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1. He.]'ll/l H 3a1a4Yi JUCHHUIIIMHBI:

[IpenocraBuTh cTyneHTaM, 00JanalOIIMMU 0a30BBIMH 3HAHHSIMU IO (papManeBTHUECKOM
OMOTEXHOJIOTMH, 3HAHUS, HEOOXOIUMBIE ISl pabOThI Ha JJOJDKHOCTSAX, TPEOYIOIUX COBPEMEHHOTO
MIOHUMAaHMsI NPaBUJI, BIUAIOIMX HAa pa3pabOTKy, MOCTAHOBKY Ha MPOU3BOJICTBO, MPOU3BOJICTBO
(bapManeBTHUECKOW TMPOAYKIWH, €€ pEerucTpanuio H CepTHPHKANNIO (IeKIapupOBaHUE

COOTBETCTBUS), a TaKKe HEOOXoMuMBbIe ISl paboThl €

peryasTOpHBIMU OpraHaMu B cepe oOpaiiieHust IeKapCTBEHHBIX CPEJICTB.

KOMIICTCHIINH, pasiinuHbIMU

3ajayaMy TUCLUIUIMHBI SIBIISIFOTCS:
- 03HAKOMJIEHHE CTYICHTOB C TPEOOBAaHUSAMU MEXAYHAPOIHBIX CTAHAAPTOB U CTaHAApTOB PO

B 00J1aCTH yNpaBJIE€HUHN Ka4€CTBOM JIEKAPCTBEHHBIX CPE/CTB;

- U3y4YeHHE POJM U 3HAUEHUs MEXIYyHapoJHbIX cTaHaapToB cepuu GXP Ha Bcex sramax
YKU3HEHHOTO 1IMKJIA JIEKapCTBEHHBIX CPE/CTB;

-03HAaKOMJICHUE CTYACHTOB C IIPABWJIAMH, ONPEICISIOIMUMHY NOPAIOK U MPOLEypy AOIIYCKa
JIEKapCTBEHHBIX Cpe/cTB Ha (apmaneBTrueckuil ppiHok Poccun, CILIA, EBponeiickoro Coro3a;

- (hopMHpOBaHUE Y CTYJIEHTOB MPEICTABICHUS O MOPSAKE Pa3pabOTKH CTaHIApPTOB KayecTBa
Ha JIEKapCTBEHHBIE CPENICTBA;

- W3y4YEHHUE MOpPSAJKAa PETUCTpalUy JIEKApCTBEHHBIX CPEACTB Ha Tepputopuu Poccuiickoit
denepanuu.

2. Mecto nucuunjunsl B crpykrype OIl BO:

Juctunnuna «CTangapTU3aiis U perucTpanus JEKapCTBEHHBIX MPETapaToB U MPOIyKITUN
HAaHOWHYCTPUU» SIBJISETCS AWCIUIUIMHOW IO BBIOOPY M OTHOCHUTCA K BapUAaTHBHOM 4YacTH
y4eOHOTO IIJIaHa.

B Ttabmume Ne 1 mnpuBeneHbl NPEANISCTBYIONIME U TOCIEAYIOMNE JTUCIUTIINHBI,
HarpaBJIeHHbIE Ha (OPMHPOBAHHWE KOMIICTCHIIMH IUCHUILIMHBI B COOTBETCTBHUU C MaTpPHIICH
xomreTeHu OI1 BO.

Tabmuma Ne 1
IIpexmecTBywOIHe U NOCIEeTyIONIME JUCHUNINHBI, HANIPABJeHHbIe HA (pOpMHUPOBaAHHE

KOMIIEeTCHIIHI
No [Iudp 1 HaumeHoOBaHUE [IpenmecTtByromniue [Tocnenyromue
/i KOMIIETEHIINH JCITUTUIAHBI JUCITUTUIAHBI
[IpodeccronanbHbIe KOMIIETEHIIUU
1 | OK-2 Croocob6en mnpumeHsTh B | OCHOBBI
pabore 3akoHomarenscTBO P®, | dapmaneBTUuecKoit
HOPMAaTUBHBIE TPABOBBIE AaKThl, | TEXHOJIOTUHU u
periaMeHTHpyoIee BOIPOCHI | HAHOTEXHOJIOTHH;
OLIEHKH 0€30MaCHOCTH MPOTyKIIUU BuoTexnonorus u
HAaHOWHIYCTPHUH, UCIOJIB3yEMON B | OMOHAHOTEXHOJIOT U,
MeauuuHe, ¢apmaneBTuke M | HaHorexnomoruu B
OUOTEXHOJIOTUU MEIUIIHE;
2 | IK-4 Cnioco6eH aHaIn3upoBaTh U Oxpana 00BEKTOB
OCYILIECTBIIATh OTOOp | MHTEIUIEKTyaIbHOU
HOPMATUBHBIX TPABOBBIX AaKTOB, | COOCTBEHHOCTH,
JOKYMEHTOB IO CTaHAapTU3aLUH, Onenka 6€30MaCHOCTH
TEXHUYECKOUN JTOKYMEHTAlMH, | TPOIYKIMH
HAYYHOM, ATEHTHOM JIUTEPATYPHl | HAHOWH/YCTPUH
0 CBOICTBaX HaHOMATEpHAJIOB U




Mo  BompocaM  0e30MacHOCTH
HaHOTEXHOJIOTUI "
HAHOMAaTEpPHUaJIOB

3. Tpeﬁonalmﬂ K pe3yjJbTaTaM OCBOCHUA NUCIHUIIJIMHBI:

[Iponecc n3yueHust MUCIUTUIMHBI HAIIPaBJIeH Ha ((OPMUPOBAaHUE CIIETYIOMINX KOMITETCHITUNA:

n/n

J

KOI[ 1 HAMMCHOBAHUE KOMIICTCHIIHN

KOI{ N HAMMCHOBAHUC MHIUKATOpA
JOCTHXXCHUA KOMIICTCHIINHN

]

IIK-2 Croocoben mnpuMeHsiTh B pabote
3aKOHOJIaTEIIbCTBO PO, HOPMAaTHUBHbBIC
MIpaBOBbIE aKThl, peraaMeHTHpYIOLee

BOIIPOCHI OLIEHKH O0€30MacHOCTU MPOIYKIIMH
HaHOMH/yCTPUH, UCIIOJIB3yEMOU B MEAMIIMHE,
(apmalieBTHKE 1 OMOTEXHOJOTUU

IIK-2.2. Bmaneer MPUHITUTIAMHA
CTaHJApPTH3AIlMM M KOHTPOJIA KadecTBa
JICKapPCTBEHHBIX CPEJICTB, OILIEHKH
0e30macHOCTH IPOAYKLIUU
HAHOWHTyCTPHH.

IIK-4  Cpnocoben  aHamu3upoBaTb U
OCYILIECTBJISATh oTOOD HOPMAaTHBHBIX
MIPaBOBBIX aKTOB, JIOKYMEHTOB 10
CTaHJIapTU3al1H, TEXHUYICCKOH
JIOKYMEHTAIINH, Hay4HO, MaTEHTHOU
JINTEPATYPHI O CBOMCTBAX HAHOMATEPHUAJTIOB U
10 BOTIpOcaM 0€30MacHOCTH HAHOTEXHOJIOT Uit
Y HAHOMAaTEpUAJIOB

IIK-4.3. Brageer HaBBIKAMHU [IOATOTOBKHA
3as1BOK Ha 3alUTy 00BEKTOB
MHTEJJIEKTYaIbHOM COOCTBEHHOCTH.

B pesynbpTaTe n3ydeHus: TUCIUTIINHBI CTYACHT JIOJDKEH:

MOPSIIOK  PACCMOTPEHUST U YTBEPXKICHHS JTOKyMEHTalluH,

3nams. TUIECH3UOHHBIE TpeOOBaHMUSI TPU TMPOU3BOJCTBE JIEKAPCTBEHHBIX CPEJICTB,

CBSI3aHHOM C TPOM3BOJICTBOM

JICKApPCTBCHHBIX CPEACTB, U OPraHU30BbIBAThH €€ BBITIOJTHCHHUC.

Ymems: OHCHI/IBaTb IIPOU3BOACTBCHHYIO W OTYECTHYHO OOKYMCHTAIMIO, KaCaroIlYIOCA

TEXHOJIOTUYCCKUX ITPOLECCOB, OpFaHI/ISOBBIBaTB pa6OTBI 10 U3YUYCHUIO U BHCAPCHUIO HAYYHO-

TCXHHUYCCKHUX I[OCTI/I)KCHI/II‘/'I, MEPECA0OBOIo0 OTCYECTBCHHOI'O 1 3apy6e>I<Horo OIIbITa IMPOU3BOJACTBA

JICKApCTBEHHBIX CPCACTB; INNIAHUPOBATh W YIIPABIATH KOMIIIICKCOM pa60T 10 aHaJIn3y

TCXHOJIOTHYCCKUX ITPOICCCOB Q)apMaHeBTI/I‘leCKOFO IMPOU3BOZACTBA U UX COBCPUHICHCTBOBAHUIO B

COOTBCTCTBUHU C YCTAHOBJICHHBIMU Tpe60BaHI/I$IMI/I.

Bnaoemo: METOdaMU U UHCTPYMCHTAMU YIIPABJICHUS IIPOCKTAMH, MCTOAAMU OPraHU3alluu

p33pa6OTKI/I U BHCAPCHUA HOBBIX TCXHOJIOITHYCCKHUX pemeHHﬁ.

4. O0beM JUCHUILIMHBI M BUIbI y4eOHOH padoThI

O6ma51 TPYAOCMKOCTb JUCHHUIIJIMHBI COCTABJISICT 4 3aueTHbBIC CIAWMHUIIBI.

