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1. HEJIb OCBOEHUSA JUCIHUIIJINHBI

[lenpto ocBoeHMsl aucUMILIMHBL «Pa3paboTka W perucrpamust JeKapCTBEHHBIX
IPENnapaToBy ABJIAETCA MOHUMAHUE MPABWII, BIUSIOIMX HA pa3pabOTKy, IOCTAHOBKY Ha
IIPOM3BOJICTBO, IPOU3BOJACTBO (hapMalleBTUYECKOW MNPOAYKLHHU, €€ PErucTpauuio u
cepTuuKaluio (JeKIapupoBaHie COOTBETCTBHUS), @ TAKXKE KOMIIETEHIIMH, HEOOXOIMMbIE
JUisi  paboOThl C pa3IUYHBIMU PEryJIsSTOPHBIMH OpraHamMmu B cdepe oOpaieHus
JIeKapCTBEHHBIX CPEJICTB.

2. TPEBOBAHMUS K PE3YJIbTATAM OCBOEHUA JUCHUITJIMHbI

OcBoenne  aucnuruinHbl  «Pa3paboTka W perucrpanus  JIeKapCTBEHHBIX
IpernapaToBy HANPaBJICHO Ha (OPMUPOBAHHUE Y OOYUAIOLTUXCS CIENYIONUX KOMIETEHITUI
(4acTu KOMIETEHIIUHN):

Tabauya 2.1. Ilepeuenv romnemenyutl, opmupyemvix y obOyuanowuxcsi npu
0CBOeHUU OUCYUNTIUHBL (De3YTbmamuol 0C80eHUs. OUCYUNTUHBL)

Inp Kommerenms HNuaukaTopsl MOCTHZKCHHSI KOMINETeHIMH
(B paMKax JTaHHOW JTUCITUTIINHBI)
Cnocoben onpeaensats | [IK-2-1-1. AHanu3upyeT u NpUMEHSET B
KpUTEpUH | METO/IbI | TPO(ECCUOHATLHON e TEIbHOCTH HOPMATUBHBIC
OLICHKH Ka4yecTBa | JOKYMEHTBHI [0 CUCTEMaM CTaHIapTH3aI|H,
[K-2-p | TPOAYKUMH M [POCKTHBIX pa3paboTKH U MPOU3BOJICTBY MPOAYKIIUU
peIICHHI MK-2-1-2. [IpoBoauT paboTsl B 001aCTH pa3pabOTKH
JTOKYMEHTAITU! B CBSI3H c U3MCHCHHEM
TEXHOJIOTHIECKOTO mporecca MIPOU3BOJICTBA
MPOIYKIIMH B MPEAMETHOM 00J1acTH.

3. MECTO JUCIMIIJIMHBI B CTPYKTYPE OII BO

JucuumirHa «Pa3paboTka U perucrpanus JeKapCTBEHHBIX MPEnapaToBy BXOAMT B
4acTh, (OPMHUPYEMYIO YYaCTHHUKAaMH O0pa30BaTEJbHOTO TMpolecca, M SBIseTcA
JTUCLUIUIMHON 1O BbIOOpY Onoka 1 yueOHoro mmana mnpoduns «buoxumudeckue
TEXHOJIOTUU U HAHOTEXHOJIOTUN».

B pamkax OIT BO obyuaromuecsi Takke OCBaUBAIOT JIPYTUe TUCIUTUITMHBI /WU
MPaKTUKH, CIOCOOCTBYIOIINE JOCTHXKEHHUIO 3allJIAHMPOBAHHBIX PE3YJIbTATOB OCBOCHUS
JTUCUIUTUTAHBI «Pa3paboTKa U perucTpaius JEKapCTBEHHBIX MPETapaToBy.



Tabnuya 3.1. Ilepeuenv komnonenmos OIl BO, cnocobcmayrowux 00CmudiceHuo

3anJIAHUPOBAHHbLX Ppe3)ibmanioe OC60EHUA aMCl/ﬂ/ll’l]ZZ/lel

IIpeamecTByomue ITocaenyromue
HanmenoBanue pea yiom Ayrom
Hudp AU CHUIJIMHBI/ MOYJIH, AMCUUILIMHBI/ MOTYJIH,
KOMIIeTeHIUH * *
NPaKTHKHU NPAKTHKHU
Cnocob6en ompeaenath | OCHOBbI (UTOXUMHUU U
KPpUTEPUH M METOMABI | TEXHOJIOTHH
AKTyallbHbBIC 3aJa4un
OLIEHKHU KauecTBa | GUTONPEIapaToB, .

MPOLYKIIUHU u | Kypcosasg aboTta COBPCMCHHOM XHMUH,
K-2-t POALYK . P p Oxpana 00BEKTOB
MMPOCKTHBIX PEIICHUI «buoxnmmnyeckue U N

WHTEIICKTYaTbHOM
(bapmarieBTHYECKHE

CcOOCTBEHHOCTH
TEXHOJIOTHH,

* - 3aIoJHsETCS B COOTBETCTBUU ¢ Matpuliel komnerenuuii u CYII OIT BO

4. OFBEM JUCIHUILIMHBI 1 BUJbI YYEEHOM PABOTHI

OO61mas Tpyn0eMKOCTh TUCHUIUINHBI «Pa3paboTka U perucTpanus JIeKapCTBEHHbIX
MPErapaToBy COCTABISIET 3 3aYETHBIX €IUHUIL.

Tabnuya 4.1. Buovl yuebnoii pabomui no nepuodam oceoenus OIT BO ona OYHOH

dopmbl 00yuenus

. BCETO, Cemectp(-b1)
Buj y4eOHoii padoThI - > 3 1

Koumaxmmnas paboma, ax.u. 32 32

B TOM YHCJIE:

Jlexuuu (JIK) 16 16
Jlaboparopssie paboTts! (JIP)

I[TpakTuueckue/cemunapckue 3anstus (C3) 16 16
Camocmosmenvhas paboma 00y4aowuxcs, ax.u. 49 49
Koumponw (ax3amen/3auem c oyeHnkotl), ax.u. 27 27
OO0mas Tpy10eMKOCTb JMCIUILTHHBI Ak 1. 108 108

3a4.e]l. 3 3

Tabnuya 4.2. Buowl yuebnou pabomsi no nepuooam oceoerus OI1 BO ons O9YHO-

3A0YHOH ¢popmvi 0byuenus

Buj yueoHoii padoThI BCaIl;Z.E.O, CezleCTp(?;bl) 4
Koumaxmmnas paboma, ax.u. 36 36
B TOM YHUCJIC:
Jlexiuu (JIK) 18 18
Jlabopatopusie padotsi (JIP)
[Tpaktrueckue/cemunapckue 3ausatus (C3) 18 18
Camocmosmenvhas paboma 00y4awuxcs, ax.u. 45 45
Koumponw (sx3amen/3auem c oyenkoti), ax.u. 27 27
OO01asi TPy10€eMKOCTb I CUUILTHHBI KA. 108 108

3a4.e]I. 3 3




5. COJEP)KAHUE TUCHUTINHBI

Tabnuya 5.1. Cooepoicanue oucyununol (M0o0yns) no eudam yueonol pabomol

HaumenoBaHue pasjaeia

Conep:xanue pasjaena (TeMbl)

