OCHOBE Keifc-MeTo/1a (pelenne
in vitro, in vivo, in situ CUTYalMOHHBIX 3a/1a4); KOMIIbIOTEPHOE
TECTUPOBAHUE.
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Howmep pasznena, Temsl

Haspanue pasaeiia, TEMbI

KonugectBo
Ay TOPHBIX
4acoB

9

JIEKITAH
1ab0paTopHbIX

Obopynosanue

@opMbI KOHTPOJIS 3HAHHUH

2.3.

BcacpiBanue gapmalieBTHYECKUX CyOCTaHIMi
B JK€JIy JOYHO-KUIIIEYHOM TPAKTE.
BricBoOOXK/IeHNE TEHCTBYIOIIMX BEIIECTB U3
TabJIETOK

KOMOMHUPOBAHHBIE ONPOCHI; JOKIAIbI;
OLICHUBAHUE HAa OCHOBE MOAYJIHHO-
PEUTUHIOBOM CUCTEMBL, OLIEHMBaHUE Ha
OCHOBE Kelic-MeTo/1a (peueHne
CUTYaIIMOHHBIX 33/1a4); KOMIIBIOTEPHOE
TECTUPOBAHUE.

2.16.

Bp100p METOI0B KOHTPOJIS KayecTBa
JIEKapCTBEHHBIX CPEJICTB

TecTep pac-
NaJJaeMOCTH,
CIIEKTPOPOTOMETP,
ra30BbIN
xpomarorpad

KOMOMHHPOBAaHHBIE ONIPOCHI; NOKIAIbI;
OLICHMBAHUE HAa OCHOBE MOJYJILHO-
PEUTUHIOBOM CUCTEMBL, IIPOTOKOJI
NpaKTUYeCKol paboThl; KOMIIBIOTEPHOE
TECTUPOBAHUE.

BMOIKBUBAICHTHOCTD JIEKAPCTBEHHBIX
CpEJICTB

KOMOMHUPOBAHHLIE ONPOCHI; JOKIabI;
OLICHMBAHUE HA OCHOBE MOJYJILHO-
PENUTUHIOBOM CUCTEMB], OLICHUBaHKE Ha
OCHOBE Kelic-MeTo/a (peuicHue
CUTYAIIMOHHBIX 3a/1a4); KOMIIBIOTEPHOE
TECTUPOBAHUE; 3a4ET.
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NHOPOPMAIMMOHHO-METOANYECKASA YACTb
JINTEPATYPA

OcHoBHas:

1. ®apmameBTudeckas  pa3paboTKa:  KOHLENIMA W [PaKTHYECKHUe
peKoMeHIanui. HaydHO-TIpaKTU9ecKoe pYKOBOACTBO A (apMaleBTHYeCKOH
orpaciu / ITox pen. Beikosckoro C.H., mpod., n.x.H. Bacunenko W.A., mpod.,
n.bapm.a. Jemunoit H.B., k.¢papm.u. Illoxmna W.E., xx.H. Hosoxunosa O.B.,
Memkosckoro A.IT., Criunxoro O.P. — M. M3xa-Bo Ilepo, 2015. —472c.

2.  Xwumosa, O.M. PykoBOJCTBO JJIsi BBIMOJHEHHS KYpPCOBBIX pPaboT I10
IIPOMBIIIUIEHHON TEXHOJIOIMH JIEKapCTBEHHBIX CpEeACTB: PexkomennosaHo y4eGHO-
METOIUUYECKUM OOBEIUHEHUEM I10 BBICIIEMY MEIHIIMHCKOMY, (apMaleBTHYECKOMY
obpasoBanuto PecryOnuku bemapych B KadgecTBe TOcoOMS JUIid  CTYIEHTOB
y4YpexXIeHUH BhIciero oOpasoBanus, o0ydaromuxcs 1o crergansoct 1-79 01 08
«@Dapmarusty / O.M. Xuuosa — Butebek: BIMY, 2016. — 128c.