Bun yae6HO#I paboThI Bcero 2 Kypc
4acoB CemecTpsl
5 6 7 8
AyAUTOpHBIE 3aHATHUS (BCEro) 45 45
Jlexun 18 18
[Tpaktnaeckue 3anstus (I13) 18 18
JlaGopatopusbie padotsl (JIP) 9 9




CamocrosiTejibHasi pa6oTa (Bcero) 99 99
Hrorosasi arrecTanus Dk3aMeH
OO01mmas TpyI0eMKOCTh, Yac 144 144
3ad. eJl. 4 4

5. Conep:kanue QM CUUIITHHBI

5.1. Conep:xanue pa3iesioB THCHHILINHBI

Ne HaumenoBanue Conepxanue paszena (Tembl)

/11 paszferna qUCIUILTAHBI

1 | Ucropuueckue Hcropuueckue aCIIEKThI (bapMmareBTHYeCcKOn
aCIEKThI NpoMBIIIICHHOCTH.  Kiaccupukamust — JIeKapCTBEHHBIX
(apmareBTHUECKON IpenapaToB. O630p  (apMaleBTUYECKOTO  PBIHKA
MIPOMBIIIIJIEHHOCTH. JIEKapCTBEHHBIX MTPErnapaToB.

Knaccuduxarus
JIEKapCTBEHHBIX
IIpenapaToB.

2 | Ilpomuecc pazpaboTku [Ipouecc  pa3paboTKM  JIEKApCTBEHHOTO  Iperapara.
JIEKAPCTBEHHOTO Hayunbie acrniekthl. JKU3HEHHBIH WUHWKI JIEKQpCTBEHHOTO
npermnapara. npermnapara. Hauanbnabie CTaJuu pa3paboTKu
JKU3HEHHBIN UK JIEKapCTBEHHOTO npenapara. ITouck MOJIEKYIIBI.
JIEKapCTBEHHOT'O B3anMoOCBS3p  MEXIy MOJEKYJIIPHOHM CTPYKTYpOH H
npernapara. OMOJIOTHYECKON aKTUBHOCTHIO.

3 | U3yuenne CBONCTB N3yuenne CBOWCTB MoOJEKyabl. Bo3MoxkHbIE NTyTH
Moyiekynbl.  CHCTEMBI | JOCTaBKM JIEKAPCTBEHHOTO IIpernapara B  OpPraHHU3M.
JOCTaBKH Knaccudukamus ¢opm 103upoBaHUSA  JIEKAPCTBEHHOIO
JIEKapCTBEHHBIX npernapara. CucremMbl  JOCTaBKM  JIEKAPCTBEHHBIX
npenapaTos. npenaparoB. Knaccudukanms, mpoodiemsl. OcoOeHHOCTH

CHUCTEM JOCTaBKH OMoapMaIieBTUUECKUX MPEerapaToB.

4 | CtepeoxuMusi MOJIEKYJ PactBopumocts Mmosiekyn B Bojae. (Crepeoxumus
u Ouosoruueckas | MoJeKysl U Ouosiornueckas akTUBHOCTh. [loBeneHue 6enkoB
AKTUBHOCTD. B opranusme. [louarue ¢pepmentsl. CTpykTypa epMEHTOB,
[loBenenne OenkoB B | KiaccuuKalus, JEKapCTBEHHbIE Mpernaparbl Ha OCHOBE
OpraHus3Me. bepMeHTOB.

5 | AHTHOHMOTHKH. AHTHOUOTHUKH. Hcropuueckue ACIIEKTHI.
Pa3pabotka HOBBIX | Kinaccuduxanus. Pe3aucTeHTHOCT, MHUKPOOPraHU3MOB I10
aHTHUOMOTHKOB. OTHOIIEHHIO K aHTtuOmotukam. Pa3zpaboTka HOBBIX
MounekynsipHoe aHTUOUOTHKOB. MOJIEKylIIpHOE  MOJAEITUPOBAHUE B
MOJIeTUPOBaHNE B | pa3paboTke lekapcTBeHHOro mpemnapara. Kmaccudukanus
paspaboTke CHUCTEeM OpraHu3Ma TMpu JICHCTBUU JIEKAPCTBEHHOIO
JIEKapCTBEHHOTO npernapara. Ponb CTPYKTYPBI 0enKoB
npernapara. O6nodapmalieBTHIECKUX MPernapaToB B UX aKTUBHOCTH.

6 Toxkcukonorunyeckue Toxcukonornyeckue  uccrnenoanus.  Kiaccudukarus
HCCIIEI0OBAHUS. ucneiTanuid. Poiab M HEoOXOOUMOCTh UCHBITAHWM Ha
UcnbiTanus Ha | )KUBOTHBIX.  [IpUHUIMIBI  OpraHu3alMl  MOPOBEIEHUS
YKUBOTHBIX UCIIBITAHUM  HAa  KUBOTHBIX.  BBejeHWe  MOHATUM

HaAnexaield 1a00paTopHO MPAKTUKU B HCTBITAHHUSIX Ha
YKUBOTHBIX.

7 PazpaboTtka PazpaboTka TEXHOJOrMH MPOU3BOJACTBA T'OTOBOM
TEXHOJIOT MU dopMbl JlekapcTBEHHOTO mpemnapara. PapaboTka MeTOm0B
IIPOU3BOJICTBA TOTOBOM | KOHTPOJIS KA4eCTBA JIEKAPCTBEHHOTO IIpernapara.

(bopmBI
JIEKapCTBEHHOI'O

npemapara M MCTOIOB




KOHTPOJIS] KAaUeCTBa.

8 [Ipunuuns! u npasuia | [IogroToBka perucTpallMOHHOTO JOChE — IIPABOBbBIE
IIPOBEICHUS ACIIEKTBI MIOATOTOBKH. IIpoBenenue IIPOLIEAYPbI
KIIMHUYECKHUX perucrpanuu. Perucrpanuonnoe YIAOCTOBEPEHHUE.
HCIIBITAHUH. PerymupoBanue oOpamenust cyocranmmii. [loaroroska
Perucrpanus PErucTpaluOHHOTO JI0ChE. PerucrpanuonHoe
mpernapara. YJIOCTOBEPEHHUE.

Hrtorosslii cemuHap.

9 0O630p OpurvHaibHblE, MHHOBAIlMOHHbBIE Ipernaparsl,
(bapMareBTHIECKOM BOCIIPOM3BEJIEHHBIE Npenapatsl, 0030p (papmaneBTHUECKON
MPOMBIIIJIEHHOCTH B | IPOMBIIIJIEHHOCTH B MHPE U B pPa3BUTBIX CTpaHax.
MUpE BrIsiBeHNE TEHACHIMI.

(Cooepoicanue ykazvleaemcs 6 ouoakmudeckux eounuyax. Ilo yecmompenuro pazpabomuuxos
Mamepuaz Modlcem usnazamovcsi e 6 popme maobauyvl)

5.2. Pa3aenbl JUCHUILIMH M BH/IbI 3aHATHI
No HaumenoBanue paszzaena Jlek.
n/m TIVCITATIITHEBI

JIao. Cemun | CPC Bce-
3aH. ro
yac.

15

1 | Ucropuueckue ACTeKThI 2 2 |11
(hapmarieBTHIeCKOM
MTPOMBIIIIJICHHOCTH.
Knaccuduxarus
MPEeTapaToB.

2 | Ilpomecc pa3paboTKu 2 2
JICKApCTBEHHOTO npernapara.
JKW3HEHHBIN LUK JIEKAPCTBEHHOTO
npernapara.

3 | Uzyuenue MOJICKYJIBI. 2 3 2
Cuctemsl JOCTaBKH
JICKApCTBEHHBIX MPEIApaTOB.

4 | Crepeoxumust MOJICKYJT u 2 3 2
ouosornveckas AKTHBHOCTb.
[ToBeeHne OEIIKOB B OpraHu3Me.

5 | AaTubuoTtuku. Pa3zpaboTka HOBBIX 2 2
AHTUOMOTHKOB. MomnekyinspHoe
MOJICIUPOBaHUE B  pPa3pabOTKe
JICKApCTBEHHOTO Tpernapara.

6 | Tokcukonoruueckue 2 3 2
uccienoBanus. VcnblTaHus —Ha
YKUBOTHBIX

7 | PazpaboTka

JICKApPCTBCHHBIX

11 15

CBOIICTB 11 18

11 18

11 15

11 18

TEXHOJIOTHH 2 |11 15
MPOU3BOJICTBA TOTOBOM  (pOpMBI 2
JIEKapCTBEHHOTO  Ipemnapata U
METOJIOB KOHTPOJIS] KauecTBa.

8 | [IpuHUMOBI U TpaBUIIa TPOBEICHUS 2 2
KIIMHUYECKUX UCTIBITAaHHH.
Perucrpanus npenapara.

9 | O630p (bapmareBTHYECKON 2 2
POMBIIIJIEHHOCTH B MUPE

Hroro

11 15

11| 15

18 9 18 | 99 144




7. IllpakTyeckue 3aHATHS (CEMMHAPDI) (npu HaTUYUU)

Ne
n/n

Ne pazpena
JUCIUATIIMHBI

Temarrka NpakTUYECKUX 3aHATUN (CEMUHAPOB)

Tpyno-
€MKOCTh
(dac.)

[EEN

Knaccudukanms 1ekapcTBEHHBIX MTPETapaToB.

2

HauanbHble cTagnn pa3paboTKH JIEKapCTBEHHOTO Mperapara.
[Touck Monekymnbl. B3auMOCBsI3b MEXKY MOJIEKYJIIPHOM
CTPYKTYpO#l M OHOJIOTHYECKON aKTHBHOCTBHIO.

2

CucTeMbl 10CTaBKH JIEKAPCTBEHHBIX MPEMapaToB.
Knaccudukanus , npo6iembl. OcoOEHHOCTH CUCTEM
JIOCTaBKM OnodapMalleBTUYECKUX MTPENapaToB.

[Tonstne pepmentrl. CTpykTypa (hepMEHTOB,
KJ1acCU(UKaIus, JJEKapCTBEHHBIE MpenapaThl Ha OCHOBE
(hepMeHTOB.