Bup yueonoii

JAUCHHUILTHHBI padoThI™
Paznen 1. Uctopuueckue |Tema 1.1. Ucropuueckue aCITEKThI
ACIEKTBI (bapmareBTHIECKOI IIPOMBIIIJIEHHOCTH.
(bapmareBTHYECKOI Knaccugukanus 1ekapcTBEHHBIX IPENaparos.
IPOMBIIIJIEHHOCTH. 00630p (bapMareBTHUECKOTO pBIHKA JIK, ITP
Knaccudukanus JIEKapCTBEHHBIX IIPENapaToOB.
JIeKapCTBEHHBIX
IIPENnapaToB.
Paznen 2. Iponece Tema 2.1. [Iponecc pa3pabOTKH JIEKAPCTBEHHOTO JIK, TTP
pa3paboTKu npenapara. Hayunbeie acnektbl. JKU3HEHHBIN
JIEKapCTBEHHOI'O LIMKJI JIEKapCTBEHHOIo IpenapaTta. HaudanbHble
npenapata. JXuzHeHHbI |cTaguu pa3paboTKU JEKapCTBEHHOTO Mpenapara.
LIUKJI JIEKAPCTBEHHOI'O Ilouck  mosekynel. B3aumocBsi3b  Mexay
npernapara. MOJIEKYJISIPHOM CTPYKTYpOH M OMOJOrHMYecKou
AKTUBHOCTBIO.
Pazpnen 3. U3yueHue Tema 3.1. H3yueHue CBOWCTB MOJEKYIBI. JIK, ITP
CBOMCTB MOJIEKYJIBL. Bo3MoxxHbIE TYyTH JOCTaBKU JIEKAPCTBEHHOI'O
Cucrembl 10CTaBKU npenaparta B opranusMm. Knaccudukanus dopm
JIEKapCTBEHHBIX JIO3UPOBaHUsl  JIEKapCTBEHHOI'O  IIperapara.
Ipernaparos. Cucrembl JIOCTaBKU JIeKapCTBEHHBIX
npemapatoB.  Knaccudukamus,  mpoOJieMsl.
OcobenHoctu cucTeM JOCTaBKH
OnodapMalieBTUYECKHIX IpenapaToB.
Paznen 4. Crepeoxumust (Tema 4.1. PacTBopuMOCTH MOJIEKYZ B BOJE. JIK, ITP
MOJIEKYI U Crepeoxumusi MOJIEKYd U Ouonoruyeckas
O6uonornyeckas akTUBHOCTh. IloBeneHne OenKOB B OpraHu3Me.
aktuBHOCTb. [loBenenue |I[lonstue depmentsl. CTpykTypa (epMeHTOB,
0EJIKOB B OpraHHU3Me. KJaccu(uKaius, JJeKapcTBEHHbIE Mpenaparbl Ha
OCHOBE ()EpMEHTOB.
Paznen 5. Autubuotuxu. [Tema 5.1. Antubuoruku. Hcropuueckue JIK, ITP
Pa3pabotka HOBBIX |acniekThl. Knaccudukanus. Pe3ucteHTHOCTD
AHTUOMOTHKOB. MHUKPOOPTraHU3MOB o OTHOILIEHUIO K
MonekynsgpHoe AHTUOMOTHKAM. Pa3zpaboTtka HOBBIX
MOJIEJTUPOBAaHUE B |aHTHOMOTHKOB. MOJIEKYIIpHOE MOJETHPOBAHNE
pa3paboTke B pa3pabOTKe JIEKAPCTBEHHOIO IIperapara.
JIEKapCTBEHHOT' O Knaccugpukanuss cucrem  opraHusma  IpH
npenapara. JIEUCTBUH JIEKApCTBEHHOro mpenaparta. Ponb
CTPYKTYpbl ~ OenkoB  OHo(apMaleBTHUECKUX
IIPENapaToB B UX aKTUBHOCTH.
Pazpgen 6. Tema 6.1. TOKCHMKOJIOTHYECKHE HCCICAOBAHMUS. JIK, ITP
Toxcukomornueckue Knaccudukanus HCIIBITaHU . Ponb "
UCCIIEJOBAHMSL. HEOOXO/JMMOCTh MCIIBITAHUM Ha IKUBOTHBIX.
WcnpiTanns Ha [TpuHTATIBI OpraHu3aluu MIPOBEIEHUS
KUBOTHBIX UCTIBITAHUN Ha JKMBOTHBIX. BBeneHue moHATHIMA
HaJyIeKamed  JabopaTOpHOW  TMPAKTUKH B
UCTIBITAHUSAX Ha )KUBOTHBIX.
Paznen 7. PazpaboTtka Tema 7.1. PazpaboTka TEXHOJIOT U JIK, TTP

TCXHOJIOTHMH

IMPONU3BOJACTBA TOTOBOH (I)OpMLI JICKAPCTBCHHOT' O




HaumeHoBaHue pa3jaesa Buna yueonoii
Conep:xanue paszjaena (TeMbl) *
AUCHUTLTHHBI padoThI

MIPOM3BOJICTBA TOTOBOM  |mpemnapara. Pa3paboTka MeTOAOB KOHTPOJIsS
(OpMBI JIEKapCTBEHHOTI'O |KauecTBa JIEKApCTBEHHOTO Mperapara.
mpernapaTa U METOJI0B
KOHTPOJISI KauecTBa.

Paznen 8. [lpunnumns u Tema 8.1. TloaroroBka perucTparioOHHOTO JIK, TTP
npaBujia MPpOBEACHUA JIOCbE€ — TMIPABOBBIE ACHEKTHI IOATOTOBKH.
KIMHIICCKIX [IpoBenenre  MPOLELYPHl  PETHCTPALMU.
HUCIILITAHUI.
Perucrpanuonnoe YI0CTOBEpPEHUE.
Peructparmus npenapara. N
PerynmupoBanue  oOpamieHust  CyOCTaHITUH.
IToaroroska PETUCTPALIMOHHOTO JIOCBE.

Perucrpanuonnoe ygocToBepeHue.
HrtoroBeiii ceMuHap.

Paznen 9. O030p|Tema 9.1. OpuruHanbHBIC, WHHOBAIMOHHBIC JIK, ITP
bapmareBTHYECKON mpenaparbl, BOCIPOU3BEICHHBIC IpEIapaThl,
MIPOMBIIIIIICHHOCTH B|0030p (hapManeBTUUYECKON MPOMBIIUICHHOCTH B
MUpE MHpPE M B pa3BUTBIX CTpaHaX. BeIsBIeHUE

TCHACHITUH.

* - 3anonasercs Toiapko o OUHOM dhopme obyuenust: JIK — nexyuu;, JIP — nabopamopnsie pabomer; C3 —
cemunapckue 3ausimust, [IP-npaxmuyeckue 3anusamus..

6. MATEPUAJIbHO-TEXHUUECKOE OBECIIEYEHUE
JTUCHUATIIMHBI

Tabauya 6.1. MamepuanvHo-mexuuyeckoe obecneyerue OUCYUNIUHbL
Cneuunajau3upoBaHHoOe
yueOHOe/1abopaTopHoOe

odopynoBanme, IO n
MaTepHaJbl J1J15 0OCBOEHHUS
AV CHUTLTHHBI
(pu HEOOXOMMOCTH)

Kommnekt

CIIEeNUATTM3UPOBAHHON MeOeu;

TEXHUYECKHE CPECTBA:

Aynuropus Ne 636 st npoBeneHus | MynbTUMETUINHBINA TPOEKTOP

3aHITHIA JIEKITUOHHOTO tuna, | Everycom

OCHAII[CHHAS komrutektoM | HoytOyk Lenovo Thinkpad

crieran3upoBanHoi Mmebenu; gockoii | L530 Intel Core i3-

Tun ayauropun OcHaueHue ayiuTopuu

JlexuponHas (9xpaHOM) u texHuueckumu | 2370M_2.4GHz/DDR3 4 GB,
cpencTBamMu MynpTUMeana | lmt
MIPE3EHTALAMN. ObecrieyeH BBIXOJ] B MHTEPHET.
KommiekT npe3eHTaruii.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials
Aymutopus Ne 636 mns mposenenust | Komriekt
3aHITUN CEMHUHAPCKOTO THUIIA, | CTICIIHATU3UPOBAHHON MeOeH;
Cemunapckas TPYIIOBBIX W UHAUBUAYAJIBHBIX | TEXHUYECKUE CPEJICTBA:

KOHCYJIBTALMH, TEKYIIEr0 KOHTPOJA U | MylnbTUMEINIHBINA IPOEKTOP
IIPOMEKYTOUHON arrectauuu, | Everycom




Tun aynuropuu

OcHamenue ayiuropuu

CrnenuajJu3supoBaHHOe
yueOHOe/1adopaTopHoOe
o0opynoBanmue, [10 u
MAaTepHAaJIbI 1JIs1 0CBOEHHS
AUCHUILTHHBI
(pu HEOOXOMMOCTH)

OCHAIIICHHAs KOMIUIEKTOM
CIICUATM3UPOBAHHON  Mebenu U
TEXHUYECKUMU CpelICcTBaMuU

MYJIbTUMEINA ITPE3CHTALUH.