3. TKIT 022 — 2012 (02041) IIpou3BOACTBO JIEKAPCTBEHHBLIX CPEJICTB.
[Topsimok pa3pabOTKM W MOCTAHOBKU JIEKAPCTBEHHBIX CPEICTB Ha IPOU3BOACTBO. —
Munck. [lemapramMeHT —¢apMaleBTUYeCKOH MNPOMBIIUIEHHOCTH MuHHCTEPCTBA
3npaBooxpaHeHus Pecy6nuku benapycs, 2012. — 58c.

4, TKII 432 — 2012 (02041) IIpou3BOACTBO JIEKAPCTBEHHBEIX CPEACTB.
Banujaiys MeTOIMK HCHBITaHMHA. — MuHck. Jlemapramedt (apMareBTHYecKoH
IIPOMBIIIIEHHOCTH MUHHUCTEpCTBA 3apaBooxpanenus PecriyOmuku benapyce, 2012, —
22c.

5. TKII 564 — 2015 (33050) Hammexamnas mpaktuka dapMakoHaazopa. —
Munck. MunuctepcTBo 3apaBooxpanenus Peciyonuku benapycs, 2015. —111¢.

6. TKIT 433-2012 (02041) IIpom3BoaCTBO JIEKAPCTBEHHBIX CPEJICTB.
Banupmanus npoueccoB NPOU3BOACTBA CTEPUIIBHBIX JIEKAPCTBEHHBIX CPEICTB. —
Munck. MunucteperBo 3apaBooxpanenns Pecyonuku benapycs, 2012, —45¢.

7. TKIT 434-2012 (02041) IIpou3BOACTBO JIEKAPCTBEHHBLIX CPEICTB.
Banupanus npoueccoB MpPOU3BOJCTBA HECTEPUJIBHBIX JIEKAPCTBEHHBLIX CPEICTB. —
Munck. MuHHCTEpPCTBO 31paBooxpanHenus Pecriybnuku benapycs, 2012. —31c.

8. TKIT 125-2008 (02040) Hamnexanras nadbopaTopHas npakTuka. — MUHCK.
MunucrepcTBo 31paBooxpanenus Pecry6muku benapycs, 2008. — 39c¢.

9. TKII 184-2009 (02040) Hannexxamasi kIuHU4UecKas npakTuka. — MUHCK.
MunucrtepcTBo 31paBooxpanenus Pecryonuku benapycs, 2009. — 77c¢.

10. TKIT 454-2012 (02040) TIpou3BonCTBO JIEKAPCTBEHHBIX CPEJICTB.
Creundukanuu: METOAbl  WCMBITAHUH W KPUTEPUM  NPUEMIEMOCTH  JUIA
JEKapCTBEHHOI'O  PAaCTUTEIBHOTO  CBHIPbs, IPOIYKTOB M3  JIEKAPCTBEHHOI'O
PAaCTUTENILHOTO CBIPhsI M JIEKAPCTBEHHBIX CPENICTB PACTUTENILHOIO TIPOUCXOKIEHHUS. —
Munck. MuHMCcTEpCTBO 3apaBooxpanenus Pecrybnnku benapyces, 2012. — 17c.

11. T'ocynmapcrBenHas (apmaxones Pecnybmuxku benapycs. (I'd. Pb II):
Pazpaborana Ha ocHoBe EBpomeiickoit dapmakonen. B 2 1. T. 1: OOuume meToms!
KOHTPOJISI KadecTBa JIEKapCTBEHHBIX CpeAcTB / M-Bo 3apaBooxpaHeHus Pecr.
Benapych, LIeHTp SKCIIepTH3 ¥ MCIBITAHMHM B 3IpaBOOXPAHEHHH; MO OBII. pe.
A.A. lllepsikoBa. — Monogeuno: Tunorpadust «ITobemay, 2012. — 1220c.
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12. TocymapctBennas ¢apmakores Pecryonuku bemapycs. (I'®. PE 1I):
Paspaborana Ha ocHoBe EBpornetickoit hapmakonen. B 2 1. T. 2: KoHTpoab KayecTBa
cyOcTaHmMM Uit (papMaleBTUYECKOrO  MCIIONb30BaHUS M JIEKAPCTBEHHOIO
paCcTUTEILHOrO Chiphbst / M-Bo 31paBooxpaneHus Pecit. benapycs, LieHTp skcmepTus u
WCIBITAHUH B 3/paBooxpaHenuy; mnoj obm. pex. C.M. Mapyenko. — MomoznedHo:
Tunorpadus «Ilodena», 2016. — 1368c.