MouiekynspHOoe MOJEIMPOBaHUE B pa3pabOTKe
JIeKapCTBEHHOTO npemnapata. Knaccudukamus cucrem
opraHu3Ma MpHu JeHCTBUH JIEKAPCTBEHHOTO Tpemnapara . Poib
CTPYKTYpPHI O€KOB OnodapmarieBTUIeCKUX MpernapaToB B UX
AKTUBHOCTH.

[IpuHOHNBI OpraHu3anyy NPOBEAEHUS UCIBITAHUNA HA
JKUBOTHBIX. BBe/IeHNE IOHATHIT HaIexKaIIeH J1abopaTopHOM
HpaKTI/IKI/I B UCIIBITAHUAX HA ) KUBOTHBIX.

[IpuHIMIIBI OpraHU3aK MPOBEACHUS UCIBITAHUA HA
JKUBOTHBIX. BBe/iIcHME OHATHI HaIexKaIIeH J1abopaTopHOM
MPAKTUKHU B UCTIBITAHUSIX HA )KUBOTHBIX.

[ToaroToBka perucTpalMoOHHOTO J0Cke. Perucrpanms
npenapata. OCOOEHHOCTH PETrUCTPAIIIH
O6rodapmareBTUIECKON MPOTyKITUH.

00630p (hapmareBTHUECKOM MPOMBIIIIEHHOCTH B MUPE U B
pa3BUTHIX CTpaHax. BrisBiieHNE TeHICHIUI.

8. MaTepuajibHO-TeXHHYECKOe oDecriedeHne U CHUIIHHbI:
Jlexun, cemuHapbl: MockBa, yia. Mukiryxo-Makmas, 1.10, kopr.2, yaeOHast ayTMTOPHS IS
MPOBEACHUS 3aHATHUI JICKITMOHHOTO TUIA, aya. 636
Kowmmnekt crnenuanu3upoBaHHON MeOenu; TeXHUYecKhe cpenctBa: MynbTUMeIniHBIHN
npoekrop Everycom, Hoyr6yk Lenovo Thinkpad L530 Intel Core i3-2370M_2.4GHz/DDR3 4
GB, 1mT. ObecrieueH BBIXOJT B UHTEPHET.

9. UudpopmanmoHHoe odecnevyeHne JTUCIUTIITMHBI

* Microsoft Windows XP Professional Russian Upgrade Academic Open No Level, JTunensust
Ne 15988873, nata Bergauu 15.01.2003 r.

* Microsoft Office 2007 Russian Academic Open No Level

JIunensus Ne 43178981, mara Bergaun 12.12.2007 1.

(Windows 7, Microsoft Office 2007, Microsoft Security Essentials)

10. Y4yeoHO-MeTOANYECKOE o0ecneuyeHne U CIMIINHBI:
a) OCHOBHas JIUTEeparypa

1. Kommenrapuu k PykoBojcTBY EBpomeiickoro coro3a 1o HaJuiexariei mpakTuKe
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB JUIS YSJIOBEKA U IPUMEHCHUS B BETCPUHAPHHL.




[Ton penakuueit beikosckoro C.H., Bacunenko U.A., Makcumona C.B., M.: U3n-Bo
«Ilepoy, 2014. — 488 c.

2. ®apmanenTtrueckas pazpabdortka. [lon penakuueit beikosckoro C.H., Bacunenko U.A. u
ap. - M.: U3n-Bo «Ilepo», 2014. — 460 c.

0) IOTOJIHUTEIbHAS JIUTEpATypa

3. Tecrt «PacTtBOopenue» B pa3paboTKe U PErHCTPALUH JIEKAPCTBEHHBIX cpeacTBy. [lox
penakuuei beikoBckoro C.H., Bacunenko U.A., Makcumosa C.B. - M.: U3a-Bo «Ilepoy,
2014. - 488 c.

4. VYmupaplieHHE ¥ SKOHOMHUKA (papmaiun [ DnekTpoHHbii pecypce] : Yueonuk / [Tog pen.
N.A. HapkeBuua. - M.: [DOTAP-Menaua, 2017. http://www.studmedlib.ru/cgi-
bin/mb4x?usr_data=access(rudn,V4PYN8VLIQNO4SLW-X078,1ISBN9785970442265,5,1032171959,ru.]

5. VYmnpasieHue U 5KOHOMHKA 37paBooxpaHeHus [Dnexktpouusiit pecype] / Iloa pen. A.N.
Bsnkosa, Kyuepenko B.3., Paiizoepr B.A. u np. - M.: I'DOTAP-Menua, 2009.
http://www.studmedlib.ru/cgi-bin/mb4x?usr_data=access(rudn,6X1GCSO00FCS4IRV8-
X0C0,ISBN9785970409060,5,1032171959,ru.]

11. MeToanyeckue yKkazaHus JAJisl 00y4alOIUXCS 110 OCBOCHUIO AU CUMIIJIMHBI (MOAYJIfA)

CamocTrosaTenpHas padoTa CTYACHTOB BKJIIIOYACT M3YYCHHE OCHOBHOW W JIOTIOJTHHTEIHHON
JUTEPATypPhl 10 JAHHOW JUCIMIUIMHE, TOJrOTOBKA BBICTYIUICHWH Ha CEMHHApax, MOJrOTOBKA
TBOPUYECKHUX pabOT Mo MPOOJEMHBIX BOMPOCAM 3KOHOMHYECKOIO Pa3BUTHS, WX 0(OpMIIEHHE B
BHJIE TIPE3CHTAIINH, a TaK)Ke TIOJIrOTOBKA U 3amuTa pedepara 1mo o JHOH U3 MpejIaraeMbIX TEM.

Metonuyeckre peKOMEHAAlNU M0 HAlTMCAHUIO U 3alluTe pedepaToB

Pedepar nmo qucrummnae «IIponiecchl u anmapatsl B OModapMareBTHIeCKOM MTPOU3BOICTBE»
SIBJISIETCS PE3Y/IHTATOM MHIMBUIYyaTbHON MIIM KOJJIEKTUBHOM (B Tpymmax mo 2 yenoBeka) paboThl
CTYJICHTOB M OTPa)KaeT CIIOCOOHOCTU MCTIONHUTENCH K CaMOCTOATENILHOM paboTe ¢ IuTepaTypoit
Y HaBBIKU aHaJIM3a KOHKPETHON IPOOIEMBI.

Jlna Hanucanus pedepara peKoMEHAyeTCs HCIIOIb30BaTh yUeOHYI0, HAYUHYIO U CIIEHUATbHYIO
HAy4YHO-TIPAKTUYECKYIO JTUTEPaTypy.

B odopmnenun kypcoBbix paboT, pedeparoB, pykoBoacTtByercs [IpaBmia moAroToBku u
o¢opMIIeHHS BBITYCKHON KBaJIM(UKAIIMOHHOM paboThl BHITYCKHHUKA Poccuiickoro yHuBepcuTeTa
npyx0b1 HapoaoB (IIpuka3 Ne 878 ot 30.11.2016 1.).

CTPYKTYPA PEOEPATA

1. PabGorta cOCTOMT M3 CIEAYIOMNX YaCTEH:
2. Baenenue

3. OcHoBHbIE pa3ensl (I71aBbl, maparpadsl)
4. 3akioueHue

5. CHucoK MCTONb30BaHHOM JTUTEPATYPHI

6. Ilpwioxenue

Bo BBeneHuu xapakTepu3yercs aKTyalbHOCTh MPOOJIEeMbl, 1elb U 33Ja4ud  pabOThl, JaeTcs
KpaTKasi XapaKTepUCTHUKA UCIIOIb3yEeMbIX MaTePUaOB.

OcHoBHbIE pa3zensl padoThl COAEPKAT KaK TEOPETUUECKHM, TaK U aHATUTUUECKUN MaTepra.

s HamMcaHus TEOpeTHYecKol uacTh pedepara HEOOXOAMMO H3YUUTH IUTEPATypy IO
JTaHHOU Teme (y4eOHUKH, yueOHbIe TOCOOus, MOHOTpadun, CTaThbH B IEPUOAUYECKUX U3TAHUSIX U
T.1.). Teoperuueckuii paszmen MOJDKEH IMOKa3aTh, YTO CTYACHT 3HAKOM C MyONHUKAIMSIMH TI0
paccmarpuBaeMoil mpobieme. BaxHO BbIpa3uTh COOCTBEHHOE€ MHEHHE B OTHOIICHUU TMO3UIIUN
TOTO WM WHOTO aBTOpa WM COACPXKAHUS HCIONIB3yeMOro nokymeHTa. [Ipu wucmosb30BaHuU
MPSIMOTO IIUTUPOBAHUS 0053aTENHHO JIENaTh CCHUIKM Ha HCTOYHUK C YKa3aHUEM CTPAHUII.

AHANMUTUYECKUH pa3/iell OCHOBBIBAETCS Ha (paKTUUECKOM MaTepuane. J[is HamucaHus STOro
paznena MOTyT OBITh HCIIONB30BAHBl PA3MUHbIE MCTOYHUKA HH(DOpPMAIMH: CTATUCTHYECKHE
JaHHBIE, HOPMATUBHO-TIPABOBBIE AKThI, PE3yAbTaThl CICHMUANBHBIX OOCIEIOBAHUN, MaTepUabl


http://www.studmedlib.ru/cgi-bin/mb4x?usr_data=access(rudn,V4PYN8VLJQN04SLW-X078,ISBN9785970442265,5,1032171959,ru.
http://www.studmedlib.ru/cgi-bin/mb4x?usr_data=access(rudn,V4PYN8VLJQN04SLW-X078,ISBN9785970442265,5,1032171959,ru.
http://www.studmedlib.ru/cgi-bin/mb4x?usr_data=access(rudn,6X1GCS00FCS4IRV8-X0C0,ISBN9785970409060,5,1032171959,ru.
http://www.studmedlib.ru/cgi-bin/mb4x?usr_data=access(rudn,6X1GCS00FCS4IRV8-X0C0,ISBN9785970409060,5,1032171959,ru.

HAYYHO-IIPAKTHYECKUX CEMHUHAPOB, KOH(EpeHIHH U ap.