Hoyt6yk Lenovo Thinkpad
L530 Intel Core 13-
2370M_2.4GHz/DDR3 4 GB,
lmr

OO6ecniedeH BBIXO/ B HHTEPHET.
KomiutekT npesenranui.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials

Aynuropus 1is

Aynutopus Ne 636 mis
CaMOCTOSITEIILHOM PabOTHI
00ydJaronuxcs, OCHaIlleHHAS

Kommnexr
CHeIralu3upoBaHHON Mebemnu;
TEXHUYECKUE CPECTBA!
MynbTUMEIUITHBINA TPOEKTOP
Everycom

Hoyt6yk Lenovo Thinkpad
L530 Intel Core i3-

CAMOCTOATEIRHOM | 1 oMmTekTOM CHeIUaIu3uPOBAHHOMN 2370M_2.4GHz/DDR3 4 GB,
padote! MeOeIIM W KOMITBIOTEPOM € AOCTyrmoM | lmir
B OHOC. OO6ecnieveH BBIXO/ B HHTEPHET.
Kommnekr npe3enrarui.
Windows XP, Microsoft Office
2007, Microsoft Security
Essentials
7. YYEBHO-METOANYECKOE n NHOOPMAIIMOHHOE

OBECIHHEYEHHME JUCIHUIIJIMHBI

OcHognas numepamypa:

Kpacuiok, 1. W. buodapmarus, unu OCHOBBI (papManeBTHUECKONW pa3pabOTKH,
MIPOU3BOJICTBA M1 0OOCHOBAaHUS IM3aiiHa JICKaPCTBEHHBIX (popM : yueOHoe mocobue / U.
N. Kpacurok, H. b. /lemuna, M. H. Anyposa, H. JI. ConoBbeBa. - Mocksa : [DOTAP-
Menua, 2020. - 192 c. : un. - 192 c. - ISBN 978-5-9704-5559-3. - TekcT : 27eKTpOHHBIN

// OBC "KoncynbTaHnt cTyaeHTa" [caift]. - URL
https://www.studentlibrary.ru/book/ISBN9785970455593.html (mata oOpamienus:
25.05.2022)

Llonoanumenvrnaa rumepamypa:



2. Kommenrtapuii x pykoBonctBy EBpormelickoro Coroza mo Hajexamnieil mpakThke
IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB JIJIsl YEJIOBEKA U IPUMEHEHUS B BETEPUHAPUH,
M.: U3n-Bo «Ilepo», 2016. 495 c.

3. Tecr «PactBopenue» B pa3pabOTKe M PETHCTPALMU JEKApPCTBEHHBIX cpeacTs». [lon
penakuueit beikoBckoro C.H., Bacunenko M.A., MakcumoBa C.B. - M.: U3a-BO
«ITepo», 2014. — 488 c.

4. ®dapmareBTuueckas paspaborka. KoHuenuus um npakTuyeckue pekoMeHianuu M.:
N3a-Bo «llepon, 2015. 286 c.

5. PykoBOACTBO MO MHCTPYMEHTAJIBHBIM METOJaM HCCIEIOBaHUM Mpu pa3paboTke U
DKCIIEPTHU3E KadecTBa JIEKapCTBEHHBIX nIpemnapartoB. Ilox pemaknmeit bbIKOBCKOTO
C.H., Bacunenko U.A. u np. - M.: U3n-Bo «Ilepo», 2014. — 656 c.

6. dapmamneBTruueckas O6morexHosorus [Dnekrponubiii pecypc] / C.H. Opexos. - M.:
I'SOTAP-Menua, 2013.

Pecypcwi ungpopmayuonno-menexommynukayuourou cemu « Mnmepremy:

1. ObC PYJIH u croponane ObC, K KOTOPBIM CTYJIEHTHl YHHBEPCUTETA HUMEIOT
JIOCTYTI Ha OCHOBAHUH 3aKJIFOUEHHBIX JOTOBOPOB:

- DIIeKTPOHHO-OMOIMOTeUHAS cucTeMa PYJIH - 2bC PYIH
http://lib.rudn.ru/MegaPro/Web

- ObC «YHuBepcuterckas OudmmoTeka onnaita» http://www.biblioclub.ru

- OBC HOpaiir http://www.biblio-online.ru

- OBC «KoncynbranT cTtyaeaTay Www.studentlibrary.ru

- OBC «Jlanb» http://e.lanbook.com/

- ObC «Tpounkuit mocT»

2. ba3bl JaHHBIX U TOUCKOBBIE CUCTEMBI:

- DSJEKTPOHHBIM (OHA NPaBOBOM M HOPMATUBHO-TEXHMUYECKOW JOKYMEHTAIUU
http://docs.cntd.ru/

- morckoBas cucrema Sunekc https://www.yandex.ru/

- mouckoBas cuctema Google https://www.google.ru/

-pedepaTtuBHas 0a3za JTAaHHBIX SCOPUS
http://www.elsevierscience.ru/products/scopus/

-  DenepanbHbIi  WHCTUTYT MpOMBIIUIEHHONH  cobOctBeHHOCTH — (DUIIC)
https://new.fips.ru

Yyebno-memoouueckue  mamepuanvl 011 CAMOCMOSMENbHOU  pabombl

00YUAIOWUXCS NPU OCBOEHUU OUCYUNTUHBL/MOOYAA™ .
* - Bce yqe6H0'M€TOI[I/ILICCKI/IC Marepuajbl JIA CaMOCTOSATEIBHOMI pa6OTI>I O6y‘{aIOH_[I/IXC$I
pa3MeIaroTCd B COOTBETCTBUU C ,Z[eflCTBymH.[HM MOPAAKOM Ha CTPAHULIC NTUCHHUIIIIMHBI B TYUC!

[Tpu mpoBeneHNM 3aHATHI ¥ OpPTaHU3AIMU CAMOCTOATEIHHON PabOTHI CTYIACHTOB
UCTIOJB3YIOTCS TPAJAUIIMOHHBIE TEXHOJIOTHH COOOIIArOIIEro 00ydeHus, penoaaranme
nepegadyy — uHbOpMamuMM B TOTOBOM  BHJIE, dopmupoBanue  yueOHBIX
yMEHHi1 1o oOpasiry.

B pamkax mpakTHYeCKHX 3aHATHUH peaan3yeTcs B3aMMOOOyUYEHHE CITyIIaTeNei
Kypca - UHTEpaKTUBHOE 00y4yeHHe, B (hOpMe B3aUMOKOHTPOJISI CAMOCTOATEIHLHON PabOTHI,


http://lib.rudn.ru/MegaPro/Web
http://www.biblioclub.ru/
http://www.biblio-online.ru/
http://www.studentlibrary.ru/
http://e.lanbook.com/
http://docs.cntd.ru/
https://www.yandex.ru/
https://www.google.ru/
http://www.elsevierscience.ru/products/scopus/
https://new.fips.ru/

COBMECTHOI'O PEIIEHUE CUTYallMOHHBIX 3aja4, COBMECTHOM pa3paboTKa CXEM CIOKHBIX
MPOLIECCOB, OOCYKIEHUS TPOOIEMHBIX BOITPOCOB.

CamocrosaTenbHass paboTa CTYACHTOB BKIIOYAeT M3YYCHHUE OCHOBHOM U
JIOTIOJIHUTENLHOM JUTEpaTyphbl MO JAaHHOW AUCHUILIIMHE, MOATOTOBKA BHICTYIUICHUN Ha
CEMHUHapax, IMOATrOTOBKAa TBOPUYECKHX pabOT IO BOMPOCAM HMMYHOOMOJOTUYECKUX
npernapaToB, ux OQGOpMIIEHHE B BHUJIE MPE3EHTAIMH, a TaKKe MOJrOTOBKAa W 3allluTa
JIOKJIaja Mo OJHOM U3 MpeAJiaraeMbIX TEM.

8. OIIEHOYHBIE MATEPHAJIBI " BAJUIbBHO-PEUTHHIOBASI
CUCTEMA OLLEHUBAHUWA YPOBHA COPOPMHUPOBAHHOCTH
KOMIIETEHIMH 110 JUCHUIIJIMHE

OreHoYHBIE MaTepuaabl U OaUTbHO-PEUTUHIOBass CHCTEMa OIICHUBAHMS YPOBHS
c(hOpMUPOBAHHOCTH KOMIIETCHIIMM (YacTH KOMIIETEHIIMH) 1O WTOraM OCBOCHHS
JTUCIUTUIMHEI «Pa3paboTka u perucTpanus JeKapCTBEHHBIX IIPENapaToBy MPeJICTaBICHBI B
[Tpunoxennn K HacTosIel Pabodei mporpaMme TUCITUTUTHHBL.

