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1. HEJIb OCBOEHUSA JUCHUIIJINHBI

Hens mucuumnuubl «Pa3paboTka W perucTpamnusi JIEKapCTBEHHBIX CPEACTBY
MPEAOCTaBUTh CTYJIEHTaM, oO0JafaronuMu 0a30BBIMU 3HAHUAMH IO (papMarieBTUUECKOM
TEXHOJIOTMM ¥ OMOTEXHOJIOTHH, 3HAHHS, HEOOXOAMMBIC MJIsi pabOThl Ha JOJKHOCTSX,
TPEOYIOIMKNX COBPEMEHHOTO TOHUMAaHUS MIPABUJI, BIUAIONINX HA pa3pabOTKy, MOCTAHOBKY
Ha TIPOU3BOJACTBO, MPOU3BOJCTBO (hapMaleBTUUECKOM MPOAYKIMH, €€ PETUCTPaAlUI0 U
ceptudukanuio (IeKIapupoOBaHUe COOTBETCTBUS), a TAKKE KOMIIETEHIIMU, HEOOXOIUMbIE
C Ppa3NUYHBIMA PETYJIATOPHBIMH oOpraHamMmm B cdepe oOpaieHus
JIEKapCTBEHHBIX CPEJICTB.

Uisl  paboThI

2. TPEBOBAHUA K PE3YJIBTATAM OCBOEHUSA JUCIUAIIJINHBI

OcBoenue aucuuminHbl «Pa3paboTka um perucrpainusi JeKapCTBEHHBIX CPEICTBY»
HalpaBlieHO Ha (opMupoBaHHE y OOYYAIONIUXCS CIEAYIOIIUX KOMIIETCHIUN (YacTu
KOMITETEHITUH):

Tabnuya 2.1. Ilepeuenv romnemeHnyuil, opmupyemuvix y 00yuarOwWuxcs npu
0CBOeHUU OUCYUNTIUHBL (Pe3YTbmamvl 0CB0eHUsT OUCYUNTIUHBL)

JAUTEpaTypy U HOPMaTUBHYIO
JOKYMEHTaIuIo (hapMaleBTHYECKOTO
MIPEeANPUATHS

Hludp Komnerennus NHankaTopbl 10CTUKEHUS
KOMIIETeHIIUH
(B pamMKax JTaHHOW AWCITUTUIHHBI)
VYK-1. | AHam3upyeT HayqYHO-TEXHUYECKYIO YK-1.1. Ananuzupyer Hay4yHO-

TEXHUYECKYIO JINTEPATYPY U
HOPMAaTUBHYIO IOKYMEHTALIUIO
(bapmareBTUIeCKOro
PEIITPUSITUS

YK-1.2. KpuTniecku orniecHHBaET
HAJIeKHOCTh HCTOUYHUKOB
uHpopmaruu, padboTaer ¢
MIPOTHBOPEUNBOM HH(MOpMaIuei
U3 Pa3HbIX HICTOYHHUKOB

B3aMMOJEHCTBUS IPOU3BOAUTENEH
JIEKapCTBEHHBIX CPEJICTB, HAYYHBIX
opranu3zaiuii ¢ ¢peaepaabHbIMU OpraHaMu
VCIIOJIHUTENIBHOM BJIACTH M OpraHaMu
WCTIOJTHUTEJBHON BJIACTH CYOBEKTOB
Poccniickoii denepanuy,
OCYILECTBISIOIIMMHU MOJTHOMOYHS B cepe
oOpaleHNs JTeKapCTBEHHBIX CPEJICTB

OIIK-1. | Cnocoben k opranuzauuy, ynpasienuto u | OIIK-1.2. CnocoGeH onieHuBaTh
PYKOBOJICTBY pabOTOM HOPMATHUBHYIO, TEXHHYECKYIO,
IIPOM3BOJICTBEHHOTO, PETYIITOPHOTO MM | OTYETHYIO IOKYMEHTAIIUIO B
UCCIIEIOBATEIIBLCKOTO TOIPa3JICIICHUS B o0actu oOpaieHus
COOTBETCTBUU C YCTAHOBJICHHBIMHU JICKApCTBEHHBIX CPEJICTB
TpeOOBaHUSMU U TYUIIUMHU [IPAKTUKAMU OIIK-1.3. Bnageer HaBbIKaMu

yIIpaBJICHUS TIPOCKTOM Ha BCEX
JTalax ero >KU3HEHHOI'o IMKJIa
OIIK-2. | CnocoOeH K opraHu3anuu OIIK-2.2. 3naeT NpUHLUIBI U

MCXaHU3MBbI pCTrUCTpaAllUA
JICKAPCTBCHHBIX CPCACTB.




OIIK-4. | CnocobeH k ananmu3y, cucremaruzanud 1 | OIIK-4.1. Biageer cucreMHBIMU
MPEJCTABICHUIO JAHHBIX HAYYHBIX 3HaHUSAMU B 00J71aCTH pa3pabOTKH
UCClieIoBaHu B 001acTH 0OpaleHus JIEKapCTBEHHBIX CPE/ICTB.
JIEKapCTBEHHBIX CPEJICTB

OIIK-6. | CnocoGeH omnpenensT METOIbI U OIIK-6.1. 3naeT 3Tarnsl )KU3HEHHOTO

MHCTPYMEHTHI 00eCIeueHNs KauecTBa,
prUMeHsieMble B 001acTH 0OpaIieHus
JIEKapCTBEHHBIX CPEJICTB C YUETOM
KU3HEHHOTO [TUKJIA JIKAPCTBEHHOTO
CpencTBa

HUKJIA JICKAPCTBCHHOI'O IIp€riapara.




IK-2.

AOKYMCHTAIUIO, CBA3AHHYIO C

OLCHUBATH IMPOU3BOACTBCHHYIO U

TCXHOJIOTMYCCKUX IMTPOUCCCOB

CrniocobeH paccMaTpuBaTh U YTBEPKJIATh

MMPOU3BOJACTBOM JICKAPCTBCHHBIX CPCIACTB,
1 OPraHu30BbIBATH €C BBITIOJIHCHHC,

OTYCTHYIO JOKYMCHTAI IO, KaCArOIYIOCs

IMK-2.1. Ciocoben paboTtath ¢
OTEYECTBEHHOH U 3apyOe:KHOM
HOPMAaTUBHOM JOKyMEHTalUeH Ha
JIEKApCTBEHHOE ChIPHE

3. MECTO JUCIUIIJIMHBI B CTPYKTYPE OII BO
Huctunnuna «Pa3paboTka U perucrpaius JEeKapCTBEHHBIX CPEICTB» OTHOCHUTCS K
BapUaTHUBHOW KOMIIOHEHTE 0a30Boii yacTu Onoka 1 yueGHOro miaHa.
Huxn (paznen) OOIL: b1.0.02
Tabauya 3.1. Ilepeuenv komnonenmos OIl BO, cnocobcmayowux 0oCcmuriceHuo
3anaIaHUPOBAHHBLX PE3YIbMAMO8 0C80EHUS OUCYUNTIUHBL