JlonoJIHUTe/IbHAS

13. MomganoB, [ V. ®@apmaneBTudeckue TEXHOJIOTHH. COBPEMEHHBIC
sekTpodusmueckue  6uorexHonmorur B dapmamwn /M. Monuanos,
A.A. Momuanos, }0.A. Mopo3zos. — M.: Ansha-M: THOPA-M, 2009. — 336c¢.

14.  TKIT 030 — 2013 (02040). IIpou3BOACTBO JIEKAPCTBEHHBIX CPEJCTB.
Hajexalas  IpPOM3BOJICTBEHHass  NpakTUKa. —  MwuHCK.  MUHHCTEPCTBO
3apaBooxpaneHus Pecrybnuku benapyce, 2013. — 148c. '

15.  TKIT 362 — 2011 (02041) IIpou3BonacTBO JIEKapCTBEHHBIX CPEJICTB.
[TopsiIoK ¥ KOHTPOJIb TOJTOTOBKU MEPBUYHOM yINakoBKH. — MuHCK. [lernapraMeHT
bapmareBTHIeCKON MIPOMBIIIIEHHOCTH MuHucTepcTBa 3IPaBOOXPaHEHUS
Peciy6nuku benapycse, 2011. —17c.

16. TKIT 428 — 2012 (02041) IIpou3BOACTBO JIEKAPCTBEHHBEIX CPEICTB.
Kontpons xagectBa. — MuHCK. JlemapTaMeHT GpapMaleBTUYECKON NPOMBIIITIEHHOCTH
MunncTepeTBa 31paBooxpanenus Pecrybauku benapycs, 2012, - 39c.

17.  TKIT 429 — 2012 (02041) IIpou3BOACTBO JIEKAPCTBEHHEIX CPEICTB.
ITopsimoK TOATOTOBKY BOJBI ISl (hapMaleBTHUeCKUX Lesed. — MuHcK. [lenmapramMent
bapmareBTHIecKOn ITPOMBIIIUIEHHOCTH MunucrepcTBa 3IpaBOOXpaHEeHMS
Peciybnuku bemnapycs, 2012. — 39 c.

18.  TKIT 431 — 2012 (02041) IIpou3BOACTBO JIEKAPCTBEHHBIX CPEICTB.
WcnpitTanus — crabmwipHOCTH. —  Muuck.  JlemapTaMeHT — (papMaleBTUYeCKOH
IPOMEIIIIEHHOCTH MUHHUCTEpCTBa 3apaBooxpanenus PecrryOuku benapycs, 2012. —
70c.

19.  TKIIT 437 — 2012 (02041) IIpousBOACTBO JIEKAPCTBEHHBIX CPEICTB.
Banupanuss nporieccoB OYHCTKA. — MuHck. [lemaprameHT ¢apmaleBTHYecKoH
IPOMBIIIEHHOCTH MuHHCTepCTBa 3apaBooxpanenus Pecriyonuku benapycs, 2012, —
2lc.

20.  TKII 442 — 2012 (02041) Ilpom3BOmCTBO JIEKAPCTBEHHBIX CPEACTB.
Jlocke IPOM3BOACTBEHHOI0 yuacTka. — MuHck. [lemapTameHT (apmaleBTHYecKOu
IIPOMBILITIEHHOCTU MuUHHCTEpCTBa 3apaBooxpanenus Pecybnnku benapycs, 2012, —
llc.

21.  TKII 446 — 2012 (02041) Ilpou3BOACTBO JE€KApCTBEHHBIX CPEACTB.
IIpaBuila  IpPOEKTHpPOBaHUs  (apMaleBTHYECKUX  IMPOW3BOACTB. —  MWUHCK:
JlemaprameHT (bapmarneBTHUECKON ITPOMBIIIIEHHOCTH MunucrepcTsa
3npaBooxpaHenus Pecnybnuku benapycs, 2012, — 35c.