PaGora Oyner Oosiee HMHTEpecHOW, eciau (DaKTUUECKUH MaTepuans paccCMaTpUBaeTCs B
auHaMuke. Jns HarmsgHOCTH M ynoOCTBa aHaiu3a IUQPOBBIE JaHHBIE MOTYT OBITH CBEJCHBI B
tabnuiel. Ecnu mudpoBoli mMarepuan 3aHuMaeT OOJBIION 00bEeM, €ro CleyeT MOMECTHTHh B
MIPUIIOKEHUU.

3akmouYnTeNbHAs YacTh pedepaTta TO0JHKHA CONEPKATh BHIBOBI U MPEIUIOKEHHUS IO KAXKIOMY
pazzmeny u 1mo pabore B nenoM. OHM JIOJDKHBI JIOTUYECKH BBITEKATh W3 paHEe HAIMCAHHOTO
Marepuaia.

[Mocne 3axinroueHUs B pabOTE MOMEIIASTCs CIIUCOK UCITIOB30BAHHOM JTUTEPATYPHI.

OO6mwuit 06vem pedepara: 20-25 cTpaHHIl MAITMHONTUCHOTO TeKcTa opmara A-4.

Pe3ynbraThl Mccie0BaHus, TIPEICTABICHHOTO B pedepare, 0popMIISIOTCS B BUIE AOKIAIa U
ero Mpe3eHTAIHH.

12. ®oHx OUEHOYHBIX CPEICTB [JIsi TPOBEIECHHS] NPOMEKYTOYHOH aTTecTAlUU
00yYaIOUIMXCS 10 TUCHUILTHHE (MOLYJII0)

Pabota B cemectpe
MaxkcuManbHOE 9iciio 0aioB, HAOpaHHKEIX B cemectpe — 100

Uwucrno Kon-Bo Cymma
Bun 3amanmns Ny
3aTaHUI OayoB OannoB

1. Pedepar 1 30 30

1. KoHTpoasHas paboTta 2 15 30

3. PaboTa Ha cemuHapax, 1 20 20
JOKJIaJ

4. MltoroBas arrecraius 1 20 20
(9K3aMen)

UTOI'O 100

CoOTBETCTBHE CHCTEM OIICHOK (MCIOJIb3YeMBIX paHee OIICHOK MTOTOBOM aKaJeMHUYECKON
ycneBaemoctu, orneHok ECTS wum OGamnpHO-periTunroBoil cuctembl (BPC) omenok Ttekymei
YCIIEBAEMOCTH):

bamner Tpaguuuo banasr V1A Ornesku OueHku
BPC HHEBIE nepeBoja ECTS
OLIEHKH B OLIEHOK
PO
86 - 100 5 95 - 100 5+ A
86 - 94 5 B
69 - 85 4 69 - 85 4 C
51-68 3 61 - 68 3+ D
51-60 3 E
0-50 2 31-50 2+ FX
0-30 2 F

rpa(bHK MMPOBCACHUA S5K3aMCHA (1)OpMI/IpyeTC$I B COOTBCTCTBUH C KAJICHAAPHLIM IJIaHOM

KoHTponb 3HaHMH W KOMIIETEHIMH CTyAEHTa OOecleuMBaeTCsl MOCEIIEHUEeM JIeKIUH U
CEeMHMHApOB, OOCY)KJICHHEM TeM JIEKIIUH M BOIIPOCOB Il CAMOCTOATENbHOM paboThl CTy/IeHTa Ha
CEeMMHAPCKUX 3aHATUAX, HAlIMCaHUEM pedepaTa 1o TeMe, cayei 3aueTa 1o nepeyHro BOIpOCoB.

I'padux npoBeseHNsI MUCEMEHHBIX KOHTPOJIBHBIX Pa0OT (GOpPMUPYETCS B COOTBETCTBUU C
KaJIeHJJapHBIM TUIAHOM Kypca.

CryneHTbl 00s13aHbI C/IaBaTh BCE 3aJJaHUs B CPOKH, YCTAaHOBJICHHBIE MPETIOAaBaATENIEM.

Paspemiaercs oJHOKpAaTHO IMepenucaTb KOHTPOJIbHYIO paboTy, €ciau MO Hel MoydyeHo
MeHee MOJIOBUHBI TUIAHUPYEMBIX 0aJUIOB, IPU 3TOM aHHYIUPYIOTCS paHee MOJy4YeHHBIE 10 3TOM



KOHTPOJIbHON paboTe O6ayuibl. Cpok MepenuchiBaHUs yCTAaHABIMBACT IperoaaBaTelnb. Mroropas
KOHTpOJIbHAst paboTa HE MePeruCchIBACTCS.

Hcnonp3oBaHne HCTOYHMKOB (B TOM 4HCJIE KOHCIEKTOB JIEKIMHA M J1aOOPaTOPHBIX
3aHATUI) BO BPEMsI BBINOJIHEHHUS NHCbMEHHOM KOHTPOJBHOW pPabOThI BO3MOXKHO TOJIBKO C
paspelIeHus mpenoaBaTess.

Bpemsi, KkoTopoe OTBOAWTCS CTYIEHTY Ha BBIIIOJHEHHE TNHUCHBMEHHON pPabOTHI
(KOHTpOJBLHOM TECTOBOM palbOThI), YCTaHABIMBAaeTCs mpenonaBareieM. [lo 3aBepieHuun
OTBEJEHHOTO BPEMEHHU CTYJCHT JOJDKEH CAaTh paboTy IMperoaaBaTeo, BHE 3aBUCUMOCTH OT
TOT0, 3aBEpIlICHA OHA WJIH HET.

OTcpouka B epenrchBaHUN KOHTPOJIBHBIX Pa0OT M CAAYH JIOMAIITHETO 33/IaHUS CAUTACTCS
YBKUTEILHOW TOJIBKO B Cilydae OOJIE3HU CTYJEHTA, YTO IMOATBEPXKAACTCS HAIMYHEM y HETro
MEIUIMHCKOW CTIpaBKU. B 3TOM cirydae BBITIOJIHEHHE KOHTPOJIBHBIX pabOT OCYIIECTBISIETCS B
CPOKH, YKa3aHHBIE TIPETIO/IaBATEIIEM.

CryneHT nomycKaeTcsi K UTOrOBOM KOHTPOJIBHOM padoTe ¢ JII0ObIM KOJMYECTBOM OalljIioB,
HaOpaHHOM B CEMECTpE, HO MIPH YCIIOBUH, YTO y CTYACHTA HMEETCSI TEOPETUYECKast BO3MOKHOCTb
MOJTyYHuTh He MeHee 31 Garna.

Ecnu B uTore 3a cemecTp CTyIeHT moirydni MeHee 31 Oaia, TO eMy BBICTaBIISIETCS] OT[CHKA
F ¥ cTyneHT MoMKeH MOBTOPUTH ATY TUCIHILIMHY B YCTaHOBIIEHHOM Topsiike. Ecin ke B urore
CTYACHT moTydni He MeHee 31 Oara, T. e. FX, To cTymeHTy pa3penraercst 1000p HEOOXOAMMOTO
(o 51) konmyecTBa GaymwtoB. Jlo60p GaIOB OCYIIECTBIISIETCS MYyTEM OBTOPHOTO OJHOPA30BOTO
BBITIOJTHEHUSI TIPEyCMOTPEHHBIX KOHTPOJIBHBIX MEPOTPHUATHA, TPU OTOM aHHYIHPYIOTCS
COOTBETCTBYIOIINE TIPEABIYIIHE Pe3yabTaThl. JIMKBUAAINS 33T0DKEHHOCTEH MPOBOIUTCS IO
COTJIACOBAHUIO C JIEKAHATOM.

Dk3ameH coaepkut 2 Borpoca. Ha moarotoBky k orBetry orBoautcs 1 yac, mocie dero
MOXET MPOU3BOUTHLCS YCTHBIN omipoc ctyaeHTa. OnennBaercs padora u3 20 6auioB HE3aBUCUMO
OT OIICHKH, MOJIYYEHHOHN B CEMECTpe.

Paspadorumnkmn:

ITpodeccop UBXTH Bacunenko . A.

PykoBoagureib mnporpamMmsl/
JAupextop UBXTH

Yo Sto

SI.M. CtanueBCcKui




PI'AOY BO «Poccuiicknii yHUBEPCHTET APYKObI HAPOA0B»
HNucTuTyT OMOXUMHMYecKO# TexHosoruu u HaHotexHosoruu (MBXTH)

®OH/ OIIEHOYHBIX CPEJCTB

O YYEFHOU IUCHOUILIMHE

CranpapTuszanys U perucTpanus JIEKapCTBEHHBIX IPENapaToB U NPOIYKIINU
HAaHOMHIYCTPUU

PelcomeﬂnyeTcn AJIsi HANTpaBJICHUSA HOZIFOTOBKI/I/CHCIII/IaJII)HOCTI/I

28.04.01 «<HanoTexHOIOTMU U MUKPOCUCTEMHAs TEXHUKA
(KOI[ 1 HAMMCHOBAHUE HaIIpaBJICHUSA HO)]FOTOBKH)

HanpagJieHHOCTH nporpamMmsl (Npogpub)
«I/IHHOBaHI/IOHHBIQ TCXHOJIOTHHN U HAHOTCXHOJIOI'MHM B MCANIIWHC,

(bapMaHGBTI/IKG 1 OMOTEXHOJIOT U

Marwuctp

KBanudukanus (creneHp) BbITyCKHUKA



[MacnopT GoHAa OLIEHOYHBIX CPEJICTB MO JUCIUILINHE

KonTponupyemsrii pazaen qucuuminabl | POCH (popmbl KoHTpoJist ypoBHs ocBoerus OOIT)

AynurtopHas paboTa CamocrosTenbHas | DK3aMeH
paborta
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TIK-2 Hcropudeckue actiekTsl papMarieBTHIECKOMH
[IK-4 npomblieHHocTH. Kinaccudukanus

JICKaPCTBCHHBIX [PETIAPATOB.