[TpenmecTByroniue [Tocnenyromue
[udp HanMmenoBaHne KOMIETCHITUN JTMCHUTUTMHBI/MOY | JUCHUIUINHBI/MOTYIIH,
JIM, IPAKTUKU ™ MPaKTHUKU*
OIIK-1. |Crioco6eH k opraHu3aiiuy, ynpaBieHUIo | MeHeHKMEHT B Opranuzanus u
U PYKOBOJICTBY paboTOM npodeccuoHanbHO |yIpaBJIeHHE
MIPOU3BOJICTBEHHOTO, PETYJIIATOPHOTO | IEATEIBHOCTH (bapmareBTHIeCKuM
WA UCCIIEIOBATEIIBLCKOTO MIPOHU3BOJICTBOM
MOJIpa3/IeJICHUs] B COOTBETCTBUH C Hapnexarmas
YCTaHOBJICHHBIMH TPEOOBAHUSIMHU 1 peryJsiTopHasi pakTUKa
JIYYIIMMU PAKTUKAMU OCHOBBI 2KOHOMUKH 151
(hapmareBTUIeCKOro
NPEaNPUATHS
CTaTuCTUYECKHE METOIbI
yIpaBJICHUS KaueCTBOM
OIIK-2. |Crioco6eH K opranu3anuu MeHeKMEHT B Hannexarmas
B3aMMOJICCTBHS TPOU3BOIUTEIICH poECCUOHAIBHO |pEryJATOpPHAs MPAKTHKA
JICKaPCTBEHHBIX CPEJICTB, HAYUHBIX W 1esTeIbHOCTU
opraHu3aruii ¢ ¢peaepaibHbIMU
OpraHamu UCIOJHUTEIbHOM BIaCTH U
OpraHamu UCIOJHUTEIbHOUN BIACTH
cyonekToB Poccuiickoit denepanuu,
OCYHIECTBJISIOLIUMHU MOJTHOMOYUS B
chepe oOpalleHus JTeKapCTBEHHBIX
CpEICTB
OIIK-4. |Crioco0eH k aHanu3y, CUCTeMaTH3aI[ui
Y IIPE/ICTABIICHUIO JAHHBIX HAyYHBIX
WCCIeIOBAaHUH B 00J1aCTH 00OpaleHus
JIEKAPCTBEHHBIX CPEJICTB
OIIK-6. |CriocoGeH omnpenensTh METOAbI U Hapnexamas
WHCTPYMEHTHI 0OecrieueHns KauecTBa, peryiasTopHasi IpakTHUKa
MpUMeHsieMble B 001acTu oOpalieHus [IpuHUHKIIBI KOHTPOIS
JIEKAPCTBEHHBIX CPEJICTB C YUETOM KaueCcTBa JIEKAPCTBEHHBIX
YKU3HEHHOTO 1IMKJIa JIEKAPCTBEHHOTO CpE/CTB
cpencTea MeToabl KOHTPOJIS
KadyecTBa
6uodapmarieBTHIecKon
MPOAYKIIUU




NMMmyHOOHOIOTHYECKUE
npenaparsl
IK-2. |Cmocoben paccmaTpuBaTth u Hannexamas
YTBEPKIATH JOKYMEHTAIHUIO, peryisaTOpHas MpaKkTUKa
CBA3aHHYIO C IMPOU3BOACTBOM HpI/IHL[I/IHBI KOHTPOJIA
JICKAPCTBCHHBIX CpeacTB, n KaueCTBa JICKAPCTBCHHBLIX
OpraHru30BbLIBATH cc BBITIOJTHEHHUEC, CpcaAcTB
OLICHUBATh [IPOU3BOJCTBEHHYIO U Pa3paboTtka U KOHTpOJb
OTUYETHYIO JIOKYMEHTAIHUIO, KauecTBa (PUTONpPENapaToB
KacCaromIyocs TEXHOJIOTUYECKUX [pouecchl W anmapartbl B
MPOIIECCOB HPOM3BOJICTBE
OorodapMalieBTHIeCKOn
POAYKIUU

OBBEM JINCHUILJIUHBI U BUJIbl YYEEHOM PABOTBHI

OO0mmast Tpy10eMKOCTh JUCIUTUIHHBI COCTABIISICT 3 3a4ETHBIC SIMHUIIBI.
Tabauya 4.1. Buowt yueonou pabomst no nepuooam oceoenus OIl BO ons QUHOH

Gopmul 00yueHus

Buj yue6Hoii paéoThI B(;IELI;O’ 1 Ce;l ech(31,1) 7]

Koumaxmnas paboma, ax.u. 34 34

B TOM YHCIIE:

Jlexuuu (JIK) 17 17

JIaboparopusie pabots (JIP)

[Tpaktuyeckue/cemunapckue 3austus (C3) 17 17
Camocmosmenvras paboma 00y4arouuxcs, ax.u. 47 47

Konmpons (3x3amen/3auem c oyeukotl), ax.u. 27 27

OO01ast TPYI0eMKOCTh THCHHIIHHbI ar. 1. 108 108

3a4.e]l. 3 3

Ta6nuya 4.2. Buovl yuebnoii pabomui no nepuodam oceoenus. OIT BO ons 340YHOH

Gopmuvl 00yueHus

Buj yueoHoii padoTnl BSII(E.II;.O, 1 CegleCTp(?:H) ]
Koumaxmmnas paboma, ax.u. 22 16
Jlexuunu (JIK) 16 16
JIaboparopusie pabotsl (JIP)
IMpaktuueckue/cemunapckue 3ansatus (C3) 6 6
CamocmosmenvHas paboma o0y4arOWuxcs, ax.y. 77 77
Koumponw (3x3amen/3auem c oyenkoti), ax.u. 9 9
aK.4. 108 108
OO0masi Tpy10eMKOCTh JMCHHUILINHBI B 3 3




5. COAEP KAHME JUCHUIIJIMHbI

Tabauya 5.1. Cooeporcanue oucyuniunvl (MOOYJs) no eudam yuyebHot pabomol

Ne| HaummeHnoBanmue Conep:xxanue pa3jena (TeMbl) Bupn yueonoii
n/n pasaena padoTbI
AUCHMILINHBI
1 |Ucropuueckue Hcroprueckue acniekTsl papmManeBTUUECKON JIK, IIP, JIP
ACIEKThI npoMbIIUIeHHOCTH. Kitaccupukanus
(bapMareBTHYECKO# |I1€KapCTBEHHBIX npenapaToB. O030p
MIPOMBIIIJICHHOCTH. |(hapMalleBTHUECKOTO PhIHKA JIEKAPCTBEHHBIX
Knaccuduxanus MpenaparosB.
JIEKapCTBEHHBIX
TpenapaTos.
2 |[Tpomecc [Ipornecc pa3zpaboTKu JIEKAPCTBEHHOTO JIK, ITP, JIP
pa3zpaboTku npenapara. Hayunele acriektol. JKu3HEeHHbIH
JIEKapCTBEHHOT'O IUKJT JIGKAPCTBEHHOTO MpernapaTta. HavanbHbie
npernapara. CTaJIuu pa3pabOTKH JIEKAPCTBEHHOI'O IIpernapara.
Kusnennsiit nukn  |ITouck Monexynel. BzaumocBsi3b Mex 1y
JIEKAPCTBEHHOTO MOJIEKYJISIPHOM CTPYKTYpPOM U OHOJIOTrHYecKon
npernapara. AKTUBHOCTHIO.
3 |U3ydenue cBoiicTB |3ydeHne CBOMCTB MOJICKY/Ibl. Bo3MOXKHBIE JIK, ITP, JIP
MOJIEKYJIBI. IyTU JOCTaBKH JIEKAPCTBEHHOT'O IIperapara B
Cucremsl octaBku |opranusm. Kiaccudukanus gopm no3upoBanus
JIEKapCTBEHHBIX JeKapCcTBEHHOTo npemnapara. CucTeMbl JOCTaBKH
MpernapaToB. JIeKapCTBEHHBIX MpenapaToB. Kiaccudukanus,
npo6aemMbl. OCOOEHHOCTH CHCTEM JIOCTABKH
OorodapmareBTUIECKUX PErnapaToB.
4 |Crepeoxumus PacTtBOopuMocTh MoJiekyn B Boje. CTepeoxumMust JIK, I1P, JIP
MOJIEKYN U MOJIEKYJ U OHOJIoTHYecKasi akTUBHOCTb.
Ouosnoruyeckas [ToBenenue 6enkoB B opranusme. [lonstue
AKTUBHOCTD. depmentsl. CTpyKkTypa epMEHTOB,
[ToBenenue OenkoB |KIaccu(UKaIys, JIEeKapCTBEHHbIE MpenapaTbl Ha
B OpraHusme. OCHOBE (DepMEHTOB.
5 |AHTHOHMOTHKH. AnTHOHnOTHKH. McTOpHYECKHE aCTIeKThI. JIK, I1P, JIP
Pa3pabotka HoBbIX |Knaccudukanus. PesucreHTHOCTD
AHTHOUOTHKOB. MUKPOOPTraHW3MOB MO0 OTHOIICHUIO K
MounekynsipHoe aHTHOUOTHKaM. PazpaboTka HOBBIX
MOJENUPOBAaHUE B |aHTHOUOTHKOB. MOJIEKYIIIpHOE MOJAECTUPOBAHUE
paspaboTke B pa3paboTKe JIEKapCTBEHHOIO Mpernapara.
JIEKApCTBEHHOTO Knaccudukanus cuctem opranusma npu
npenapara. JIECTBUHM JIEKAPCTBEHHOTO Mpemnapara. Poib
CTPYKTYpHI O€NKOB 610 hapMaleBTHUECKUX
NPEenapaToB B UX aKTUBHOCTH.
6 |Toxkcukonornueckue| TOKCUKOIOTHUECKHIE HCCIEIOBAHUS. JIK, IIP, JIP
HCCIEA0BaHUS. Knaccudukanus ucneiranuii. Pons u
UcnbiTanus Ha HE0OXO0IMMOCTb UCIIBITAHUHN HA KUBOTHBIX.
KUBOTHBIX [IpuHUMIIBI OpraHU3aluK POBEACHUS