22.  TKII 448 — 2012 (02041) Ilpou3BomcTBO JIEKapCTBEHHBIX CPEJICTB.
Acentuyeckue — mporecchl.  —  MuHck.  JlemaprameHT — (bapMmalreBTHYeCKOH

IPOMBIIIJIEHHOCTH MuHHCTEpCTBa 3apaBooxpanenus: Pecriybnuku benapycs, 2012. —
S4c.




ITEPEYEHB MUCITIOJIB3YEMbBIX CPEACTB TUAI'HOCTHUKHA

J{iist IMArHOCTUKM KOMIIETEHIMHI UCITONB3YIOTCS ClleAytolye GOpMBL:

1. YcTHas popma:

—  KOMOWHHUpPOBaHHBIE OIIPOCHL;
—  JIOKJIaJBl.

2. [TucemenHas Gopma:

—  OlLleHMBaHHWe Ha OCHOBe Kelic-MeTona (pelleHre CUTYallMOHHBIX 3a/1a4);
—  TIPOTOKOJI MPaKTUIECKON pabOThI.

3. YcTHO-TIMCBEMEHHas (hopMma:

—  3a4er;

—  OIlcHWBaHHWE Ha OCHOBE MOJYJIbHO-PEUTUHIOBOU CUCTEMBI.
4. Texaunueckas Gpopma:

— KOMIIBIOTEPHOE TECTUPOBAHUE.

INEPEYEHDb IPAKTHYECKUX HABBIKOB

1. CocraBnenue miada 1mo GapMareBTUIecKoi pa3paboTKe.
2. OrmpeneneHne IepedHs JOKYMEHTOB pErdCTPallMOHHOIO JOChe Ha
(bapMaleBTU4YeCcKyto CyOCTaHILIUIO U JIEKapCTBEHHOE CPEICTBRO.
3. OmnpeneneHue OUONIOTMYECKON TOCTYITHOCTH JIEKAPCTBEHHOIO CPEJICTRA.
4. Wcrnonp3oBaHie MeTONO0B OwodapMaleBTUUeCKOM OLIEHKHM —KayecTBa
JIeKapCTBEHHBIX CPEJICTB B Oro(dapMaleBTUUYeCKOM aHaIM3E.
S. Onenka BnusHuAs (QapManeBTHYeCKUX (AKTOpPOB HA KayecTBO U
OUMOJIOTMYECKYIO IOCTYITHOCTh JIEKAPCTBEHHBIX CPEJICTB.
6. Ob6ocHoBaHME CcOCTaBa JIEKAPCTBEHHOI'O  CpeicTBa B KOHKPETHOM
JIeKapCTBEHHOH (hopme.
7. CocraBrienne crenudUKaluid Ha HCXOMAHOE ChIph€ W MaTepUalbl,
IIPOMEIKYTOYHBIM IPOAYKT ¥ TOTOBYIO MPOIYKIIHUIO (JIEKapCTBEHHOE CPEIICTBO).
8. Cocrasnenue npoekra GapmMakonelHON CTaTbU TPOU3BOIUTEIS.
9. Cocrasiienne ot4yeTa o (hapMaleBTHUECKON pa3padoTKe.
MEPEYEHB JIEKIIUI
(OYHAS ®OPMA)
8 cemecTp
l. Dapwmanentuueckas paspaboTka. [Ipoum3BoICTBO JIEKAPCTBEHHBIX CPEJICTB.
Ilopsimox pa3pabOTKU U IOCTAHOBKH JIEKAPCTBEHHBIX CPEJICTB Ha IIPOU3BOICTBO.
2. buodapmanus kak Hayka. BrmsiHue OuodapmarieBTHYecKuX (akToOpoB Ha

TEPaneBTUYECKYI0O aKTUBHOCTh JIEKAPCTBEHHBIX (opM. buodapmanestudeckue
aCIIEKThI CO31aHUs JIEKAPCTBEHHBIX CPEJICTB.

3. Hamexaast npaktrka GpapMakoHaazopa.
4. Banupmauus npoueccoB IPOU3BOACTBA CTEPUIIBHBIX JEKaPCTBEHHBIX CPEICTB.
9 cemecTp
1. Onenka apmaneBTHUECKUX (PAKTOPOB MPHU BBITOJHEHUU (hapMarieBTHIeCcKon

pa3paboTKH.
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2. [ToHsiTHE O OUOJIOTHYECKON ITOCTYITHOCTH JIEKapCTBEHHBIX CpencTB. MeTonbl
ompeeneHust GUOJIOTHYECKON JOCTYIIHOCTH: in Vitro, in vivo, in situ.