PABPABOTYHUKMU:
npodeccop UBXTH, n.x.H. N.A. Bacunenko

PYKOBOJIMUTEJIb OYII:

Jupexrop UBXTH, npogeccop a.x.H. AM. CrannmeBckuii

PYKOBOJIUTEJIb OII BO:
Jupexrop UBXTH, npogeccop a.x.H.

SI.M. CtanumeBcKuii



PI'AOY BO «Poccuiicknil yHUBEPCHTET APYKObI HAPOAOB)
NHcTUTYT OMOXUMHUYeCKOH TexHoJI0ruu U HaHoTexHoJoruu (MUBXTH)

®OH/I OLIEHOYHbLIX CPEJICTB

MO YYEBHOM JUCIUATIJINHE

«Pa3pa60TKa U peTUCTpaAlIUs JCKAPCTBCHHBIX MIPETIapaToOB»
(HaMMEHOBAaHUE TUCITUTUINHBI)

04.04.01 — «Xumusny

(KO,Z[ 1 HAaMMCHOBAHUEC HAIlpaBJICHUSA HOZ[FOTOBKI/I)

«bHOXMMHWYECKHE TEXHOJIOTMM U HAHOTEXHOJIOT U

(HanMeHOBaHME MTPOQUIIS TOITOTOBKH)

Marwuctp

Kpanmuukanus (cTerneHb) BEITYCKHIKA



IMacnopT poHaa OLIEHOYHBIX CPEACTB MO AMCUMILJINHE

Hamnpasnenune/CrieninaabHOCTB:

28.04.01 — «Xumusn»

Huciumuinaa: «Pa3paboTka 1 peructpanus JeKapcTBEHHBIX MpernapaToBy

KonTtponupyemslii pazien IUCHUILUIMHBI ®OCsI (hopMbI KOHTPOIIS YPOBHS OCBOCHUS
OOII)
AynuropHas CamocTtos | Dk3ameH
pabora TeJIbHas
pabora
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[MIK-2-t | UcTopuueckue acnekTsl (hapMareBTHUECKON POMBIIITIEHHOCTH. Kitaccudukarst

JICKApCTBCHHBIX IIPCIIAPATOB.

[Tporecc pa3paboTKu JeKapCcTBEHHOTO Mpenapara. Ku3HEeHHbIN [TUKIT JICKapCTBEHHOTO
npenapara.

N3yuenune cBoicTB Mosiekynbl. CHCTEMBI JOCTABKH JIEKAPCTBEHHBIX MIPETMapaToB.
Crepeoxumusi MOJIEKYN M OMOJIOTHYeCcKasi akTUBHOCTh. [oBeieH1e OENTKOB B OpraHu3Me.
AnTuOnoTHKH. Pa3paboTka HOBBIX aHTUOMOTHUKOB. MOJIEKYISIpPHOE MOJISTUPOBAHKE B
pa3paboTKe JIeKapCTBEHHOTO Mpenapara.

Toxcukonorndeckue uccienoBanns. VICIIsITaHnsT Ha J)KUBOTHBIX 15
Pa3paboTka TeXHOJIOTHH MPOU3BOICTBA TOTOBOM (HOPMBI JIEKAPCTBEHHOTO MpernapaTa u
METO/I0B KOHTPOJISI Ka4eCTBa.

[TpuHIMIIBEI ¥ TpaBIIIa IPOBEACHUS KIIMHUYECKUX UCTIBITAaHUI. Perucrpanus npenapara. 15
00630p hapmaleBTHUECKON MPOMBIIUIEHHOCTH B MUPE

20 30 20




Bomnpocek! 111 NOATOTOBKM K HTOTOBOM aTTecTAlNK

1.Ilepeuncnuth Bce Tambl KU3HEHHOTO LIMKJIA JIEKAPCTBEHHOTO Mpernapara.
2./latb onpeneneHus "opurMHAIbBHBIN IpenapaT”, "BOCIPOM3BEIEHHBIN NTpenapar '
"MHHOBAIIMOHHBIN TIpenapar ", "'B3auMo3aMeHsIeMbIii mpernapat” "Mex1yHapO HbIC
HEIMaTeHTOBaHHbIC Ha3BaHUs" "HkeHepuk".

3. Ha xakux »sTamax >kM3HEHHOTO IIUKJIa JIEKAPCTBEHHOI'O MIpernapaTa NpUMEHIUMO
MCII0JIb30BaHUE HAIIMOHAIBbHBIX CTaHapTOB.

4. buodapmalieBTHUECKHE JI€KApPCTBEHHBIE MTPENapaThl, TEPMUHBI, 0COOEHHOCTh 00paIleHus
O6unodapmalieBTHUECKHX JIEKapCTBEHHBIX MIPENapaToB.

5. dapmaneBTHUECKas pa3paboTka, TpeOOBaHUS U CTPYKTYypa (hapMarieBTHIECKOM
pa3paboTKH.

6. 3akoHOomaTenbpHas 06a3a, peryIupyromuas Npoueaypy perucTpaiy JeKapCTBEHHBIX
IpernapaToB.

7. ITpo6yieMa B3auMONpU3HAHUS PErMCTPALH JIEKAPCTBEHHBIX IPENApaTOB B Pa3INYHBIX
CTpaHax.

8. TpeboBaHusl K JIEKAPCTBEHHOMY Mpenapary JAjs BbIIIYCKa €ro B 0OpalleHue.

9. Iporecc pazpaboTku JeKapCTBEHHOTO Mpemnapara. HaydHblie aceKThlI.

10. HauanbHbIe cTaguu pa3pabOTKH JEKapCTBEHHOTO npernapara. [Ionck MoeKybl.
11. O6ocHoBanue GopMbl pazpabaThIBAEMOro JEKapCTBEHHOTO Mpernapara.
Pa3paboTka TeXHOJIOTMU MPOU3BOACTBA FOTOBOM (POPMBI JIEKAPCTBEHHOTO Ipenapara
12. Ponb cTpyKTypbl 6€1K0B OHO(dapMalieBTHUECKUX MPernapaToB B UX aKTUBHOCTH.
Crepeoxumus MOJIEKY U OMOJIOruyecKas akTUBHOCTb.

13. CrpykTypa hepmMeHTOB, KiaccuuKkaius, JeKapCTBEHHbIE ITpernapaThl HA OCHOBE
(bepMEeHTOB.

14. AuTubuotuku. Pa3paboTka HOBBIX aHTUOMOTHKOB.

15. MonekynsipHoe MOJIeIMpOBaHUE B pa3pabOTKe JIEKAPCTBEHHOTO Ipernapara.

16. Knaccudukanus cucteM opraHu3ma MpH JIeHCTBUY JIEKAPCTBEHHOTO Mpernapara.
17. Toxcukonoruueckue uccinenoBanus . Kiaccuukanus ucupITaHui.

18. Posib 1 HEOOXOMMOCTb UCIIBITAHUN Ha KUBOTHBIX.

19. IlpuHIUTIBI OpraHU3aIliX TPOBEACHHUS HCIBITAHWN HA KUBOTHBIX.

20. Pa3paboTka METO/I0B KOHTPOJIS KayecTBa JIEKAPCTBEHHOIO Ipenapara.

21. IlpuHUumnel ¥ TpaBuiia NPOBEACHUS KIMHUYECKUX UCIIBITAHUH.

22. Perucrpanus npenapara.

23. OcobeHHoCTH perucrpanuu oropapmMaleBTUYECKON MPOTYKIUH.

24. OpuruHajibHbIE NIpENapaThl.

25. VlHoBallMOHHBIE TIpEnapaThbl

26. Bocripou3sBeicHHBIE TIPENIapaThl.

27. TenpeHuu B papMalieBTUYECKONW MPOMBIIIJIEHHOCTH B MUPE.



TeMBI JOKJIA0B

Tema 1. HopmatuBHBIC TpeOOBaHUS K HEKJIMHUYECKUM HCCIICIOBAHUAM O0€30TIaCHOCTH
BELIECTB

Meroanueckue pykoBoactea OECD (Organisation for Economic Co-operation and
Development) no ucnsitanusm xumudeckoi 6ezomacHoctu 1 ICH (International Conference
on Harmonization) mo ucrbITaHUAM MEAUIIMHCKOM O€30MaCHOCTH.

PykoBoacTtBa MunucrepcrBa 3apaBooxpaHeHuss PO mo ucnbiTanusM 06e30MacHOCTH
CPEICTB MEAUIIMHCKOTO TPUMEHEHHUS.