HUCIILITAHUN Ha JKUBOTHEIX. BBelleHne moHATHI
Ha/IeXaIel 1adopaTopHO MPAKTUKU B
HUCIILITAHUIX HA )KUBOTHBIX.




Pa3paboTtka Pa3zpaboTka TEXHOJIOTUU MPOU3BOICTBA TOTOBOM JIK, I1P, JIP
TEXHOJIOTUHU ¢dopmbl TIekapcTBeHHOTO Tpenapara. Paspaborka

MIPOU3BOJICTBA METOJIOB KOHTPOJISI KAUueCTBA JIEKAPCTBEHHOTO

rOTOBOM (OPMBI npernapara.

JIEKapCTBEHHOI'O

npernapara u

METOJIOB KOHTPOJIS

KayecTBa.

[IpuHnune! n [ToaroroBka perucTpanMOHHOIO JOChE — JIK, IIP, JIP
paBuiIa IPaBOBBIE aCTIEKTHI MOATOTOBKH. [IpoBeneHue

MIPOBEACHUS IpOIEeTypHl perucrpannu. Perucrpannonnoe

KITMHAYECKUX ynoctoBepeHue. PerynupoBanue oOpaiieHus

HCTIBITAHUH. cybcrannmii. [loaroroBka perucTpailoHHOTO

Perucrpanus nocbe. PerncrpaiionHoe yaocToBepeHue.

rpernapara. Wrorosslii ceMuHap.

O0630p OpuruHanbHble, THHOBAIIMOHHBIE TIpETaparsl, JIK, ITP, JIP
(apManeBTHYECKON |BOCIIPOM3BEIEHHBIE TIPENaparhl, 0030p

IIPOMBIIIIEHHOCTH B |(hapMaIieBTHIECKOH MPOMBIIICHHOCTH B MUPE

MUpe Y B pa3BUTHIX CTpaHaX. BrIsABICHNE TEHICHIINH.

* - 3amonHseTcs Tonbko mo QUHOWM popme o6yuenus: JIK — rexyuu, JIP — nabopamopnuvie pa6omui, TIP —

npakmuquKue/ceMMHapCKue SAHAMUAL.

6. MATEPUAJIBHO-TEXHUYECKOE OBECIIEYEHUE
JANCIHUITIMHBI
Tabauya 6.1. Mamepuanvro-mexuuueckoe obecneuerue OUCYUNTIUHBL
Cneunajan3upoBaHHOe
yueOHoe/s1adopaTopHoe
Tun obopynoBanue, [1O u
OcHaleHue ayIuTOpuu
ayIuTOPUHU MaTepHAJbI JJIS 0CBOEHHUS
AV CHUTITHHBI
(Ipu HEOOXOAMMOCTH )
Kommnekr
CHeIHATH3UPOBAHHON MeOeIH;
TEXHUYECKUE CPECTBA:
Aynutopus ~ Ne 636 g | MynbTUMEIUIHBI — TIPOCKTOP
NPOBEJICHUS 3aHIATUH JIEKIMOHHOTO | Everycom
THIIA, OCHAIICHHas  KoMIuleKToM | Hoyroyk Lenovo  Thinkpad
CIEUATM3UPOBAHHOM mebenu; | L530 Intel Core 13-
JlekmnoHHas .
JOCKOM (3kpaHOM) M TexHuyeckumu | 2370M_2.4GHz/DDR3 4 GB,
cpeicTBaMu MyJnbTAMeAna | 1t
TIPE3CHTAIHIH. OOecnieueH BBIXOJ B MHTEPHET.
KomruiekT npe3eHTarmii.
Windows XP, Microsoft Office
2007, Microsoft  Security
Essentials
Ayautopus No 636 mist | Kommnekr
IIpakTudeckue | mpoBeACHUS 3aHATHH CEMHUHAPCKOTO | CHEIHATM3UPOBAHHON MeOeu;
3aHATHUS/ THUIA, TPYIIIOBBIX U WHMBHIYAIbHBIX | TEXHHUECKUE CPEJICTRA!
CemuHapckas KOHCYJIbTAIIMH, TEKYIEro KOHTPOJIS ¥ | MyJIbTUMEIUIHHBIA  MTPOEKTOP
MTPOMEKYTOUHOM arrectanuu, | Everycom




CHeIII/IaJ'II/I3I/Ip0BaHH()e

yueOHOe/1adopaToOpHoOe
Tun odopynoBanme, [10 n
OcHalleHue ayIuTOpuu
ayIMTOPUHU MaTepHAJIbI J1JIS1 0CBOEHHS
AU CIUATLTHHBI
(mpu HEOOXOAMMOCTH)
OCHAII[CHHAs xomruiektoM | Hoyroyk  Lenovo  Thinkpad
crienanu3upoBanHoit  mebemn  u | L530 Intel Core 13-
TEXHUYECKIMHU cpeacrBamu | 2370M_2.4GHz/DDR3 4 GB,
MYJIbTUMEINA TTPE3CHTAIHH. Bitey

ObecrieueH BBIXOJ B MHTEPHET.
KomruiekT npe3enTanuil.
Windows XP, Microsoft Office
2007, Microsoft  Security
Essentials

Kommnekr
CHenualn3upoBaHHON Mebeny;
TEXHUYECKUE CPEICTBA!
MynbTUMEIUIHBIA ~ MPOEKTOP
Aymutopust  Ne 636 mms | Everycom

Aynutopus CaMOCTOSITEIIEHOM pabots! | Hoyr6yk  Lenovo  Thinkpad
TUTS oOyJaronmxcs, ocHaumeHHas | L530 Intel Core 13-
CaMOCTOSATENIHHOM | KOMIUIEKTOM  crenuanu3upoBanHoit | 2370M_2.4GHz/DDR3 4 GB,
paboThI Me0enu ¥ KOMITBIOTEPOM C JIOCTYNOM | liur

B ODUOC. OO0ecnieyeH BBIXOJ B MHTEPHET.