3. BcacbBanue (apMaleBTUUECKUX CYOCTaHLMHM B  KEeNyJOYHO-KHUIIEYHOM
TpakTe. BICBOOOXKICHNE NeHCTBYIOIINX BELIECTB U3 TabJIETOK.
4. Bri6op MeTo/10B KOHTPOJIS Ka4ecTBa JIEKapCTBEHHBIX CPE/ICTB.
TIEPEUEHB JEKIIUI
(3BAOYHAS ®OPMA)
9 cemecTp :
1. (dapwmareBTrueckas paspaboTka. [[poM3BONCTBO JIEKAPCTBEHHBIX CPENCTB.
[Topsimok pa3paOOTKU U MTOCTAHOBKHU JIEKAPCTBEHHBIX CPEICTB Ha IMPOU3BOICTBO.
10 cemecTp
1. buodapmanus kak Hayka. Biusaue OuodapmaleBTHUYeCKMX (AKTOpPOB Ha

TepareBTUYECKYI0 AKTUBHOCTh JIEKAPCTBEHHBIX (opM. buodapmanesrudeckue
ACIIeKThI CO3aHMUS JIEKAPCTBEHHBIX CPELICTB.

2. Orenka dapmaieBTHIecKuX (HaKTOPOB IIPU BBIIIOTHEHUU (hapMalneBTHUECKOH
pa3pabOoTKH.

11 cemecTp
1. BcaceiBanume (dapmameBTUUeCKUX CyOCTaHUMH B KEIYAOYHO-KUILEYHOM

TpakTe. BEICBOOOXKIEHHME NEHCTBYIOMIMX BELIECTB U3 Ta0JIETOK.

HEPEYEHD IABOPATOPHBIX 3AHATUI

(OYHAS ®OPMA)
8 cemecTp
1. dapmareBTrdeckas — paszpaborka. IIpou3BoACTBO  JEKapCTBEHHBIX

cpenctB. [lopsmok pa3paGOTKM ¥ TIOCTAaHOBKHM JIGKAPCTBEHHBIX CPENCTB Ha
IIPOU3BOJICTBO.

2. buodapmarus kak Hayka. Brnusaue OGmodapmareBTUUecKuX (hakTOpoB
Ha TepareBTUYECKYI0 aKTHBHOCTH JIeKapCTBEHHBIX (GopM. buodapmaneBruueckue
ACIeKThl CO3aHUsl JIEKAPCTBEHHBIX CPEJICTB.

3. Hanexxaias mpakTuka papMakoHaa3opa.
4. Banupmanus mpoueccoB IMPOU3BOACTBA CTEPUIIBHBIX JIEKAPCTBEHHBIX
CPEICTB.
5. Banmunanus mpolieccoB MpPOU3BOACTBA HECTEPUIIBHBIX JIEKAPCTBEHHEX
cpenctB. TpeGoBaHUsI K TEXHOJIOTHYECKOMY 000pYIOBaHHIO.

9 cemecTp
1. Onenka hapMaLeBTUYECKUX pakxTopoB npu BBITIOJTHEHUHU
GapMareBTUYeCKOM pa3pabOoTKH.
2. ITonsitue o OUONOTMYECKON JOCTYIMHOCTH JIEKAPCTBEHHBIX CPEJICTB.
Meronb! onpeneneHus OUOIOrHYecKo TOCTYIHOCTH: in Vitro, in vivo, in situ.
3. BcacbiBanne papManeBTUYSCKUX CYOCTAHIIMHM B eIy T0YHO-KUIIIEUHOM

TpakTe. BeICBOOOXKIEHUE NEHCTBYIOMMX BEIIECTB U3 TaOJIETOK.
4. BricBOOOXKIEHME IEUCTBYIOIIMX BEILECTB U3 CYTITIO3UTOPUEB.
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5. BrICBOOOXKIEHHE IEHCTBYIOIINX BEIIECTB H3 MSTKHUX JIEKapCTBEHHBIX
CPELCTB.