Tema 2. OcTpasi TOKCHYHOCTDH BEUIECTB

Krnaccudukanusa BemiecTB MO KiaccaMm OINACHOCTU: TapMOHU3MPOBAHHAs CHCTEMa
knaccugukauu onacaoctu OECD (globally harmonised hazard classification and compatible
labelling system, GHS), kiacchl 0macHOCTH XUMUYECKUX BELIECTB, IPUHATHIC B PD.

[TonaTne OCTPO TOKCHMYHOCTH, TOKCHYHOCTH NPH Pa3HBIX CIIOCO0AaX BO3JEHCTBUA
BEILIECTB HA OpraHU3M JKMBOTHBIX, IE€popaibHas OCTpas TOKCUYHOCTb, WHTAISLUOHHAsS
TOKCHUYHOCTh, TOKCUYHOCTb MPU HAKOKHOM HAHECCHUH.

Meroasl omnpeneneHuss TOKCUYHOCTM W Npu3Haku TokcuyHocTd. [lomsarue JIZI50,
aIbTCPHATUBHBIC METONBI: omperencHue kimacca tokcuuHoctu (OECD TG 423), meron
¢duxcuposannsix 103 (OECD TG 420), nporenypa Up-and-Down (OECD TG 425).

OrnpezenieHne MaKCUMAJIbHBIX TOJIEPAHTHBIX /103 JJIS1 TOTCHIIMAIBHBIX JICKAPCTBEHHBIX
BelecTB. JlM3allH [IOKIMHUYECKOrO0 MCCJENOBAHMS OCTPOM TOKCMYHOCTH BELIECTBA
WHHOBAIIMOHHBIX OMOTOIOOHBIX MTPETapaToB.

Tewma 3. JlokmMHIYECKHE UCCIISOBaHMS 0€30MTaCHOCTH JICKAPCTBEHHBIX MIPETIapaToB

OO011asi TOKCMYHOCTD BEIIECTBA MMPU MOBTOPHBIX BBEIACHUSAX: AU3aMHBI UCCIICIOBAHUMA
CyOXpOHUYECKOH M XPOHHYECKOH TOKCHYHOCTH, BBIOOP TECT-CUCTEMBI M 103 BBOJUMBIX
BEILECTB, JJIUTEIbHOCTh BBEICHHUSA, NEPEUYCHb METOJOB U PETUCTPUPYEMBIX I1apaMETPOB,
OpraHbl, TMOJIeKAIIUE TUCTOJIOTHYECKOMY  aHalu3y; CBSI3b  OMOXMMHUYECKHX U
reMaTOoJIOTMYECKUX U3MEHEHHUI C TUCTOJIOTMYECKUMU OPAKEHUSIMH OPTaHOB.

PenpoaykTvBHass TOKCHYHOCTB: JHM3alHbl HCCICAOBAHUN JIEWCTBUS BELIECTB Ha
bepTUIbHOCTh, IMOPUOTOKCUYHOCTD, MPEHATAIILHOE M MOCTHATATBbHOE Pa3BUTHE; MEPEYCHb
METOJ/IOB U PETHUCTPUPYEMBIX MTOKa3aTesel, (opMyTupoBaHUE 3aKITIOYCHUSI.

['€eHOTOKCHYHOCTh: TECT Ha peBepCc-MyTaluu y 6akrepuii (Tect Ditmca), in Vitro tect Ha
XPOMOCOMHBIE a00epariy Ha KJIETKaX MICKOMUTAIOIINX, MUKPOSICPHBIN TECT.

HccnenoBanusi KaHIEPOr€HHOCTH BEIIECTB: JAM3aHH HCCIEAOBAHMS, IJIUTEIBHOCTD
BBEJICHHS, OpraHbl, IOJJICKAIINE THUCTOJIOTHYECKOMY aHaJN3y,; CKPUHHUHTOBBIE METOJbI
onpeieNIeHUs] KaHI[EPOr€HHOr0 OTEeHIINAIA.

be3onacHoCTh BO3ACHCTBUSI HA JKU3HEHHO BAaXKHBIE CHCTEMBl OpPraHOB: JIU3aWHBI
MCCJIEIOBAHUI IO M3YyYEHUIO JIEHMCTBHS BEIIECTB HA ILIEHTPAJIbHYIO HEPBHYIO, CEPACUHO-
COCYJIUCTYIO U JBIXaTEIbHYIO CUCTEMBI.

VMMYHOTOKCUYHOCTh BEIIECTB: OOIIETOKCUYECKHE M CIelUaTbHbIE HCCIIEIOBAHMUS,
BBIOOp JM3aiiHa, TepeueHb METOJOB W TECTOB, [-3aBUCHUMBIM TyMOpaJbHBIM OTBET,
ummyHopenotunupoBanre, NK-oTBer, ycroiiumBocTh K  MHGMEKIHSIM, aKTHBHOCTh
Makpo(haroB/HeUTPOPHUIOB, KIETOUYHBII HMMYHHTET.

OcCOoOEHHOCTH  HCCIIEIOBaHUI  0€30ImaCHOCTH  WHHOBAIMOHHBIX  OHMOIOAOOHBIX
MpenapaToB, MOTYYEHHBIX OMOTEXHOJIOTHIECKUMH METOIAMHU.

OcoOeHHOCTH BaKIMH KaK TeCT-Marepualia M BBIOOP CXEMbI JOKIMHUYECKOTO
HCHIBITaHUS 0€30ITaCHOCTH BAKIIWHEI.

OcoOeHHOCTH  UCHBITAaHUN  0€30MacCHOCTH  MPOTUBOPAKOBBIX  HWHHOBAIIMOHHBIX
OH1OIMO00HBIX MPENapaToB.



Tema 4. UccaenoBanus 0€30IIaCHOCTH IEWCTBUA XUMHUUECKUX BEIIECTB HA YEJIOBEKA

Konnenmust McnbITaHWii XUMHYECKON O€30MacHOCTH, MepeueHb WCCIEAOBAHUN TIO
M3YyYECHHUIO0 TOKCUYECKOT0 ACHCTBUS BEILIECTB HA YETIOBEKA.

Koppo3zuitHoe, pazgpaxaroliee W aUIEPreHHOE JICWCTBUE BEIIECTB: JIM3AMHBI
HCCIICIOBaHMIA, MCITOJIb3YEMbIE TECThI U METO/IbI, Pa3BUTHE aIbTEPHATUBHBIX IN VitrO METOI0B.

Onenka 0O€30MACHOCTH HAHOMATEPUAIOB: MPUMEPHl HAHOMATEPUAIOB H WX
HCITOJIb30BaHNE, KOHIICTIIIHS UCTIBITAHUH 0€301TaCHOCTH HAaHOMAaTEPHAJIOB.

Tembl pedepaToB

1. HopmaTuBHast JOKyMEHTAIUs B 00JACTH CTaHJAPTH3AIMH JEKapCTBEHHBIX MpenapaToB.
2. DTanbl 1 mporecc pa3paboTKH JEKapCTBEHHBIX MPENapaToB.
3. OcHOBHBIE OOBEKTHI CTAHAAPTU3ALMH B IIPOIECcCe Pa3pabOTKU JIEKAPCTBEHHBIX IPENaparToB.

4. Anamu3 pykosojactea OECD (Organisation for Economic Co-operation and Development)
0 HWCObITaHUSAM xumuueckoir Oeszomacnoctu u  ICH  (International Conference on
Harmonization) o ucneiTaHUAM MEIUIIMHCKOMN Oe30macHoCcTH 1 PykoBoacTBa MuHHCTEPCTBA
3ApaBOOXpPaHCHUA P® 110 ucnelTaHusIM 0€301aCHOCTH CpCACTB MEANLUHCKOI'O IPUMCHCHUS.

5. Knaccudukanus Beniects nmo kjaaccam omnacHOCTH. IloHsThe ocTpodl TOKCHYHOCTH IPU
pa3HbIX croco0ax BO3AEMCTBHS BEIIECTB Ha OPraHuW3M KUBOTHBIX. OrpeneneHue
MaKCHMaJbHBIX TOJEPAHTHBIX 103 JI MOTEHIMAJIBHBIX JIEKAPCTBEHHbIX BellecTB. Jlu3aiiH
JOKJIMHUYECKOT0 MCCIIE0BaHUsl OCTPO TOKCUYHOCTH BEILIECTBA.