KowmrmekT npe3eHranui.
Windows XP, Microsoft Office
2007, Microsoft  Security
Essentials

7. YYEBHO-METOANYECKOE n NHO®OPMAILIMOHHOE

OBECIIEYEHUE JUCIUIIVIMHBI

OCHOBHas iumepamypa.

. Kpacarok, W. W. buodapmarus, uau OCHOBBHI (apMarieBTHUECKOW pa3paboTKH,
IPOM3BOJICTBA U 00OOCHOBAHUS JHM3aifHA JIEKApCTBEHHBIX POpM : yueOHoe mocoowue / U.
. Kpacniok, H. b. Jlemuna, M. H. Anyposa, H. JI. ConoBseBa. - Mocksa : [DOTAP-
Menua, 2020. - 192 ¢. : un. - 192 c. - ISBN 978-5-9704-5559-3. - TekcT : 371eKTpOHHBIH
Il 3bC "KoHcynbTaHnT crynenra" : [caliT]. - URL :
https://www.studentlibrary.ru/book/ISBN9785970455593.html  (mata oOpamenus:
25.05.2022)

OONONHUMENbHAS TUMepamypa:


http://www.studentlibrary.ru/book/ISBN9785970455593.html
http://www.studentlibrary.ru/book/ISBN9785970455593.html
http://www.studentlibrary.ru/book/ISBN9785970455593.html

1. Kommenrtapuii k pykoBonactBy EBpomeiickoro Coro3a mo HaJuiexalieil MpakTHKe
MIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB AJIsl YENIOBEKA U IPUMEHEHHSI B BETEpUHAPHH,
M.: U3n-Bo «Ilepo», 2016. 495 c.

2. Tecr «PactBopenue» B pa3paboTKe M PETUCTpAIMH JIEKAPCTBEHHBIX cpeacTBy». llox
penakuueit beikoBckoro C.H., Bacunenko U.A., Makcumosa C.B. - M.: U31-Bo
«Ilepo», 2014. — 488 c.

3. ®apmarneBTuueckas paszpaborka. Konmemniusi u mpakTudeckne pekoMeHmarun M.:
Uzn-o «Ilepox, 2015. 286 c.

4. PyKOBOJCTBO MO MHCTPYMEHTAJIbHBIM METOJAaM HCCJIEAOBAHUU NpU pa3paboTKe U
JKCIIEPTHU3E€ KAadeCTBA JIEKAPCTBEHHBIX mpenaparoB. llox pemaknueln bbIkoBCKOro
C.H., Bacunenko U.A. u ap. - M.: U3a-Bo «Ilepoy, 2014. — 656 c.

5. @apwmaneBtrueckas omorexHonorus [Dnekrponubiit pecypc] / C.H. Opexos. - M.:
I'S0TAP-Menua, 2013.

6. Mapaxosa A.W. u np. DoToMeTpuUecKrue METObI OJIYYECHUS B AaHATIU3E

JIEKapCTBEHHOTO PACTUTEIBHOIO ChIPhS M IIpenapaToB Ha ero ocHose. — M., PY/IH,
2015. — 155.

aumepamypa 0J151 CAMOCMOSAMENbHO20 UsydeHus.

1. Pharmaceutical dose forms. Tablets. Volume 1. — 3rd ed. / ed. by L.L. Augsberger,
S.W. Hoag. — NY Informa Healthcare, 2008. — 532p.

2. Pharmaceutical dose forms. Tablets. Volume 3. -2nd ed./ ed. H.A. Lieberman, L.
Lachman, J.B. Schwartz. — NY Marcel Dekker, 1990. — 515p.

3. Pharmaceutical analysis. A textbook for pharmacy students and pharmaceutical
chemists. — D.G. Watson. — London Harcourt Pub.Lim., 1999. — 338p.

4. Pharmaceutical biotechnology. — K. Sambamurthy, Ashutosh Kar, - New Delhi New
Age International (P) Ltd, 2006. — 502.

5. Pharmaceutical Medicine. — 2nd ed./ ed. L. Edwards, A.J. Fletcher, AW. Fox, P.D.
Stonier, - W.Sussex John Wiley& Sons Ltd, 2007. — 780p.

6. Drug Delivery: Principles and Applications. — B. Wang, T. Siahaan, R.Soltero. —
Hoboken, New Jersey John Wiley& Sons Inc., 2005. — 461p.

7. Good Laboratory Practice — the Why and the How. — J. P. Seiler. — NY Springer,
2005. — 432p.

8. Marketing authorization of pharmaceutical products with special reference to
multisource (generic) products: a manual for National Medicines Regulatory
Authorities (NMRASs) — 2nd ed. - World Health Organization, 2011. — 148p.

Pecypcor unghopmayuonno-menexommynuxayuonHou cemu « Mumepuemy:

1. OBC PY/JH u croponnue 3bC, K KOTOPbIM CTYJAEHThl YHHUBEPCUTETA UMEIOT
JOCTYII HA OCHOBAHUH 3aKJIFOYEHHBIX JOTOBOPOB:

- DIIeKTPOHHO-OMOIHOTEUHAS cucrevma PYJIH -  OBbC PYJIH
http://lib.rudn.ru/MegaPro/Web

- OBC «YHuBepcuteTcKas oubanoreka onmaia» http://www.biblioclub.ru

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

- OBC «Koncynprant crygenta»y Www.studentlibrary.ru

- OBC «Jlanw» http://e.lanbook.com/

- OBC «Tpounkuii MocT»



http://lib.rudn.ru/MegaPro/Web
http://www.biblioclub.ru/
http://www.biblio-online.ru/
http://www.studentlibrary.ru/
http://e.lanbook.com/

2. ba3bl JaHHBIX U TOMCKOBBIC CHCTEMBI:

- DJIGKTPOHHBIA (POHJ MPABOBON M HOPMATHUBHO-TEXHUYECKOU JTOKYMEHTAIIUU
http://docs.cntd.ru/

- mouckoBasg cucrema Sanexc https://www.yandex.ru/

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

-pedepaTuBHAs 6aza JTAHHBIX SCOPUS
http://www.elsevierscience.ru/products/scopus/

-  @enepalibHBIH  HMHCTUTYT  MNpOMbINUIEHHONH  cobctBeHHocTH  (PUIIC)
https://new.fips.ru

Yuebno-memoouueckue  mamepuanvt 01 CAMOCMOSAMENbHOU  pabomuvl
00YyUAIOWUXCS NPU OCBOEHUU OUCYUNTUHBL/ MOOYIA:

Memoouueckue ykazanus 015 00y4arOuuxcs N0 0C80EHUI0 OUCYUNIUHBL (MOOYI).

CamocTrosiTennbHass paboTa CTYJICHTOB BKJIIOYACT HM3YyYEHHUE OCHOBHOH U
JIOTIOJTHUTEIILHOM JINTEpaTyphl MO JAHHOW JUCIUILIMHE, MOJTOTOBKA BBICTYIUICHHHA Ha
CEMHUHapax, MOJIr0OTOBKA TBOPUYCCKUX Pa0OT MO MPOOJIEMHBIM BOIPOCAM 3KOHOMUYECKOTO
pa3BuTH, UX 0(hOpPMIICHUE B BUC MTPE3CHTAINH, a TAKXKE IMMOJArOTOBKA U 3aIlIuTa pedepara
110 OJTHOW M3 MpeIaracMbIX TEM.