6. Brinonaenve  (apMmarieBTHYecKold pa3paboTKM IMpU  IPOU3BOICTBE
CTEPUIIBHBIX JIEKAPCTBEHHBIX CPENCTB.

7. BeimonHenne (apMaleBTHYECKOW pa3pabOTKM IpU  [POU3BOJICTBE
Ta0JIeToK.

8. Breinonuenne  dapmaneBTudeckoid  pa3paboTKM NpU  IPOU3BOICTBE
MSITKHX JIEKAPCTBEHHBIX CPEJICTB.

9. BrimonHnenue dapmaneBTHuecKkold  pa3paboOTKu  MpU  MPOU3BOJICTBE
CYIIIIO3UTOPUEB.

10. Brimonnenve (dapmareBTHUeCKOW pa3paOOTKU IpH  IIPOU3BOJACTBE
JIEKaPCTBEHHBIX CPEJICTB IS ACTEH. ‘

11. ITpou3BOICTBO JIEKapCTBEHHBIX CPEACTB HAa OCHOBE JIEKAPCTBEHHOTO

pacTUTCIIBHOTO CBhIPbA. MeToapl HCHOBITAHUM U KPUTCpUU MNPUEMIIEMOCTHU JIA
JICKAPCTBCHHOTO paCTUTEJIbHOT'O CBIPHSA U JICKAPCTBEHHBIX CPEACTB Ha €TI0 OCHCBE.

12. Brimonnenue QapmaneBTHUeCKOW pa3pabOTKU IIPU  MPOU3BOJICTBE
JIEKapCTBEHHBIX CPEJICTB C MOAU(DULUPOBAHHBIM BBICBOOOXKIEHUEM.

13. JIOKIIMHUYECKHE UCCIIEIOBAHUS JIEKAPCTBEHHBIX CPENICTB.

14. KimHu4eckye NCIBITaHUS JIeKapCTBEHHBIX CPENICTB.

15. TpebGoBaHus K CTPYKType U 00beMy dapMarieBTUuecKol pa3padoTKH.

16. Br100p MeTOI0B KOHTPOJISI KaueCcTBa JIEKAPCTBEHHBIX CPEICTB.

17. bHrO5KBUBaTIEHTHOCTE JIEKAPCTBEHHBIX CPEJICTB.

INEPEYEHB JABOPATOPHBIX 3AHATHI
(BAOYHAS{ ®OPMA)
10 cemecTp
1. buodapmarus kak Hayka. BrusHue OnodapmaneBTHUYECKUX (AKTOPOB Ha
TepaleBTHUECKYI0 aKTHBHOCTh JIEKapCTBEHHBIX (GopM. brodapmareBTHUecKHe
aCIIEeKThI CO3/aHUsI JIEKAPCTBEHHBIX CPEJICTB.

2. Hanmnexamas npaktuka GpapMakoHaa3opa.

3. Banmpanus npoueccoB MPOU3BOICTBA CTEPUIIBHBIX JIEKaPCTBEHHBIX CPEJICTB.
11 cemecTp

1. IlomsaTe 0 OMOJIOTMYECKOH NOCTYITHOCTH JIEKAPCTBEHHBIX CPEACTB. MeTOoJIbI

ornpenenaeHus OMOIOrHUeCcKON JOCTYITHOCTH: in Vitro, in vivo, in situ

2. BpIOOp MeTO/I0B KOHTPOJISl KQUeCTBa JIEKAPCTBEHHBIX CPEJICTB.

~

J. bro3KBUBaIEHTHOCTH JICKAPCTBCHHLIX CPEACTB.
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MPOTOKOJI COTTACOBAHUS YYEBHOW MPOT'PAMMBbI

HazBanue yueOHoOMH
JUCHUIUIMHBL, C KOTOPOH
TpebyeTcs corimacoBaHue

Ha3Banue xadenpsl

[penyoxenns 060 MBMEHEHUSX B
collepKaHuy y4eOHOU MporpaMMsl
YUPEKICHUS BBICIIICTO
o0pa3oBaHms 110 y4eOHOU
JICITUTUIMHE
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