6. O61ua;1 TOKCHMYHOCTL BCHICCTBA IIPpU IIOBTOPHBLIX BBCIACHUAX. Buasl TOKCHMYHOCTH:
PerO,HYKTI/IBHaﬂ TOKCUYHOCTD, I CHOTOKCHUYHOCTB, KaHueporeHHaﬂ TOKCHUYHOCTD,
I/IMMYHOTOKCI/IIIHOCTB. be3onacHocTh BOSI[GIZCTBHH Ha )XU3HCHHO BA>KHBIC CUCTCMBbI OPIr'aHOB.

7. OcoOeHHOCTH HCCJIeI0BaHUM 0e30IMacHOCTH BCIICCTB, MOJTYYCHHBIX OMOTEXHOJIOTHYCCKUMU
METOJaMH.

8. OcobeHHOCTH BaKIMH KaK TECT-MaTepuana U BHIOOP CXEMBI JOKIMHUYECKOTO MCIIBITAHUS
0e3omacHOCTH BakIMHBL. (OCOOEHHOCTH MCHBITAHUM 0E30MacCHOCTH  MPOTHBOPAKOBBIX
Ipernaparos.

9. KOHI.[CHI_[I/IH HUCIIBITAHUN XUMHYECKOM 6630HaCHOCTI/I, MEpCUCHDb HCCIEI0BAHUM O HU3YUCHUTIO
TOKCHYECKOTO ASHCTBHUS BEIIESCTB HA YEIOBEKA.

10. Koppo3uiinoe, pa3ipaxaroliee 1 ajuiepreHHoe aeictaue BeniecTs. OneHka 0e30nacHOCTH
MHHOBAIIMOHHBIX OMOIOI00HBIX MPEnaparos.

*TemaTHKa pedepaToB SBISETCS NPUMEPHOW U TpeOyeT YTOUHEHHUs JUIsl MPUBSI3KU K TeMe
HAy4HO-UCCIIEIOBATENILCKOW  paboThl, Hampumep, "CranmapTuzamusi Tens u3zocopOuma
JuHUTpaTa'.
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DK3aMEeHAIIHOHHBIE OMJIEThI

OENEPAJIBHOE 'OCYIJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXKJIEHUE BBICHIEI'O OBPA30OBAHUA
POCCUHCKU YHUBEPCUTET JIPYKEbl HAPOJIOB
HNucTuryT OMOXMMHUYecKOH TexHO10run U HaHoTexHoJorun (UBXTH)
JK3aMeHAUMOHHbIE BONPOCHI O JucHuILINHe «PazpadoTka u perucrpanus
JIEKAPCTBEHHBIX MPENapaToB)

BUJIET Ne 1
1.IlepeuncnuTth Bce Tambl KU3HEHHOTO LIMKJIIA JIEKAPCTBEHHOTO Mpernapara.
2./latb onpenenenus "opuruHaIbHBIN Ipenapat”, "BOCIpOM3BEIEHHBIN penapar”
"MHHOBALIMOHHBIN Mpenapat", "'B3auMo3aMeHsieMbIl npenapat” "Mex1yHapoIHbIe
HEIMaTeHTOBaHHbIC Ha3BaHUs" "HkeHepuk".
3. Ha xakux sTamax >kM3HEHHOTO IIUKJIa JIEKAPCTBEHHOI'O MIpernapaTa NpUuMEHIUMO

HCIIOJIb30BAaHNE HAIMOHAIBHBIX CTAaHJAPTOB.
Jupexrop UBXTH CrannmeBckuii S1.M.

OEJIEPAJTBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YYPEKXJIEHUE BBICIHIEI'O OBPA3OBAHMUA
POCCHUHCKUM YHUBEPCUTET JPYKEbl HAPOJIOB
HNucTuTyT OMOXMMHUYeCKOH TexHO10ruM U HaHoTexHoJorun (MUBXTH)
JK3aMeHALMOHHbIE BONPOCHI 0 AucHuIinHe «Pa3padorka u perucrpanus
JIEKAPCTBEHHBIX NPenapaToB»

BUWIET Ne 2
bruodapmarneBruueckre JeKapCTBEHHBIC MPENapaThl, TCPMHHBI, 0COOCHHOCTH 00OpaIIeHUS
O61odapMalieBTUUECKHX JIEKAPCTBEHHBIX MpPEnapaTos.
®apmarnieBTHYeCKas pa3padoTka, TpeOOBaHUS U CTPYKTypa (papMarieBTHUECKON pa3paboOTKH.
3akoHoaTeabHast 6a3a, peryaupyolas npoueaypy perucTpaluy JIeKapcTBEHHBIX
IIpenaparos.

Jupextop UBXTH Cranumesckuii S1.M.

OENEPAJIBHOE TOCYJAPCTBEHHOE ABTOHOMHOE OBPA3OBATEJIbBHOE
YUYPEXKJIEHUE BBICHIEI'O OBPA30BAHUA
POCCHVICKHUM YHUBEPCUTET JIPYKBbI HAPOJIOB
HNucTuryT OMOXMMHUYecKOl TexHo10ruM U HaHoTexHoJorun (MUBXTH)
JK3aMeHAMOHHBbIE BOMPOCHI MO JucuuIuinHe «Pa3padoTka u perucrpanus
JIEKAPCTBEHHBIX MPENapaToB)

BUJIET Ne 3
[Tpo6iiema B3auMONpU3HAHUS PETUCTPAIIUH JIEKAPCTBEHHBIX MPENapaToB B PA3IUYHBIX

CTpaHax.
TpebGoBaHus K JIeKapCTBEHHOMY Mpernapary Ajs BbIITYCKa ero B oOpaiieHue.
[Tpornecc pa3paboTkH JeKapCTBEHHOTO Npenapara. HaydHble aclieKThI.

Jupexrop UBXTH Crannmesckuii S1.M.
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OEAEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA3OBATEJIBHOE
YUYPEXKJIEHUE BBICHIEI'O OBPA30BAHUA
POCCHUHCKN YHUBEPCUTET JIPYKEbl HAPOJIOB
HNucTuryT OMOXMMHUYecKOH TeXHO10run U HaHoTexHoJorun (UBXTH)
JK3aMeHAUMOHHbIE BONPOCHI O JucHUILINHe «PazpadoTka u perucrpanus
JIEKAPCTBEHHBIX MPENapaToB)

BUJIET Ne 4
1. Havanpubie ctaguu pa3paboTKu JieKapCTBEHHOT o npenapara. [lonck MosieKysbl.
2. O6ocHoBanue Gopmbl pazpadaThIBAEMOT0 JIEKAPCTBEHHOTO Mpernapara.
3. Pa3paboTka TeXHOJIOTUH MPOU3BOICTBA TOTOBOM (DOPMEI JIEKAPCTBEHHOTO Mpernapara
Nupexktop UBXTH CrannmesBckuii S1.M.

OEAEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA3OBATEJIBHOE
YUYPEXKJIEHUE BBICHIEI'O OBPA30BAHUA
POCCUNCKU YHUBEPCUTET JIPYKEbl HAPOJIOB
HNucruryT OMOXuMUYeckoil TexHoJI0run U HaHoTexHoJorun (UBXTH)
JK3aMeHANMOHHBIE BONMPOCHI 10 AucHuILINHe « Pa3padoTka u perucrpanus
JIEKapCTBEHHBIX MPeENnapaToB)

BUWJIET Ne §
Posnb cTpykTyphl 6enK0B OnodapmManeBTHIECKUX NPEenapaToB B UX aKTUBHOCTH.
Crepeoxumus MOJIEKyJ U OMOIOruYecKas aKTUBHOCTb.
Crpyktypa pepmeHTOoB, KiaccuduKkanus, JeKapCTBEHHbIE NTpernapaTbl Ha OCHOBE (hePMEHTOB.
AnTHOMOTHKH. Pa3zpaboTka HOBBIX aHTHOMOTHKOB.

Jupexrop UBXTH Crannmesckuii S1.M.

OENEPAJIBHOE TOCYJAPCTBEHHOE ABTOHOMHOE OBPA3OBATEJIBHOE
YUYPEKJIEHUE BBICHIEI'O OBPA30BAHUA
POCCHUVICKUM YHUBEPCUTET JIPYKBbI HAPOJIOB
HNucTuryT OMOXMMHUYecKOH TexHO10run U HaHoTexHoJorun (MUBXTH)
JK3aMeHAMOHHBbIE BOMPOCHI MO JucuuIuInHe «Pa3padoTka u perucrpanus
JIEKAPCTBEHHBIX MPENapaToB)

BHUJIET Ne 6
MonexynsipHOe MOIeTMpOBaHUE B pa3pabOTKe JICKapCTBEHHOTO IIpenapara.
Knaccudukanus cuctem opraHu3Ma Ipu JEHCTBUH JIEKaPCTBEHHOTO TIperapara.
Toxcukomornueckue uccneaoBanus. Knaccudukaius ucrpITaHu.