MeTonyeckue peKOMEH IallMY 110 HAITMCAHUIO | 3aluTe pedepaTon

Pedepart aBnsiercst pe3yapTaToM MHAUBUAYAIbHON WM KOJUIEKTUBHOM (B rpyIinax
o 2 4eloBeKa) paboThl CTYAEHTOB M OTpakaeT CHOCOOHOCTH WCHOJHUTENeH K
CaMOCTOSITEIbHON paboTe C IMTEpPaTypoi U HABBIKM aHAJIM3a KOHKPETHOM MpoOIeMBbI.

s HanucaHus pedepara peKOMEHAYETCS UCMOJIb30BaTh yueOHYI0, HAyYHYIO U
CHEIHATBbHYIO0 HAYYHO-TIPAKTHYECKYIO JIUTEPATYPY.

B odopmnenun kypcoBeix paboT, pedepatoB, pykoBoacTByercs IIpaBuina
MOJTOTOBKM MU O(GOPMIICHUSI BBIMTYCKHOW KBaNU(UKAIIMOHHON palboThl BBIMYCKHHKA
Poccuiickoro yauBepcutera apy»x0s1 HapoaoB (IIpukas Ne 878 ot 30.11.2016 1.).

CTPYKTYPA PE®EPATA

1. PabGoTa cocTOoUT U3 CIEAYIOMIUX YaCTEH:
2. Benenue
OcHoBHBIE pa3aensl (T7aBbl, maparpadol)
3akiatroueHue

ok~ ow

Crucok ucnoab30BaHHOM JIUTEPaTyphl
6. Ilpunoxenue

Bo BBeneHNM XapakTepus3yeTcsl aKTyallbHOCTh MPOOJIEMBI, 11e]Ib U 3a/1a4H padoThI,
JaeTcsl KpaTKasi XapaKTepUCTHKA MCII0JIb3YEeMbIX MaTEpPHAJIOB.

OcHOBHBIE paz/elbl padOThl COAEPKAT KaK TEOPETHUECKUH, TaK U aHAITUTUYECKUN
MaTepuall.

JUis HarMcaHus TEOPETUIECKOM YacTu pedepara HeOOXOUMO U3YUHUTD JIUTEPATYPY
Mo JAaHHOW Teme (Yy4eOHHKH, yueOHbIe MOCOOUs, MOHOTpa(HH, CTaThU B MEPUOANIECKIX
M3JaHUAX U T.1.). TeopeTudeckuil pas3gen NOJDKeH MoKa3aTh, YTO CTYAEHT 3HAKOM C
nyOMMKausaMy 1o paccMaTpuBaeMoi npobiaeme. BakHo BbIpa3uTh cOOCTBEHHOE MHEHUE
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B OTHONICHWW TO3WIUK TOTO WJIM HMHOTO aBTOpAa WM COJIEP)KAaHHUS HCIIOJIb3yEeMOTO
nokymenTa. [Ipu ncnonap30BaHUH MPSIMOTO IUTHPOBAHUS 00s3aTENIFHO JIENIaTh CCHUIKH Ha
MCTOYHHK C YKa3aHUEM CTpPaHUII.

AHamUTUYECKUN pas3len OCHOBbIBaeTcs Ha (paktmueckoMm wmatepuane. Jls
HaMCAaHUs OSTOTO pasfelia MOTYT OBITh WCIONB30BAHBI PA3IUYHBIE HCTOYHUKH
uHpOpMAIMH: CTAaTHCTUYECKHE IaHHBIE, HOPMAaTHBHO-TIPABOBBIC AaKTHI, PE3YJIbTATHI
CHeNMaIbHBIX  OOCIENOBaHMI, MaTepHallbl  HAYYHO-TIPAKTHYECKUX  CEMHHAPOB,
KOH(pepeHIui u Jp.

PaGota Oyzaer Oonee nHTEpEecHOM, eciy (aKTUYECKUN MaTepuall pacCMaTpUBaETCs
B nuHamuke. [ HarmsmHOCTHM M ynmoOcCTBa aHanmm3a MUGPOBBIE JaHHBIE MOTYT OBITH
cBeZieHbl B Ta0auipl. Ecinu nudpoBoit MaTepual 3aHuMaeT 00JblIoil 00beM, €ro cieayeT
TIOMECTUTH B MIPUIIOKECHUH.

3akmoYnTenbHas YacTh pedepara JODKHA COACPIKATh BEIBOJIBI U TIPETTOKEHUS TI0
KaXIOMy paszeny ¥ mo padote B meiaoM. OHH JOJDKHBI JIOTHYECKH BBITEKATh W3 paHee
HAIMCAHHOTO MaTepuaa.

[Tocne 3akmoueHHst B pabOTE MOMEMIASTCS CIIMCOK MCIIOJIb30BAHHOM JIUTEPATYPHI.

O6mmit o0veM pedepata: 20-25 cTpaHuI] MAIIMHOMMCHOTO TeKkcTa popmarta A-4.

PesynbraTel uccienoBanus, MPeACTABICHHOTO B pedepaTre, OPOpPMIISIOTCS B BHUIIE
JI0KJIa/la U €ro Mpe3eHTalHH.

8. OIIEHOYHBIE MATEPUAJIBI W BAJJIbBHO-PEUTUHIOBAS
CUCTEMA OLNEHUBAHUA YPOBHA CPOPMHUPOBAHHOCTHU
KOMIIETEHIMH 110 JUCHUIIJIMHE

OrneHoYHBIE MaTepuaabl U OaUTbHO-PEUTUHIOBasl CHCTEMa OIICHWBAHUS YPOBHS
c(hOpMUPOBAaHHOCTH KOMIICTCHIIMH (YacTH KOMIETEHIIMHA) 110 MTOraM OCBOCHHUS
TUCIUTIINHBI «Pa3paboTka M perucTpaius JIeKapCTBEHHBIX CPEJICTB» IMPECTABIICHBI B
[Tpunoxxenun k Hactosmel Pabodeil mporpaMme TUCITUTLUTHHBIL.

PA3BPABOTYHUKMU:
IIpodeccop UBXTH, a.x.H. U.A. Bacuyienko

PYKOBOJIUTEJIb OVYII:

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

PYKOBOJUTEJIb OII BO: "
Jupexrop UBXTH, npodeccop a.x.H. W S’f@‘v - SI.M. CranumeBckui
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ITpunoxenne
PI'AOY BO «Poccuiickuii yHUBEPCUTET JAPYKObI HAPOIOB»
Nuctutyt 6noxumudeckon Texnosnoruu u Hanotexnosoruu (MbXTH)

®OH/ OIIEHOYHBIX CPEJCTB

MO YYEBHOUN JUCIIUIIJINHE

Pa3pa60TI<a H perucTpanms JCKApCTBCHHBIX CPCACTB

(HaMMEHOBaHUE TUCIUILTHHBI )

33.04.01 ITpomeinuieHHast dhapMarius

(KOI[ 1 HAaMMCHOBAHHNEC HAIIPaBJICHUSA HOZ[FOTOBKI/I)

«BI/IOdJaDMaLIGBTI/I‘IGCKI/Ie TCXHOJIOTHMH M YIIPABJIICHHUC d)aDMHDOI/IBBOI[CTBOM»

(HaumeHoBaHUe PO UIIS OATOTOBKH )

Marwuctp

KBanudukanus (crerneHb) BbITYCKHHKA
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Hanpasnenue 33.04.01 «IIpombluinenHas dapMarusiy