Iporece pa3paboTky JeKapcTBEHHOT O pernapara.
Ku3HEeHHBIN LUK IEKAPCTBEHHOTO Mpenapara.

NzyueHue cBOWCTB MOMeKybl. CHCTEMBI JOCTABKH
JICKaPCTBEHHBIX NIPENapaToB.

CrepeoxuMusi MOJICKYIT M OHOJIOrn4ecKast
akTHBHOCT. [ToBeieHne GEIKOB B OpraHu3Me.
AnTHOHOTHKH. Pa3zpaboTka HOBBIX aHTHOMOTHKOB.
MonekynspHoe MOJIETUPOBaHUE B Pa3pabOTKe
JIEKaPCTBEHHOr 0 Npernapara.

Tokcukonorndyeckue uccnenopanus. Mcnpiranus va | 15
YKHBOTHBIX

Pa3paboTka TeXHOIOTUH POU3BOJICTBA TOTOBOM
(hOpMBI JIEKapCTBEHHOT'O MpenapaTa i METO/I0B
KOHTPOJISI KAaUeCTBa.

[puHIUIEL ¥ IpaBUIIa IPOBEACHHUS KIIMHHYECKUX 15
ncneiTanuil. Peructpanus npenapara.

00630p (hapMaleBTUIECKON MPOMBIIIICHHOCTH B
MHpe

20 30 20




BOl'[pOCbI JIJISI IOJATOTOBKH K HTOTOBOM aTTECTALMU
ITo nucnmnumue «Pa3padoTka u perncrpanus JeKapCTBEHHbIX CPEICTBY

1.IlepeuncauTh Bce 3Tanbl KKU3HEHHOTO LIMKIIA JIEKAPCTBEHHOT'O Iperapara.

2.Jlatp  ompenenenusi "OpurvHaJbHBIM Tpemnapatr”’, "BOCHpPOM3BEIEHHBIA IMpenapar
"MHHOBAIlMOHHBIM  mpemapar ", '"B3auMmo3aMmeHseMbld mpemapar’  "MeXayHapOJHbIE
HETMaTeHTOBAHHbIC Ha3BaHUA" "HKeHepuK'.

3. Ha xakux stamax »KH3HEHHOTO IIUKJIA JIEKAPCTBEHHOTO ITperapara MPUMEHUMO HCIIOJIb30BaHHE
HAIMOHAJIbHBIX CTAaHJAPTOB.

4. buodapManeBTHUECKHE JIEKAPCTBEHHBIC MpenapaThl, TEPMUHBI, OCOOCHHOCTb OOpaIleHHs
6uodapmalieBTHUECKHUX JIEKAPCTBEHHBIX IPErapaTos.

5. @apmarieBTHUECKas pa3paboTKa, TpeOOBaHUs U CTPYKTYpa papMaleBTUYECKOH pa3paboTKH.
6. 3akoHomatenpHas 0a3a, perymupymomas MPOUEAYPY PErucTpalud JIeKapCTBEHHBIX
IIpenapaToB.

7. Ilpobmema B3aUMOINpPU3HAHUS PErHUCTPALMM JIEKAPCTBEHHBIX IpPENaparoB B pa3iIMYHBIX
CTpaHax.

8. TpebGoBaHMs K JIEKapCTBEHHOMY Tperapary JAJs BBITYyCKa ero B oOpallleHue.

9. [porecc pa3pabOTKH JIEKApCTBEHHOTO Tpernapara. HaydHbie acTieKThI.

10. HavanpHbIe cTauu pa3pabOTKH JIEKApCTBEHHOTO Tpenapara. [Ionck MoJIeKyIbl.

11. Ob6ocHoBanue HopMbl pazpadaThIBAEMOT0 JIEKAPCTBEHHOTO Mpernapara.

Pa3paboTka TeXHOJIOTUU MPOU3BOICTBA TOTOBOM (POPMBI JIEKapCTBEHHOTO Mpemnapara

12. Pomp cTpykTypsl OenkoB OnodapMameBTHYECKUX MPErnapaToB B WX aKTHBHOCTH.
Crepeoxumusi MOJIEKY U OMOJIOTHYECKasi aKTUBHOCTb.

13. Ctpykrypa pepMeHTOB, Kiaccuukaiys, JeKapcTBEHHBIE MTpenapaTsl Ha OCHOBE ()EPMEHTOB.
14. AuTubuotuku. Pa3paboTka HOBBIX aHTUOMOTHKOB.

15. MosekynsipHO€ MOJIETTUPOBaHUE B pa3pabOTKe JEKapCTBEHHOTO Mpernapara.

16. Kimaccudukanust cuicteM opraniu3mMa MmpH JASUCTBUH JICKaPCTBEHHOTO TIperapara.

17. Toxcukosoruueckue uccienoBanus . Kiaccuduxaiuys ucrpITaHu.

18. Poiis 1 HE0OX0IMMOCTE UCHBITAHUI HA JKUBOTHBIX.

19. [IpuHUUMIIBI Opraiu3alnny NPOBEACHUS HCIBITAHUNA HA dKUBOTHBIX.

20. Pa3paboTka METOJI0OB KOHTPOJISl Ka4eCTBa JIEKAPCTBEHHOT'O IIperapara.

21. IlpvHOHMIIBI ¥ IpAaBUIIA IPOBEACHUS KIIMHUYECKUX UCIIBITAHUH.

22. Peructpanuus npenapara.

23. OcoOGeHHOCTH perucTpanui ouodapmManeBTHISCKOU MPOAYKIIUH.

24. OpuruHanbHbI€ MIpenaparsl.

25. lHoBallMOHHBIE TIpenapaThl

26. Bocipou3sBeieHHbIE TTPETIapaThl.

27. Tennenuuu B papMalieBTUYECKON MPOMBIILIICHHOCTH B MUpE.



TeMbl 10KI210B
HO AUCHUIIJINHE «PaspaﬁoTKa )/ | peFI/ICTpaIII/Iﬂ JIeKapCTBeHHLIX CpeHCTB»

Tema 1. HopmatuBHbIe TpeOOBaHUS K HEKITMHUUECKHM HCCIIEIOBAHUSAM 0€301aCHOCTH BEILECTB
Meromuueckue pykoBoactea OECD (Organisation for Economic Co-operation and
Development) no ucnbiranusm xumudeckon 6e3omacHoctu u ICH (International Conference on
Harmonization) no ucneiTaHUSM MEIUIIMHCKOMN OE30MaCHOCTH.

PykoBoactBa MunucrepcTBa 31paBooxpaHeHuss P® mno ucnbiTaHusM O€30I1aCHOCTH CPENCTB
MEUIIMHCKOTO MPUMEHEHHUSL.

Tema 2. OcTpasi TOKCHYHOCTH BEIIECTB

Knaccudpukanuss Bemects 1O  Kjl1accaM — ONAcHOCTU: TapMOHU3MPOBaHHas  CHUCTEMa
knaccudukanuu omacHoctd OECD (globally harmonised hazard classification and compatible
labelling system, GHS), kiacchl 0IacCHOCTH XUMHUYECKUX BEIIECTB, MPUHATHIC B PD.

[TonsiTHE OCTPOI TOKCHYHOCTH, TOKCHYHOCTh MPH Pa3HBIX CIIOCO0aX BO3JCHCTBUS BEIIECTB Ha
OpraHu3M J>KHBOTHBIX, TEpOpalibHasi OCTpasi TOKCHYHOCTh, HHTAIAIUOHHAS TOKCHYHOCTH,
TOKCHUYHOCTH TIPY HAKO)KHOM HAHECCHHHU.

Meroasl  onpeneneHWss TOKCMYHOCTHM M Ipu3Haku TokcuyHocTH. llomsatme  JIJ(50,
allbTePHATHBHBIC MeETOMBI: ompeneneHue kinacca tokcuynoctn (OECD TG 423), meron
¢duxcuposanusix 103 (OECD TG 420), npouenypa Up-and-Down (OECD TG 425).
OmnpeneneHne MaKCUMaIbHBIX TOJEPAHTHBIX J103 TS TOTEHIINATBHBIX JICKAPCTBEHHBIX BEIECTB.
Jln3aiiH JOKJIIMHUYECKOTO MCCIEAOBAHUSA OCTPOHl TOKCHYHOCTH BEIIECTBA HMHHOBAIMOHHBIX
OMOTOTIOOHBIX TIPETTapaTOB.

Tema 3. JloxnuHIYECKHEe UCCIeT0BaHus 0€30MaCHOCTH JIEKApCTBEHHBIX MIPETapaToB

OOmiasi TOKCMYHOCTH BEIIECTBA IPH TOBTOPHBIX BBEIEHUSX: JM3alHBI HCCIEAOBaHUN
CyOXpOHMYECKON U XPOHUYECKON TOKCUYHOCTH, BEIOOP TECT-CUCTEMBI U 103 BBOJAUMBIX BEIIECTB,
JUINTEIbHOCTh BBEJCHMS, IE€peUYeHb METOJOB U PErUCTPUPYEMBIX IapaMeTpOB, OpPraHbl,
MoJJIe)KAIue THCTOJOTMYECKOMY aHallu3y; CBS3b OMOXMMHYECKUX M TIeMaTOJIOTHYECKHX
W3MEHEHUI C TUCTOJIOTUYECKUMU TOPAXKEHUSIMU OPTaHOB.

PenpoykTuBHas TOKCUYHOCTb: JU3aiHBI UCCIIEJOBAHUM JEMCTBUS BEIIeCTB Ha (PepTHILHOCTD,
AMOPHUOTOKCUYHOCTh, MpPEHATaJbHOE U I[IOCTHATAIbHOE pAa3BUTHE; IMEpPEeYeHb METOJOB H
pPErUCTPUPYEMBIX MOKa3aTenel, popMyITHpOBaHUE 3AKITIOUCHHUS.