Jupexrop UBXTH Crannmesckuii S1.M.
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OENEPAJIBHOE I'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YUYPEXKJIEHUE BBICHIEI'O OBPA30OBAHUA
POCCHUHCKN YHUBEPCUTET JIPYKEbl HAPOJIOB
HNucTuryT OMOXMMHUYecKOH TeXHO10run U HaHoTexHoJorun (UBXTH)
JK3aMeHAUMOHHbIE BONPOCHI O JucHUILINHe «PazpadoTka u perucrpanus
JIEKAPCTBEHHBIX MPENapaToB)

BUJIET Ne 7
Posib 1 HEOOXOAMMOCTH UCTIBITAHUI HA )KUBOTHBIX.
[TpuHIMIIBI OpraHU3aluK TPOBEACHUS UCTIBITAHUH Ha KUBOTHBIX.
Pa3paboTka MeTO10B KOHTPOJISI KaueCcTBA JIEKAPCTBEHHOTO Mperapara.

Nupexktop UBXTH CrannmeBckuii 51.M.

OENEPAJIBHOE I'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXKJIEHUE BBICIHIEI'O OBPA30OBAHUSA
POCCUNCKU YHUBEPCUTET JIPYKEbl HAPOJIOB
HNuctutyT OMOXUMHYecKOH TexHoJ0orun U HaHoTexHoJioruu (MBXTH)
JK3aMeHANMOHHBIE BONMPOCHI 10 AucHuILINHe « Pa3padoTka u perucrpanus
JIEKapCTBEHHBIX MPeENnapaToB)

BUJIET Ne 8
[IpuHUMIIBI ¥ paBUIIa IPOBEACHUS KIMHUYECKUX UCIIBITAHUI.
Perucrpanusa npenapara.
Oco0enHocTy peructpanuu 6uodapmMaleBTHIeCKON TPOAYKIIUH.

Jupexrop UBXTH CrannmeBckuii S1.M.

OEJNEPAJIBHOE 'OCYIJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXKJIEHUE BBICIHIEI'O OGPA30OBAHUSA
POCCUMCKHUA YHUBEPCUTET JPYXBbI HAPOJIOB
HNucrutyT OMOXuMUYecKkoil TexHo10run U HaHoTexHoJorun (UBXTH)
JK3aMeHAUMOHHBIE BONMPOCHI M0 AucHuIinHe «Pa3padoTka u perucrpanus
JIEKapPCTBEHHBIX MPENnapaToB)

BUJIET Ne 9
OpuruHaabHbIE MpenapaTshl.
[Tporecc pa3paboTKH JEKapCTBEHHOTO Npenapara. HaydHbie acTieKThI.
BocnpounsseieHHbIe NTpenaparsl.

Jupexrop UBXTH CrannmeBckuii S1.M.
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OENEPAJIBHOE I'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YUYPEXKJIEHUE BBICHIEI'O OBPA30OBAHUA
POCCHUNCKN YHUBEPCUTET JPYKEbl HAPOJIOB
HNucTuryT OMOXMMHUYecKOH TeXHO10run U HaHoTexHoJorun (UBXTH)
JK3aMeHAUMOHHbIE BONPOCHI O JucHUILINHe «PazpadoTka u perucrpanus
JIEKAPCTBEHHBIX MPENapaToB)

BUJIET Ne 10
[TpoGnema B3anMONpU3HAHKS PETUCTPAIMH JICKAPCTBEHHBIX MPENapaToB B Pa3IHIHBIX
CTpaHax.
O6ocHoBanue GopMbI pa3zpadaThIBAEMOTO JICKAPCTBEHHOTO Mpernapara.
VIHHOBaIIMOHHBIE TIpENapaThl.

Nupexktop UBXTH Crannmesckuii 51.M.

OEJNEPAJIBHOE I'OCYIJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXKJIEHUE BBICIHEI'O OBPA30OBAHUSA
POCCHUHCKU YHUBEPCUTET JIPYKEbl HAPOJIOB
HNucTutyT OMOXUMHUYecKoil TexHOJ10ruM U HaHoTexHoJorun (UBXTH)
JK3aMeHALMOHHBIE BONMPOCHI 10 AucHuILINHe « PazpadoTka u perucrpanus
JIEKapCTBEHHBIX MPENnapaToB)

BUJIET Ne 11
TpeGoBaHus K JIeKapCTBEHHOMY Mpernapary AJs BbITYCKa ero B oOpaiieHue.
HavanbHble craguu pa3paboTKy JeKapCTBEHHOTO npenapara. [lonck Mosnekysbl.
Pa3paboTka TeXHOJIOTHH MPOU3BOICTBA TOTOBOU (hOPMBI JIEKAPCTBEHHOTO MIpernapara.

Jupexrop UBXTH Crannmesckuii S1.M.

OENEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA3OBATEJIBHOE
YUYPEXKJIEHUE BBICHIET'O OBPA30BAHUSA
POCCUMCKHU YHUBEPCUTET JPYKBbl HAPOJOB
HNucrutyT OMOXuMuYeckoil TexHoa0run U Hanorexunosorun (MUBXTH)
JK3aMeHALMOHHbIE BONPOCHI 0 Aucuuiuinae «Pazpadorka u perucrpanus
JIEKapPCTBEHHBIX MPENnapaToB)

BUJIET Ne 11
Ponb cTpykTyphl 6enK0B OMo(apMalieBTHYECKUX MPEenapaToB B UX aKTUBHOCTH.
AHTHOMOTHKU. Pa3paboTka HOBBIX AaHTHOMOTHKOB.
Knaccugukarus cuctemM oprann3Ma Ipu JAeHCTBUU JIEKapCTBEHHOTO Mpernapara.

Jupexrop UBXTH Crannmesckuii S1.M.



OENEPAJIBHOE I'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YUYPEXKJIEHUE BBICHIEI'O OBPA30OBAHUA
POCCHUNCKN YHUBEPCUTET JPYKEbl HAPOJIOB
HNucTuryT OMOXMMHUYecKOH TeXHO10run U HaHoTexHoJorun (UBXTH)
JK3aMeHAUMOHHbIE BONPOCHI O JucHUILINHe «PazpadoTka u perucrpanus
JIEKAPCTBEHHBIX MPENapaToB)

BUJIET Ne 12
1. Crpykrypa QpepMeHTOB, Ki1accupuKalus, JeKapCTBEHHbIE MTpenapaThl HAa OCHOBE ()EPMEHTOB.
2. MomnekynspHoe MOJeIUpPOBaHKe B pa3paboTKe JIEKapCTBEHHOTO Mpenapara.

3. Toxcuxonoruueckue uccienoBanus. Knaccudukanus ucrpITaHuii.

Jupexrop UBXTH Cranumesckuii S1.M.

OENEPAJIBHOE I'OCYJAPCTBEHHOE ABTOHOMHOE OBPA3OBATEJIBHOE
YUYPEXKJIEHUE BBICIHIEI'O OBPA30OBAHUSA
POCCUNCKU YHUBEPCUTET JIPYKEbl HAPOJIOB
HNucruryT OMOXuMUYecKkoil TexHO10ruM U HaHoTexHoJorun (UBXTH)
JK3aMeHANMOHHBIE BONMPOCHI 10 AucHuILINHe « Pa3padoTka u perucrpanus
JIEKapCTBEHHBIX MPeENnapaToB)

BUWJIET Ne 13
1. Ponb u HeoOXOAUMOCTh UCTIBITAHUHN HA KUBOTHBIX.
2. Pa3paboTka METOIOB KOHTPOJISI KAUECTBA JIGKAPCTBEHHOTO Iperapara.
3. Perucrpauus npemnapara.

Jupexktop UBXTH CrannmesBckuii S1.M.