HDO(bI/IJII) «BI/IOd)aDMaIICBTI/I‘-IeCKI/Ie TCXHOJIOTHH M YIIPABJIICHHUC d)aDMHDOI/ISBOI[CTBOM»

JlucinIuimea ((Pa3Da6OTKa H perucrpanmsia JCKAaPpCTBCHHBIX CPEACTB»

®DOCrI (hopmbl kKoHTpOIIst ypoBHS ocBoeruss OOI])

. . CamocTtosiTenpHas
Kox koHTponupyemoil KOMIETeHITNN KonTponupyemslii pa3aen JUCUUILITHHBL AynuropHast padora pa6ora JK3ame
MeH
KP Nel | KP Ne2 | Toknax |Pedepar
OIIK-1. CriocoGeH k opraHu3aIyy, yIpaBicHUIO H Hcropuueckue actekTsl GpapManeBTHUECKOH
PYKOBOJICTBY paboTOH MPOU3BOACTBEHHOT 0, PETYIISTOPHOrO (MpoMbInuieHHocTH. Kitaccudukanus
WJTH UCCIIEZIOBATEIBCKOTO MO/IPa3/IeiCHUs] B COOTBETCTBHH C |JIEKAPCTBEHHBIX MPENapaToB.
YCTaHOBJICHHBIMH TPEOOBaHUAMH U JIYYIINMH IpakTHKaMu |[Iporecc pa3paboTKH JEKapCTBEHHOrO Mperapara.
OIIK-2. CriocobeH Kk opraHu3aliy B3auMOACHCTBUS JKu3HEeHHBIN LIUKJIT JIEKAPCTBEHHOIO IIpenapara.
MIPOU3BOJIMTEIIEH JIEKAPCTBEHHBIX CPEJICTB, HAYIHBIX V3ydenne CBOHCTB MONEKyJIbl. CHCTEMBI
OpraHu3aLuii ¢ PeaepasbHBIMKU OpPraHaMH HCTIONHUTENBHOM |ocTaKy JIeKapCTBEHHBIX MIPETapaTos.
BJIACTU U OPraHAMM UCIIOJHUTEIBHOH BJIACTU CYOBEKTOB CTepeoXiMHs MOMEKYJ U GHONOTHIECKast 15
Poccuiickoit deziepartiu, OCYIECTBIIAIOMMME TOTHOMOYHS | gy rypHOCTS. [ToBeACHNE GETKOB B OPTaHU3ME.
B cdepe OOpaIleHHs JeKAPCTBEHHBIX CPEICTB AnTtuouoruku. Pa3paboTka HOBbIX aHTHOHOTHKOB.
OIIK-4. Crioco0OeH K aHaIM3y, CHCTEMaTH3alud 1 MoneKyIIpHOE MOTEMPOBAHHE B pa3paboTke
ngez[c:TaBngHmo JIAHHBIX HAYYHBIX UCCIICIIOBAHU B [TeKapCTBEHHOTO MPEMapaTa. 20 20 30
OO liII;l{CT6HC0 pam6eHHﬂ JICKapCTBCHHBIX CPCACTB Tokcukonoruyeckue uccienoBanus. MicrbiTanus
; -6. Crioco0eH onpenensiTh METObI U gHCprMeHTBI HA SKHBOTHBIX

o0ecriedeHys1 KauecTBa, IpUMEHsIeMbIe B 00J1acTH =

- 1P Pa3paboTka TeXHOIOrMH IPOU3BOACTBA TOTOBOM
oOpalueHust JeKapCTBEHHBIX CPEACTB C YUETOM KHU3HEHHOIO (OPMBI JIEKAPCTBEHHOrO TIPEMIAPATA M METOLOB
LUKJIa JEKaPCTBEHHOT' O CPEACTBA

KOHTPOJISI Ka4eCTBa.
IIK-2. Cniocoben paccmaTpuBaTs u yTBep1ath [IpuHIMIBI ¥ IpaBHUiIa MPOBEACHUS KIMHUYECKUX
JOKYMEHTALIUIO, CBSI3aHHYIO C IPOM3BOJCTBOM puxTiamy: 1P POBEA 15
’ ucnblTanuil. Perucrpanus npenapara.
JICKapCTBEHHBIX CPEACTB, 1 OPTaHU30BBHIBATH €€ 0630p (hapMAIIEBTHYECKOH TPOMBIIITCHHOCTH B
BBITIOJTHCHHE, OLCHNBATh MPON3BOJICTBEHHYIO M OTYETHYIO | -
JOKYMEHTALIMIO, KACAIOIIYIOCS TEXHOIOTHYECKUX p
MIPOLIECCOB
Hroro: 100

KP — KOHTpOJIbHBIE PaOOTHI.
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BOl'[pOCI)I I IMTOATOTOBKH K 9K3aMCHY
ITo mucuunimue «Pa3paboTka U perucTpamnus JeKapcTBeHHBIX CPEACTBY»

[lepeuncnanTp Bee 3TAmbl )KU3HEHHOTO IHUKJIIA JISKAPCTBEHHOTO Mperapara.

Jlatb onpenenenus "opuruHaibHbIN npenapar", "Bocpou3BeIeHHbIN penapar "
"MHHOBAIIMOHHBIN Npenapart ", "B3aumMo3amMeHseMblil Ipenapar” "MexayHapo HbIe
HETaTeHTOBAHHbIC Ha3BaHUA" "KeHepuK'.

Ha xakux sTanax >KM3HEHHOTO LIUKJIa JIEKAPCTBEHHOTO Tperapara IpUMEHHMO
WCIOJIb30BAHNE HAIMOHAIBHBIX CTaHAPTOB.

BuodapmareBTruueckue JeKapCTBEHHBIE MTPENapaThl, TEPMHUHBI, 0COOCHHOCTh
oOpaitenns 61odapmMaleBTHYECKUX JIEKapCTBEHHBIX Mperaparos.
®dapmarneBTUUecKas pa3padoTka, TpeOOBAHUS U CTPYKTypa (papManieBTHUECKOM
pa3paboTKHu.

3akoHomaTenpHas 0a3a, peryaupyomas Mpoueaypy perucTpaiui JIeKapCTBEHHBIX
MperapaToB.

[TpoGnema B3anMOTIPU3HAHUS PETUCTPAIMH JIEKAPCTBEHHBIX MPETAPATOB B PA3THIHBIX
CTpaHax.

8. TpeboBaHus K JIeKapCTBEHHOMY TpenapaTy JUIsl BRIITYCKa €r0 B OOpalieHue.
[pornecc pa3paboOTKH JeKapCTBEHHOTO nperapara. HaydHbie acreKThl.
HadanpHble cTanmmu pa3pabOTKH JIEKapCTBEHHOTO TipenapaTta. [lonck Monexybl.
O6ocHoBanue GhopMbI pa3padaTbIBa€MOTO JEKAPCTBEHHOTO Mpemnapara.
PazpaboTka TeXHOJIOTHH ITPOU3BOJICTBA TOTOBOW (POPMEBI JIEKAPCTBEHHOTO Tpenapara
Ponb cTtpykTypsl 6enkoB 6HodapMarieBTUYECKUX PEnapaToB B MX aKTUBHOCTH.
Crepeoxumusi MOJIEKY U OMOJIOrHYecKasi akTUBHOCTb.

Crpykrypa hepMeHTOB, KilacCU(pHUKAIUSs, IEKAPCTBEHHbIE MPenapaThl HA OCHOBE
(dhepmMeHTOB.

AnTHOnoTHKH. Pa3paboTka HOBBIX aHTHOMOTHKOB.