['eHOTOKCHYHOCTB: TECT Ha pEeBEpC-MyTalMu y Oaktepuii (TecT Diimca), in Vitro tect Ha
XpOMOCOMHBIE a00epaly Ha KJIETKaX MIECKOMUTAIOIINX, MUKPOSIEPHBII TECT.

HccnenoBanusi KaHIIEPOTEHHOCTH BEIECTB: JU3aiH HCCIEIOBAHUS, JIUTEILHOCTh BBEICHMUS,
Oprasbl, MOJAJEXKAIUE THCTOJIOTMUYECKOMY AaHalu3y; CKPUHUHITOBBIE METOJbI OMpEeIesICHUs
KaHIIEPOT€HHOTO MOTEHIHANA.

be3omacHoCTh BO3/IEHCTBUS Ha KU3HEHHO BA)KHBIE CUCTEMblI OPTaHOB: MU3aiiHBI UCCIIECOBAHHMA
M0 M3y4YEHUIO JEHCTBHUS BEIIECTB HAa IEHTPAIbHYI0 HEPBHYIO, CEPACYHO-COCYAUCTYIO U
JBIXaTEeNIbHYIO CUCTEMBI.

VIMMYHOTOKCHYHOCTh BEIIECTB: OOLIETOKCUYECKHE U CIELUAIbHBIE HCCIEA0BaHUs, BBIOOD
Iu3aifHa, TepedeHb  METOJIOB M TECTOB,  [-3aBUCHMBIM  T'yMOpajJbHBI  OTBET,
umMmyHoeHnoTunupoBanue, NK-oTBer, ycTOHYMBOCTH K  HHQEKIHUsIM, aKTUBHOCTb
MakpodaroB/HeHTpo(PUIOB, KIETOUHBI UMMYHUTET.

OcoOeHHOCTH HCCIeJOBaHUN 0e30MacHOCTH HMHHOBAIIMOHHBIX OHOMOJOOHBIX MpEnaparos,
MOJIy4EHHBIX OMOTEXHOJIOIMYECKUMH METOAMHU.

OcoOeHHOCTH BakIMH KaK TecT-MaTepuaja M BBIOOp CXEMbl JOKIMHHUYECKOTO HWCHBITAHUS
0€30MaCHOCTH BAaKIIUHBI.

OCOOEHHOCTH HCTIBITAaHUN O€30MacCHOCTH MPOTUBOPAKOBBIX HHHOBAIIMOHHBIX OMOINOJOOHBIX
IIperapaToB.



Tema 4. UccnenoBanus 0€301aCHOCTH JCHCTBUS XUMHUYCCKHMX BEIICCTB HA YEJIOBEKA
KoHuernms: ucnpITaHU XUMHYECKON OE30TMAaCHOCTH, TMEPEYCHb HCCIEAOBAHUN MO0 M3YyYCHHIO
TOKCHYECKOTO ASHCTBHS BEIISCTB Ha YEIOBEKA.

Koppo3suiinoe, pasapaxaroliee W ajuIlepreHHOE JEHCTBUE BEILIECTB: AU3AMHBI HCCIIEIOBAHUM,
HCIIOJIb3yEMbIE TECThI U METO/IbI, Pa3BUTHE AJIbTEPHATHBHBIX IN VItr0 METOIOB.

Ornenka 0€30MaCHOCTH HAHOMATEPHUAJIOB: MPUMEPHl HAHOMATEPHUAJIOB U HMX HCIIOJIb30BaHUE,
KOHIICTIIINS UCIIBITAHUN 0€30MacCHOCTH HAaHOMATEPHAJIOB.



Tembl pedpepaToB
Ilo AUCHUIIJINHE «PaspaﬁoTKa H perucrpanus JeKapCTBEHHbIX CPEACTB»

1. HopmaTuBHas JoKyMeHTanus B 001aCTH CTaHAAPTU3AIINH JIGKAPCTBEHHBIX MPETapaToB.

2. Dransl ¥ poIece pa3pabdoTKH JIEKAPCTBEHHBIX MPETIapaToB.

3. OcHOBHBIC 00BEKTHI CTAHIAPTU3ALNHN B TIPOIIECCE pa3pabOTKU JICKApCTBEHHBIX IIPEIapaToB.

4. Anamms pykoBoactea OECD (Organisation for Economic Co-operation and Development) o
ucnbiTaHusM xumuueckoi 6e3onacuoct u ICH (International Conference on Harmonization) o
UCHBITAHUAM MEIUIMHCKON Oe3omacHocTH U PykoBoacTBa MuHucTepeTBa 3apaBooxpaHeHus: PO
10 UCTIBITAHUSIM 0€30IIaCHOCTHU CPEJICTB MEAULIMHCKOTO IPUMEHEHUS.

5. Kitaccudukanus Bemects 1o kinaccaM onacHOCTH. [IoHsATHE 0cTpOi TOKCHYHOCTH MTPH PA3HBIX
crocobax BO3JCHCTBUS BEIIECTB HA OpPraHU3M >KUBOTHBIX. OmpeneneHne MaKCHUMaJbHBIX
TOJIEPAHTHBIX /103 JUISl TIOTEHUUANbHBIX JIEKAPCTBEHHBIX BellecTB. J[M3aliH NOKIMHUYECKOTO
HCCIIEIOBAHUS OCTPON TOKCUYHOCTH BEILLECTBA.

6. OOmass TOKCHYHOCTh BEIIECTBA MpPU IOBTOPHBIX BBEJICHHUAX. BHUABI TOKCHYHOCTH:
PenponykruBHas TOKCHYHOCTb, I'eHOTOKCHYHOCTB, Kanueporennas TOKCHYHOCTb,
NMMyHOTOKCHYHOCTD. be3onacHOCTh BO3€MCTBYS Ha )KU3HEHHO BaKHBIE CHCTEMBI OPraHOB.

7. OCOOEHHOCTH HMCCIICIOBAHUN O€30TaCHOCTH BEIIECTB, MOJYICHHBIX OMOTEXHOJIOTHICCKUMHU
METO/JaMH.

8. OcoOeHHOCTH BaKIMH Kak TeCT-MaTephalia M BHIOOpP CXEMBbl JOKIMHUYECKOTO HCITBITAaHHS
6e30MmacHOCTH BakIIMHbI. OCOOEHHOCTH UCTIBITAHUN 0€30MaCHOCTH MPOTHBOPAKOBBIX MTPENapaToB.

9. KoHrenus NCIBITAHUH XHMHYECKOH 0€30TIaCHOCTH, TIEPEYCHb MCCIICAOBAHNN 110 U3YUCHUIO
TOKCHUYECKOTO JAECWCTBUS BEIECTB HA YEJIOBEKA.

10. KopposuiiHoe, pa3zmpakaroliee U ajuiepreHHoe aeicTue BemectB. Ornenka 0e30MmacHoCTr
WHHOBAIIMOHHBIX OMOTIOT00HBIX TIPENapaToB.

*TemaTHKa peepaToB ABISETCS MPUMEPHOU U TpeOyeT YTOUHEHHUS AJIsl IPUBS3KH K TEME Hay4HO-
HCcCIen0BaTebCKOM paboThl, HanpuMmep "CTaHaapTH3aIus Teist n30copouaa TuHuTpaTa'.



IK3aMeHAllMOHHbIE OUJIeThI
ITo nucumnumue «Pa3padoTka u perncrpanus JeKapCTBEHHbIX CPEICTB

OEJEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YYPEXKJIEHUE BBICIHEI'O OBPA3OBAHUSA
POCCHUVICKHU YHUBEPCHUTET JIPYKBbI HAPOJ10B
HNucTtutyT OMOXMMUYecKoi TexHo10run U HaHoTexHogoruu (MUBXTH)
JK3aMeHANIMOHHbIE BONMPOCHI M0 JucuuILinHe «Pa3paboTka u perucrpauus
JIEKAPCTBEHHBIX CPEACTB»

BUJIET Ne 1
1.IlepeuncauTpb Bce ATAIbl )KU3HEHHOTO IIUKJIA JIEKAPCTBEHHOTO IIpernapara.
2.Jlatp  ompeneneHuss  "opuUrMHaJbHBIM  mpemapar’, "BOCHpPOM3BEIECHHBI  mpemapar"
"MHHOBAIMOHHBIN  mpenapar", "B3auMoO3aMeHsieMblii  Tpemnapat” "Mex1yHapO AHbIE

nmn

HETMaTeHTOBAHHbBIC Ha3BaHUA" "HKeHepuK'.
3. Ha kakux 3Tanax >KH3HEHHOTO ITHKJIa JICKApCTBEHHOTO TIperapaTa MPUMEHUMO HUCII0JIb30BaHNE
HallMOHAJBHBIX CTAHJAPTOB.

Jdupextop UBXTH Cranumesckuii 51.M.

OEJEPAJIBHOE T'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YYUYPEXKJIEHUE BBICIIEI'O OBPA3OBAHUSA
POCCHUMCKHNI YHUBEPCUTET JPYKBEbl HAPOJOB
HucTUTyT OMOXMMUYecKOil TexHoJoruu U HaHoTexHooruu (MBXTH)
JK3aMeHAMOHHbIE BONPOCHI MO JUcHUIINHe ««Pa3padoTka u perucrpanus
JIEKAPCTBEHHBIX CPEACTBY

BUJIET Ne 2
1. BuodapmaneBTUUecKue JICKapCTBEHHBIC MperapaThl, TEPMUHBI, 0COOCHHOCTh
oOpamieHus 6uohapMaIieBTHUECKHIX JIGKAPCTBEHHBIX MPEIapaToB.
2. ®dapmarneBTHUecKas pa3paboTKa, TpeOOBaHUS U CTPYKTYpa hapMaIieBTHIECKON

pa3paboTKHu.

3. 3akoHomarenbpHas 0asa, perylIMpyromas npoueaypy perucTpaiiu JeKapCTBEHHBIX
IpEnapaTos.

Jupextop UBXTH CranumeBckuii S1.M.

OEJEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YYPEXJIEHUE BBICHIEI'O OBPA30OBAHUA
POCCHUIMCKH YHUBEPCUTET JIPYKBbI HAPOJ10B
HNucTuTyT OMOXMMHUYeCKOH TexHo10ruM U HaHoTexHooruu (MUBXTH)
JK3aMeHallMOHHbIEe BONPOCHI N0 JUcHHIINHe «Pa3padoTka M perucrpanus
JIEKAPCTBEHHBIX CPeICTB»

BUJIET Ne 3
1. TIpobGnema B3auMONpPH3HAHUS PETUCTPALMH JIEKAPCTBEHHBIX MPENapaToB B pa3IMUHbIX
CTpaHax.
TpeboBanus K IeKapCTBEHHOMY IpenapaTy ISl BBIITyCKa €ro B oOpallieHue.
3. TIpouecc pa3paboTku JekapcTBEHHOTO MpenapaTta. HayuHble aclieKThI.

N

Jupexrop UBXTH Cranumesckuii S1.M.



OEJEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YYPEXKJIEHUE BBICIHEI'O OBPA3OBAHUA
POCCHUVICKH YHUBEPCHUTET JIPYKEbI HAPOJ10B
HNucTtutyT OMOXMMHUYecKOil TexHoJ0ruu u HaHoTexHoJorun (MBXTH)
JK3aMeHAMOHHbIE BONPOCHI M0 AucuuIuinHe «Pa3padoTka u perucrpauus
JIEKAPCTBEHHBIX CPEACTB»

BUJIET Ne 4
1. HavanbHble cTaguu pa3pabOTKU JEKapCTBEHHOTO Mpenapara. [lIouck MoieKybl.
2. O6ocHoBanme (HopMBI pa3padaThIBAEMOTO JEKAPCTBEHHOTO Mperapara.
3. Pa3paboTka TEXHOJIOTHH ITPOU3BOJICTBA TOTOBOK (hOPMBI JIEKAPCTBEHHOTO TIperapaTa

Jupextop UBXTH Crannmesckuii S1.M.

OEJIEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXJIEHUE BBICHIEI'O OBPA30OBAHUSA
POCCHUNCKHNI YHUBEPCUTET JAPYKEbl HAPOJOB
HucTuTyT OMOXMMUYeCKOil TexHoJoruu U HaHoTexHooruu (MBXTH)
JK3aMeHALMOHHbIE BONPOCHI M0 AucHMILINHE «PazpadoTka U perucrpauus
JIEKAPCTBEHHBIX CPEACTB)

BUJIET Ne §
1. Ponsb ctpykTyphl OenkoB 61o(dapMalieBTUHUECKUX PEenapaToB B UX aKTUBHOCTH.
Crepeoxumusi MOJIEKY U OMOJIOTHYECKasi aKTUBHOCTb.
2. Crpykrypa pepMeHTOB, KnaccupuKaImsl, JEKapCTBEHHBIC ITpenapaTsl Ha OCHOBE
(dhepmMeHTOB.
3. Antn6motuku. Pa3paboTka HOBBIX aHTHOMOTHKOB.

Jdupextop UBXTH Cranumesckuii 51.M.

OEJEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YYPEXJIEHUE BBICHIETI'O OBPA3OBAHUA
POCCHUMCKN YHUBEPCUTET JIPYKEbI HAPO/IOB
HNucTuTyT OMOXMMUYecKOH TexHo10ruu U HaHoTexHoaorun (MbXTH)
JK3aMeHALMOHHbIE BONPOCHI N0 JucHuIInHe «PaspabdoTrka n perucrpanus
JIEKAPCTBEHHBIX CPeICTB»

BUJIET Ne 6
1. MonekynsapHoe MOJEIMPOBaHUE B pa3pabOTKe JEKAPCTBEHHOIrO Mpernapara.
2. Knaccudukaius cucteM opranusma npu JeicTBUH JIEKapCTBEHHOTO Mpernapara.
3. Toxcukonoruueckue nccienaoBanus. Knaccupukanus ucrplTaHui.

Jupextop UBXTH CranumesBckuii S1.M.



OEJEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YYPEXKJIEHUE BBICHIEI'O OBPA3OBAHUA
POCCHUVICKH YHUBEPCHUTET JIPYKEbI HAPOJ10B
HNucTtuTyT OMOXMMHUYecKOi TexHo10run U HaHoTexHooruu (UBXTH)
JK3aMeHAIMOHHBbIE BONMPOCHI M0 JUCHUILINHE ««Pa3padoTka n perucrpanus
JIEKAPCTBEHHBIX CPEACTB»

BUJIET Ne 7
1. Ponb 1 He0OXOIUMOCTh UCIIBITAHUIN HA )KUBOTHBIX.
2. TlpuHOUIIBI OpraHU3aUK IPOBEACHUS WCIBITAHUN HA )KUBOTHBIX.
3. Pa3paboTka MeTOI0B KOHTPOJISI Ka4eCTBa JIEKAPCTBEHHOTO Tpernapara.

Jupextop UBXTH Crannmesckuii S1.M.

OEJNEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YUYPEXJIEHUE BBICIIEI'O OBPA30OBAHUSA
POCCHUMCKHN YHUBEPCUTET JAPYKEbl HAPOJOB
HHcTUTyT OMOXMMUYeCKOil TexHoJoruu U HaHoTexHooruu (MBXTH)
JK3aMeHALMOHHbIE BONPOCHI M0 AucHMILINHE «Pa3padoTka U perucrpauus
JIEKAPCTBEHHBIX CPEACTB)

BUJIET Ne 8
1. TlpuHUMMBI ¥ paBUiIa MPOBEIECHUS KIMHUYECKUX HCTIBITAaHUI.

2. Peructpamus npemapara.
3. OcobGenHocTH perucTpanuu 0nodapmMaIeBTUIeCKON MPOTyKIIUH.

Jdupextop UBXTH Cranumesckuii 51.M.

OEJNEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXJIEHUE BBICHIEI'O OBPA30OBAHUSA
POCCHUMCKHNI YHUBEPCUTET JPYKBEbl HAPOJOB
HucTUTyT OMOXMMUYeCKOil TexHoJoruu U HaHoTexHooruu (MBXTH)
JK3aMeHAMOHHbIE BONPOCHI MO JucHuIlInHe «Pa3padoTka u perucrpauus
JIEKAPCTBEHHBIX CPEACTBY

BUJIET Ne 9
1. OpuruHanbHbIE IPENapaThl.
2. VIHOBalMOHHBIE MIpEnapaThl
3. BocnpowusBeneHHbIe Ipenaparsl.

Jupextop UBXTH CranumeBckuii 51.M.



OEJEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YYPEXKJIEHUE BBICIHEI'O OBPA3OBAHUA
POCCHUVICKH YHUBEPCHUTET JIPYKEbI HAPOJ10B
HNucTtuTyT OMOXMMHUYecKOi TexHo10run U HaHoTexHooruu (UBXTH)
JK3aMeHAIMOHHBbIE BONMPOCHI M0 JUCHUILINHE ««Pa3padoTka n perucrpanus
JIEKAPCTBEHHBIX CPEACTB»

BUJIET Ne 10
1. IIpoOnema B3auMONPU3HAHUS PETUCTPALIMY JIEKAPCTBEHHBIX IPENApaTOB B Pa3IMUHbIX
CTpaHax.
2. Tlpouecc pa3paboTKu JIeKapcTBEHHOTO mpenapaTta. HaydHbie actieKTHI.
3. O6ocHoBanme (HOpPMBI pa3padaTHIBAEMOTO JIEKAPCTBEHHOTO Mperapara.

Jupextop UBXTH Cranunmesckuii 51.M.

OEJNEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXJIEHUE BBICIHIEI'O OBPA30OBAHUSA
POCCHUNCKHN YHUBEPCUTET JAPYKEbl HAPOJOB
HHcTUTyT OMOXMMHUYeCKOil TexHoJorun U HaHoTtexHoJoruu (MBXTH)
JK3aMeHALMOHHbIE BONPOCHI M0 AucuuILINHe «PazpadoTka u perucrpauus
JIEKAPCTBEHHBIX CPEACTB)

BUJIET Ne 11
1. TpebGoBaHUS K JIEKapCTBEHHOMY Mperapary JJis BBITYCKa ero B oOpaiieHue.
2. HauvanbHble cTaguu pa3pabOTKH JIEKApCTBEHHOTO npenapara. [Tonck Mosiekysib.
3. Pa3paboTka TeXHOJIOTHH MPOU3BOJICTBA TOTOBOM (hOPMBI JIEKAPCTBEHHOTO TIpenapara

Jdupextop UBXTH Cranumesckuii S1.M.

OEJNEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXJIEHUE BBICHIEI'O OBPA30OBAHUSA
POCCHUMCKHNI YHUBEPCUTET JAPYKBEbl HAPOJOB
HHcTUTyT OMOXMMUYeCKOil TexHoJoruu U HaHoTexHooruu (MBXTH)
JK3aMeHAUMOHHbIE BONPOCHI MO qucHuIlinHe «Pa3padboTka u perucrpanus

JIEKaPCTBEHHBIX CPEICTB)»
BUJIET Ne 11

1. Poub cTpyKTYypBI O€1KOB OMO(]apManeBTHIeCKUX MPErnapaToB B X aKTUBHOCTH.
2. Antn6motuku. Pa3paboTka HOBBIX aHTUOMOTHKOB.
3. Kuaccudukaius cucreM opraHu3ma MpH JeHCTBUY JIEKAPCTBEHHOTO TIpenapara.

Jdupextop UBXTH CranumeBckuii 51.M.



OEJEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YYPEXKJIEHUE BBICIHEI'O OBPA3OBAHUA
POCCHUVICKH YHUBEPCHUTET JIPYKEbI HAPOJ10B
HNucTtuTyT OMOXMMHUYecKOi TexHo10run U HaHoTexHooruu (UBXTH)
JK3aMeHAMOHHbIE BONPOCHI O JucuuiuvinHe «PazpadoTka u perucrpauus
JIEKAPCTBEHHBIX CPEACTB»

BUJIET Ne 12
1. Crpykrypa GhepMeHTOB, KiIaccu(uKaIys, JIeKapCTBCHHBIC MPenapaThl HA OCHOBE
(bepMeHTOB.
2. MonekynspHOoe MOJICIHPOBaHUE B pa3pabOTKe JIGKAPCTBEHHOTO MperapaTa.
3. Tokcukonoruveckue uccienoBanus . Kitaccuukamms HCIIBITAaHHN.

Jupextop UBXTH Crannmesckuii S1.M.

OEJNEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YUYPEXJIEHUE BBICIIEI'O OBPA30OBAHUSA
POCCHUMCKHNI YHUBEPCUTET JAPYKEbl HAPOJOB
HHcTUTyT OMOXMMUYeCKOil TexHoJoruu U HaHoTexHooruu (MBXTH)
JK3aMeHALMOHHbIE BONPOCHI M0 AucuuILINHe «PazpadoTka u perucrpauus
JIEKAPCTBEHHBIX CPEACTB)

BUJIET Ne 13

1. Poisb 1 HEOOXOAUMOCTh UCTIBITAHUI HA )KHBOTHBIX.
2. Pa3paboTka METOJJOB KOHTPOJISl KAUeCTBa JICKAPCTBEHHOTO Iperapara.
3. Peructpamms npemapara.

Jdupextop UBXTH Cranumesckuii S1.M.

OEJIEPAJIBHOE I'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30OBATEJIBHOE
YYPEXJIEHUE BBICIHIEI'O OBPA30OBAHMUA

POCCHUIMCKH YHUBEPCUTET JIPYKBbI HAPOJ10B
HNucTuTyT OMOXMMHUYeCKOH TexHO10ruM U HaHoTexHooruu (MBXTH)
JK3aMeHallMOHHbIEe BONPOCHI N0 JUcHHIINHe «Pa3padoTka M perucrpanus
JIEKAPCTBEHHBIX CPeICTB»

BUJIET Ne 14
1. TlpuHUMIBI OpraHU3alyy IPOBEICHNUS HCIIBITAaHUI Ha )KUBOTHBIX.
2. TlpuHUUMIBI ¥ TpaBUJIA MPOBEJECHUS KIMHUYECKUX HCIIBITaHUM.
3. OcoOeHHOCTH peructpanuu 61opapMaeBTHUECKON TPOTyKIHH.

Jdupextop UBXTH CranumesBckuii S1.M.



OEJEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YYPEXKJIEHUE BBICIHEI'O OBPA3OBAHUA
POCCHUVICKH YHUBEPCHUTET JIPYKEbI HAPOJ10B
HNucTtuTyT OMOXMMHUYecKOi TexHo10run U HaHoTexHooruu (UBXTH)
JK3aMeHAMOHHbIE BONPOCHI M0 AucuuIuinHe «Pa3padoTka u perucrpauus
JIEKAPCTBEHHBIX CPEACTB»

BUJIET Ne 15

=

OpuruHanbHble TIpenaparsl.
Tennenuuu B papmanieBTUUECKOMN MPOMBIIIIEHHOCTH B MUDE.
3. Crpykrypa ¢pepMEeHTOB, KIacCU(pHUKAINS, JIEKAPCTBEHHBIC IpenapaTsl HA OCHOBE

(hepMeHTOB.

N

Jupextop UBXTH Cranunmesckuii 51.M.



10.

KontpoubHas padora Nel

Ilo nucounInHe ««PaspaﬁoTKa H perucrpanus JEKapCTBEHHbIX CPEACTB»

HopmaTtuHbie TpeOoOBaHMs K HEKIIMHUYECKUM HCCIIEIOBAHUAM O€3011aCHOCTH BEIECTB
Meroaunueckue pykosoactea OECD (Organisation for Economic Co-operation and
Development) mo ucnbITaHUsIM XUMUYECKON O€30MaCHOCTH

ICH (International Conference on Harmonization) mo ucnbITaHHSIM METUIIMHCKON
0€30MacHOCTH.

PykoBoactBa MunuctepctBa 3apaBooxpaHenusi PO no ucnsitaHusM 06e30MacHOCTH
CPENICTB MEAUIIMHCKOTO MTPUMEHEHHUS.

OcTpast TOKCUYHOCTH BEIIECTB

Knaccugukanus BeniecTs 1o KjraccaM OMacHOCTU: TapMOHU3UPOBAaHHAs CUCTEMa
knaccupukaruu onacHoct OECD (globally harmonised hazard classification and
compatible labelling system, GHS), kiacchr ommacHOCTH XUMHUYECKHX BEIIECTB,
npuHATbIE B PO.

[TonsaTHE OCTPOI TOKCHYHOCTH, TOKCHYHOCTD TIPH Pa3HBIX CIIOCO0AX BO3ACHCTBUS
BEILIECTB HA OPTaHU3M KUBOTHBIX, IEPOpaIbHasi OCTpasi TOKCUYHOCTh, MHT AJIALIMOHHAS
TOKCHUYHOCTb, TOKCUYHOCTb IPY HAKOKHOM HAaHECEHUH.

Mertobl onipeiesieHuss TOKCUYHOCTH Y MTPU3HAKK TOKCUYHOCTH. oHsTHe JIJ[50,
albTepHATHBHBIC METO/IBI: onpeenenue kinacca Tokcuanoctu (OECD TG 423), meton
¢bukcuposannbix 103 (OECD TG 420), npouexypa Up-and-Down (OECD TG 425).
OrnpeneneHre MaKCUMaJIbHBIX TOJIEPAHTHBIX /103 JUISl HOTEHIMAIBHBIX JIEKAPCTBEHHBIX
BEILIECTB.

Jlu3aiiH TOKJIMHUYECKOTO UCCIEN0BAaHUS OCTPON TOKCUYHOCTH BEIIECTBA

HMHHOBAIITMOHHBIX 6I/IOHOI[O OHBIX nperapaTtoB.



KontposbHas padora Ne2

Ilo nucounInHe ««PaspaﬁoTKa H perucrpanus JEKapCTBEHHBIX CPEACTB»

OO0masi TOKCUYHOCTh BEIIECTBA MPHU MOBTOPHBIX BBEJCHUAX: TU3AMHBI MCCIICIOBAHUM
CyOXpOHUYECKOW M XPOHUYECKOH TOKCHYHOCTH, BBIOOP TECT-CUCTEMBI M JI03 BBOJUMBIX
BEILIECTB, JJIUTEILHOCTh BBEACHUS, IEPEYCHb METOJOB U PETUCTPUPYEMBIX MTapaMeTPOB,
OpraHbl, TMOJUICKAIUE TUCTOJIOTUYECKOMY aHAM3y; CBSI3b OHOXUMHYECKUX U
reMaTOJIOTUYECKUX U3MEHEHUM C TUCTOJIOTHUYECKUMU TTOPAKEHUSMH OPTaHOB.
PenponykTuBHas TOKCHYHOCTB: JU3AaWHBI HCCICAOBAaHUM JIEMCTBHMS BEIIECTB Ha
(bepTUIBbHOCTh, 3MOPHOTOKCUYHOCTb, TMpPEHATaIbHOE U TOCTHATAJIBHOE pPAa3BUTHUE;
MepevYeHb METOJ/IOB U PETUCTPUPYEMBIX TOKa3zareneH, GopMyIupoBaHUE 3aKITFOUCHHUS.
['eHOTOKCHYHOCTB: TECT Ha peBepC-MyTalluu y OakTepuii (Tect DitMca), in Vitro tect Ha
XpOMOCOMHBIE a00epanuy Ha KIETKaX MICKOTTUTAIONTNX, MUKPOSAEPHBIN TECT.
HccnenoBanusi KaHUEPOT€HHOCTH BELIECTB: JAM3aMH HCCIIENOBaHUS, UIUTEIbHOCTH
BBEJICHUS, OPraHbl, TOJISKAIINE THCTOJOTHYECKOMY aHAIN3y; CKPUHHUHTOBBIE METO/IBI
OIpeNIeNIeHUs] KaHIIEPOI€HHOTO OTEHIIMAIA.

be3zonacHOCT BO3JIEHCTBHS HAa JKMU3HEHHO BaXHBIE CHCTEMBl OPraHOB: JIH3ailHBI
HCCIEA0BAaHUN MO U3YYEHHIO JIEHCTBUS BEUIECTB HA LIEHTPAIbHYIO HEPBHYIO, CEPIECUHO-
COCYJUCTYIO U JbIXaTEIIbHYIO CUCTEMBI.

NMMyHOTOKCHYHOCTh BEIIECTB: OOIIETOKCUYECKHE U CIEHUANbHbIE HCCIEA0BAHUS,
BBIOOp [u3aiiHa, MepeueHb METOJOB U TECTOB, [-3aBUCHUMBIM TI'yMOpajbHBIH OTBET,
nMMmyHopenotunupoBanue, NK-oTBer, ycToiuMBOCT, K UWH(GEKUUIM, AaKTUBHOCTH
MakpodaroB/HeUTPOHUIOB, KJICTOUHBI UMMYHHTET.

KoHnuenuuss wucnplTaHUd XUMHYECKOW O€30MacHOCTH, NEpeYeHb HCCIEAOBAHUN TI0
M3YYEHUIO TOKCUYECKOTO JCHCTBUS BEIIECTB HA YEIOBEKA.

Kopposuiinoe, pazgpaxaromiee W aUIepreHHOe JCHCTBUE BEUIECTB:  JIU3aMHBI
MCCJICIOBAHUM, UCIOJIb3yEeMbIE TECTHl M METOJIbI, Pa3BUTHE AIbTEPHATHUBHBIX IN VItro
METO/IOB.

Onenka ©Oe30macHOCTH HAHOMATEpHANOB: TMPUMEPHl HAHOMATepUaIOB U HX

HCIIOJIb30BAHNEC, KOHICIIIHA HCIIBITAHMI 0€30ITaCHOCTH HAHOMATCPUAJIOB.
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