OEJNEPAJIBHOE 'OCYIJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXKJIEHUE BBICIHIEI'O OGPA30OBAHUSA
POCCUMCKHU YHUBEPCUTET JPYKBbl HAPOJOB
HNucruryT OMOXuMUYeckoil TexHo10run U HaHoTexHoJorun (UBXTH)
JK3aMeHANMOHHBIE BONMPOCHI M0 AucHuIInHe «Pa3padoTka u perucrpanus
JIEKapCTBEHHbIX MPeEnapaToB)

BUJIET Ne 14
1. TlpuHuunIbe! opraHU3anyy NPOBEICHHS UCIIBITAHUN Ha dKUBOTHBIX.
[TpuHIUIIBI ¥ TTpaBHJIA TPOBEACHUS KIIMHUYECKUX HCITBITAHUM.
3. OcoOeHHOCTH perucTpanuu 6uopapMaleBTUIeCKOl MPOTyKIIUH.

N

Jupexrop UBXTH Crannmesckuii S1.M.
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10.

OENEPAJIBHOE I'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YUYPEXKJIEHUE BBICHIEI'O OBPA30OBAHUA
POCCHUHCKN YHUBEPCUTET JIPYKEbl HAPOJIOB
HNucTuryT OMOXMMHUYecKOH TeXHO10run U HaHoTexHoJorun (UBXTH)
JK3aMeHAUMOHHbIE BONPOCHI O JucHUILINHe «PazpadoTka u perucrpauus
JIEKAPCTBEHHBIX MPENapaToB)

BUWJIET Ne 15
OpurnHanbHbBIE IPEnaparsl.
Tennennuu B papManeBTHYECKON NPOMBIIICHHOCTH B MUpE.
Crpyktypa pepmenToB, kiaccudukanus, JIeKapCTBEHHBIE MPerapaTbl Ha OCHOBE ()ePMEHTOB.

Nupexktop UBXTH CrannmesBckuii S1.M.

KonTpoabsnas padora Nel

HopmaTtuBHbie TpeOOBaHUS K HEKIIMHUYECKUM HUCCIIEIOBAaHUSAM 0€30M1acCHOCTH BEUIECTB
Meroaunueckue pykoBoactea OECD (Organisation for Economic Co-operation and
Development) o ucnbITaHUSIM XUMHUYECKOI O€30MaCHOCTH

ICH (International Conference on Harmonization) o ucnbITaHUSIM MEIUIIMHCKON
0e30MacHOCTH.

PykxoBoacTBa MunucrepcTBa 3apaBooxpanenust PO mo ucnbiTanusm 6€300aCHOCTH CPEACTB
MEIUIUHCKOTO MPUMEHEHHUS.

Octpast TOKCHYHOCTH BEIIECTB

Knaccugukarus BemecTB 1Mo KJiaccaM OMacHOCTH: TApPMOHU3UPOBAHHAS CHCTEMA
kiaccudukarun omacioctu OECD (globally harmonised hazard classification and compatible
labelling system, GHS), kiacchl 0macHOCTH XMMHUYECKUX BEIIECTB, MPUHATHIC B PD.
[ToHsiTHE OCTPOI TOKCUYHOCTH, TOKCUYHOCTh IPU Pa3HBIX COCO0ax BO3/AENUCTBHUS BELIECTB
Ha OpraHU3M XUBOTHBIX, IEPOpaIbHAsL OCTPasi TOKCUYHOCTh, HHTASIIIMOHHAS TOKCUYHOCTD,
TOKCHUYHOCTh NPU HAKO)KHOM HaHECEHUHU.

Mertoabl onpeaeneHnss TOKCUYHOCTH U MPU3HAKKA TOKCUYHOCTH. oHsithe JIJ[50,
albTepPHATUBHBIC METOJIBL: onpeencHue kiacca Tokcuunoctu (OECD TG 423), meton
dukcupoBanubix 103 (OECD TG 420), nponenypa Up-and-Down (OECD TG 425).
OnpezneneHne MaKCUMaJIbHBIX TOJIEPAHTHBIX 7103 Il HOTEHIIMATIbHBIX JIEKAPCTBEHHBIX
BEIIIECTB.

Jn3aiftH MOKITMHIYECKOTO UCCIIEIOBAHHUS OCTPOH TOKCHYHOCTH BEIIECTBA HHHOBAIIMOHHBIX

OH1OIMO00HBIX NPENapaToB.



KonTtpoubnas pa6ora Ne2

OOmast TOKCHUYHOCTHh BEIECTBA TNPU IMOBTOPHBIX BBEICHHSX: TU3ANHBI HCCIICAOBAHHMA
CyOXpOHHYECKOH M XPOHUYECKOHW TOKCHYHOCTH, BBIOOP TECT-CHCTEMBI M /03 BBOJUMBIX
BEUICCTB, JJINTEIBHOCTh BBEICHHS, IEPEYCHb METONOB M PETUCTPUPYEMBIX I1apaMETpOB,
Opraspl, IOJUIeXKAIlMe TUCTOJOIMYECKOMY  aHajM3y; CBA3b OMOXUMHYECKUX MU
reMaToJIOTMYEeCKUX U3MEHEHHUH C TUCTOJIOTMYECKUMU ITOPAKEHUAMH OPraHOB.
PenpoaykTHBHAsI TOKCHYHOCTD: TU3aHBI HCCIICAOBAHMIA IEHCTBHS BEIIECTB Ha (PEPTHIBLHOCTD,
SMOPHOTOKCUYHOCTh, IpEHAaTalbHOE M IIOCTHATAJbHOE pa3BUTHE; IIEpEeUYE€Hb METOJOB U
PErUCTPUPYEMBIX TIOKa3aTenel, OopMyIHpPOBAHUE 3AKITIOUCHMSL.

['€HOTOKCHYHOCTh: TECT Ha peBepc-MyTanuu y Oakrepwii (Tect Diimca), IN VItro tect Ha
XpOMOCOMHBIE ab0epaIiy Ha KIETKaX MICKOMUTAIOIINX, MUKPOSACPHBIN TECT.
HccnenoBanysi KaHLIEPOT€HHOCTHU BEILECTB: AU3ailH UCCIIENOBaHMs, JJINTEIBHOCTh BBEICHNUS,
Oprasbl, MOJJIEKAIIUE THCTOJOTMYECKOMY aHAIU3y; CKPUHMHIOBBIE METOJBI ONPEICIICHUS
KAaHIEPOr€HHOT'0 OTEHIMAIIA.

be3onacHOCTh BO3IEHCTBUS HA )KU3HEHHO BAa)KHBIE CUCTEMBI OPTraHOB: IU3aliHbI HCCIEA0BAHUN
[0 M3YYCHMIO JECHCTBUS BEUIECTB HA LEHTPAJIbHYIO HEPBHYIO, CEPAEYHO-COCYAMCTYI0 H
JBIXaTEJIBHY0 CUCTEMBI.

MIMMYHOTOKCUYHOCTb BEILECTB: OOILETOKCUYECKHE U CIIeLMalIbHbIE HCCIEA0BaHUsA, BBIOOP
nu3ailHa, TepedeHb METOJAOB M TECTOB,  [-3aBHUCUMBIA  TI'yMOpalbHBIH  OTBET,
ummyHo(denotunupoBanue, NK-oTBer, ycroilumBocTh K  HMH(EKIMSM, aKTHMBHOCTb
Makpo¢aroB/HeUTpo(hUIOB, KIETOUHBIH UMMYHHUTET.

KoHuenus ucnpITaHuii XUMUYECKON 0€30MaCHOCTH, TIEPEUYCHb MCCIICIOBAHUN TT0 U3YUYECHUIO
TOKCHYECKOTO IEUCTBUS BELIECTB HA YEIIOBEKA.

Kopposuiinoe, pa3apaxaroliee U alIEpreHHOE JIENCTBUE BELIECTB: IU3alHbI UCCIIECIOBAHNM,
UCIIOJIb3YEMbIE TECThI M METO/IbI, PA3BUTHE AIbTEPHATUBHBIX N Vitr0 MeTOI0B.

Ornenka 0€30MacHOCTH HAaHOMAaTepHUAaJIOB: NMPUMEPHI HAHOMATEPUAIOB M UX MCIIOJIBb30BAHUE,

KOHIEMNIUS UCTIBITaHUH 0€301aCHOCTH HAaHOMAaTEepUasoB.
[Tporpamma cocraBieHa B coorBercTBuu ¢ TpedboBanusimu OC BO PY JIH.

PykoBoauTesib nporpamMmmsbl/
Jupexrop UBXTH, npod.

Yo Stow

SI.M. CtanueBCcKui