MouekynsapHoe MOJETUPOBaHNE B pa3paboTKe JIEKapCTBEHHOTO Mpernapara.
Knaccudukanus cucrem opraniu3mMa npu AeWCTBUU JIEKAPCTBEHHOTO Mpernapara.
Toxcukonornyeckue uccnenoBanus. Kimaccudukanuus ucnplTaHui.

Ponb 1 He0OXOAMMOCTh UCTIHITAHUI HA )KUBOTHBIX.

[IpuHIMIBI OpraHKU3aluy TPOBEACHHS] UCIBITAHUI HA dKUBOTHBIX.

Pa3paboTka MeTO/10B KOHTPOJIS KayeCcTBa JIEKAPCTBEHHOTO IIpernapara.

[IpuHIMIBI ¥ TpaBUIIa IPOBEACHUS KIIMHUYECKUX UCIIBITAHUH.

Peructpanus npenapara.

OcobenHocTu peructpanuu OnodapManeBTUYECKON MPOTyKIIHH.

OpuruHanbHbIE IpenapaThl.

HHHoBanmoHHbIE MpenapaTsl

BocmpousBenennsie mpemnaparsl.

Tennenuuu B papMalieBTHYECKOM MPOMBIIIJICHHOCTH B MUPE.



HpI/IMepr IK3aMEeHALIMOHHBIX OUJIETOB
ITo mucuunimue «Pa3paboTka U perucTpamnus JeKapcTBeHHBIX CPEACTBY»

OEJEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YYPEXKJIEHUE BBICIIEI'O OBPA3OBAHUS
POCCHMICKHI YHUBEPCUTET JAPYKBbI HAPOJIOB
HNuctutyT OMOXuMuU4eckoil TexHoorun u HanorexunoJsiornu (MBXTH)
JK3aMeHAIMOHHbIE BONMPOCHI M0 JucHUILINHe «Pa3padoTka u perucTpanus
JIEKAPCTBEHHBIX CPEACTB»

BUJIET Ne 1
[Tepeuncnuth Bce 3TAIbI )KU3HEHHOTO IIMKIIA JIEKAPCTBEHHOTO TIpernapara.

"nn

2. Jatp ompeneneHus "OpUTHHANBHBINA Mpenapart', "BOCIpOU3BeIeHHBIH npemapar "

"MHHOBAIIMOHHBIN Npenapart ", "B3auMo3amMeHseMblil penapar” "MexayHapo HbIe

HETIaTeHTOBAaHHbBIC Ha3BaHUA" "HKeHepuK'.
3. Ha kakux 3Tamax »XKH3HEHHOTO IHKJIA JICKApCTBEHHOTO Tpenapara MPUMEHUMO

HCII0JIb30BAHNEC HAIITMOHAJIBHBIX CTAHIAPTOB.

=

Jdupextop UBXTH Cranunmesckmuii .M.

OEJEPAJIBHOE T'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YUYPEXJIEHUE BBICIIEI'O OBPA3OBAHUSA
POCCHUMCKHNI YHUBEPCUTET JIPY KBl HAPO/IOB
HNHcTUTYT OMOXHUMHYECKOH TeXHOJ0ruU U HaHoTexHoJoruu (MBXTH)
JK3aMeHAMOHHbIE BONPOCHI MO JUcHUIINHe ««Pa3padoTka u perucrpanus
JIEKAPCTBEHHBIX CPEICTB

BUJIET Ne 2
1. buocdapmareBTHUeCKHE JEKapCTBEHHBIE MPENapaThl, TEPMUHbBI, 0COOCHHOCTb
oOpaitenus 6uodapmaleBTHYECKUX JIEKapCTBEHHBIX Mperaparos.
2. dapmaneBTuyeckas pa3padboTka, TpeOOBaHUS U CTPYKTYpa dapMaleBTUYECKOI

pa3paboTKHu.

3. 3akoHomarenbHas 0asa, peryJupyromnas mporeaypy perucTpalun JeKapCTBEHHBIX
NPENnapaTos.

Jupextop UBXTH Cranumenckmuii .M.

OEJNEPAJIBHOE 'OCYJAPCTBEHHOE ABTOHOMHOE OBPA30BATEJIBHOE
YUYPEXJIEHUE BBICHIEI'O OBPA30OBAHUA
POCCHUIICKHI1 YHUBEPCUTET JAPYKBbl HAPOJIOB
HNucTtuTyT OMOXMMHUYecKoi TexHoorun u HaHoTexHoJiornu (MBXTH)
JK3aMeHAllMOHHBbIE BONPOCHI MO TucHuILInHe «Pa3padoTka u perucrpanus
JIEKAPCTBEHHBIX CPEICTB)

BUJIET Ne 3
1. TIpobGnema B3auMONpPH3HAHUS PETUCTPALNU JIEKAPCTBEHHBIX MTPENApPATOB B Pa3InYHbBIX
CTpaHax.
2. TpeGoBaHus K JIEKapCTBEHHOMY IperapaTy JJs BHITYCKa €ro B OOpalieHue.
3. TIporuecc pa3paboTku JeKapCTBEHHOTo npenapara. Hay4dHble acleKThl.

Jupexrop UBXTH Cranumesckuii .M.
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KpuTtepuu onieHKH 0TBETOB Ha YK3aMEHAI[MOHHbIE BOMPOCHI:
OTBet Ha KaXKIbIi 9K3aMeHAIIMOHHBIN Borpoc oniennBaeTcs ot 0 1o 10 Ganos:

Bbanasl
KpHTepHH onenKu oTseTa HE YaCTHYHO MOJIHOCTHI0
COOTBETCTBYET | COOTBETCTBYET | COOTBETCTBYET
KpUTEpHIO KpHUTEpHIo KPHUTEPHUIO
OTBeT SBISACTCS BEPHBIM 0 0,5 1
OOyuaromuiics  Jaer  OTBET 0e3 0 05 1
,

HaBOJAIINX BOIMPOCOB 3K3aMeHaTOpa

Oo6yuatommuiics NPaKTUIECKH HE 0 1 5
OJIb3YETCS MOATOTOBJICHHBIM YEPHOBUKOM

OTBeT MOKa3bIBACT YBEPEHHOE BIIaJCHUE
00yJaromiero TEPMHUHOJIOTUYECKUM u 0 1 2
METOJI0JIOTMYECKUM alapaToM JUCIUTIIAHBI

OTBeT WMEEeT  YETKYI0  JIOTHYHYIO 0 1 2
CTPYKTYpY

Ortger [TOKa3bIBaeT MOHUMaHUE
00yJaomuMcs CBSI3€H MEXAY IPEIMETOM 0 1 5
BOIPOCa M JPYTMMH pa3eiaMH AUCIUTUIAHBI
H/WIA IPYTUMH UCIIATLTHHAMHA

Hroro: 0 5 10

Ixajga oneHUBAHMA: 32 DK3aM€EH CTYICHT IIOJYYAET:
«Otimmuao» («5») — ot 27 10 30 Gaios.

«Xopormoy» («4») — ot 21 10 26,9 Gamios.
«Y noBaerBoputenbHOy («3%») — ot 15 mo 20,9 6amios.
«HeynosnetBoputensHo» («2») — 14,9 u meHee O6asioB.

TeMbl 10KJI2T0B
ITo mucnunuinHe «Pa3padoTka U perucTpanus JeKapcTBEHHbIX CPeICTBY»

Tema 1. HopmaTuBHBIE TpeOOBaHMS K HEKIIMHUIECKAM HCCIIEOBAHUSAM O€30MIaCHOCTH BEIIIECTB
Meromuueckue pykoogctea OECD (Organisation for Economic Co-operation and
Development) o ncoertanusm xumuyeckoit 6e3onacuoct u ICH (International Conference on
Harmonization) mo ucrpITaHUsAM MEAUIUHCKON 0€30IacCHOCTH.

PykoBojcTBa MuHKcTEpCcTBa 3/1paBooXpaHeHuss PD 1Mo HCHBITAHUSIM 0€30MAaCHOCTH CPEICTB
MEUIIMHCKOTO TIPUMEHEHHUS.

Tema 2. OcTpast TOKCUYHOCTH BELIECTB

Knaccugukanuss  BemecTB 1O  KjlaccaM  ONAcHOCTH: TapMOHM3MPOBAaHHAs — cHCTeMa
knaccugukauu onacHoctd OECD (globally harmonised hazard classification and compatible
labelling system, GHS), kiaccel OnacCHOCTH XMMHUYECKUX BEIIECTB, PUHSATHIE B PD.

[TonsiTHe OCTPOM TOKCMYHOCTH, TOKCUYHOCTh MPH Pa3HbIX CIIOCO0ax BO3JEHCTBUS BEIIECTB Ha
OpraHu3M JKMBOTHBIX, MeEpOpalbHas OCTpas TOKCHMYHOCTb, WHTAISALMOHHAS TOKCHYHOCTB,
TOKCHUYHOCTH NPH HAaKO’KHOM HAaHECEHUH.

Metonpl  ompeneneHMsT TOKCHUYHOCTM W Npu3Haku TokcuyHocTH. Ilomstme  JIJI50,
allbTepHATHUBHBIC MeETOABI: omnpeneneHne kiacca tokcumyHoctn (OECD TG 423), wmeron
¢uxcupoBanubix 103 (OECD TG 420), npouenypa Up-and-Down (OECD TG 425).
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OHpGHGHeHI/Ie MaKCUMAJIbHBIX TOJICPAHTHBIX A03 I TOTCHIHUAJIBHBIX JICKAPCTBCHHBIX BCIICCTB.
JlM3aifH TOKJIIMHUYECKOTO HCCIEIOBAHUS OCTPOHl TOKCHYHOCTH BEHIECTBA WHHOBAIMOHHBIX
OMOTIOJOOHBIX MPEIapaToB.

Tema 3. JIoKIMHUYECKUE HCCIIEOBAHUS O€30MIaCHOCTH JICKAPCTBEHHBIX MPENapaToB

OO0masi TOKCUYHOCTH BEIIECTBA TMPU TOBTOPHBIX BBEACHMSIX: JAU3ANWHBI HCCIIECIOBAHHM
CYOXpOHHYECKOW ¥ XPOHHUYECKOH TOKCHYHOCTH, BEIOOP TECT-CUCTEMBI U 7103 BBOJAUMBIX BEIICCTB,
JUIMTEIIbHOCTh BBEJCHUS, IIEPEUCHb METOJOB M PETUCTPUPYEMBIX IapamMeTpOB, OpPraHbl,
MOJUICKAIME THUCTOJIOTUUECKOMY aHAJIN3y; CBSI3b OMOXMMUYECKUX U T'EMaTOJOTHYECKUX
W3MEHEHHUN C TUCTOJOTUYECKUMH TOPAKEHUSIMH OPTaHOB.

PernponykTuBHasi TOKCUYHOCTD: AU3aiiHbI UCCIIEJOBAHUN JEMCTBUSI BELIECTB HA (DEPTUIILHOCTD,
AMOPHOTOKCHYHOCTh, TpEHATaTbHOE M TOCTHATAJIbHOE pa3BUTHE; IMEepeYeHb METOJOB U
PErucTpUpPyEeMBIX TTOKa3aTeneH, GopMyIMPOBAHHUE 3aAKITIOYCHUSI.

['eHOTOKCHYHOCTh: TECT Ha peBepc-MyTaluu y Oakrepuil (Tect Diimca), in VItro tect Ha
XpPOMOCOMHBIE a00epaliy Ha KIETKaX MICKOTTUTAIONINX, MUKPOSIIEPHBIN TECT.

UccnenoBanuss KaHIEPOTEHHOCTH BEIIECTB: JM3aH HMCCIIECNOBAHUSA, NJIUTEIHHOCTh BBEICHUS,
OpraHbl, TOJ/JICKAIIUE THUCTOJOTHYECKOMY AaHAIN3y; CKPUHUHTOBBIE METOIBI OTPEICICHUS
KaHIIEpPOTEHHOTO MOTEHIIHAIA.

be3zomacHOCTh BO3ICMCTBHS HA KU3HEHHO BAaXXHBIE CUCTEMBbI OPraHOB: JU3alHbI UCCIEIOBAHUI
M0 W3Y4YEHUWIO JICUCTBHUS BEIIECTB HA IIEHTPAJIbHYI0 HEPBHYIO, CEpPIACYHO-COCYAUCTYIO |
JBIXaTEHHYI0 CUCTEMBI.

NMMYHOTOKCHUYHOCTh BEIIECTB: OOIIETOKCHYECKHE W CHEIUATbHBIE HCCIIEIOBAHUS, BBIOOD
MU3aifHa,  TepeYeHb  METOJOB U TECTOB,  [-3aBHCHMBIM  TYMOPaJIbHBIM  OTBET,
nMmyHopeHotunupoBanue, NK-oTBer, ycToWuMBOCTP K  WHQEKIHUSIM, aKTHBHOCTH
MakpodaroB/HEUTPOHUIIOB, KICTOUYHBI UMMYHHTET.

OcobeHHOCTH HccaeAoBaHUN 0€30MacHOCTH WHHOBAIMOHHBIX OHMOMOJOOHBIX IpPEnaparTos,
MOJIyYE€HHBIX OMOTEXHOJIOTMYECKUMH METOAAMH.

Oco0OeHHOCTH BaKIMH KaK TecT-MaTepuajga M BHIOOP CXeMbl JOKIMHUYECKOTO HCIBITAHUS
0€30I1aCHOCTH BaKI[AHEL.

OcoOCHHOCTH HCTIBITAHWK O€30MaCHOCTH TPOTHBOPAKOBBIX HWHHOBAIIMOHHBIX OHMOIIOJ00HBIX
MpernapaToB.

Tema 4. UccnenoBanus 0€30I1aCHOCTH ASHCTBUS XMMHUYECKHUX BEIIECTB Ha YeJIOBEKa
Konnenmms ucnbITaHUN XUMUYECKON O€30MaCHOCTH, MEPEeYeHb HUCCIEAOBAHUN IO MU3YYCHHIO
TOKCHYECKOT'O IEMCTBUS BEIIECTB HAa YEJIOBEKA.

Koppo3suiinoe, pazapaxaroniee U ajuIepreHHOE JCWCTBHE BEIIECTB: JAM3AMHBI MCCICTOBAHUM,
HCIIOJIb3yEMbIE TECThI © METO/IbI, PA3BUTHE aTbTEPHATUBHBIX IN Vitr0 MeTOI0B.

OrneHka 6€301aCHOCTH HAHOMATEPHUAJIOB: MPUMEPhl HAHOMATEPHAJIOB M X MCIOJIb30BaHHUE,
KOHIICTIIINS UCIIBITAHUH 0€30ITaCHOCTH HAaHOMAaTEPHAJIOB.
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KPUTEPUY OIIEHKH

Hoxman onenuaercst ot 0 mo 20 6anmnoBs:

Bbanabl
KpHrepun omemin He YaCTHYHO MOJTHOCTBIO
COOTBETCTBYET| COOTBETCTBYET | COOTBETCTBYET
KPUTEPHIO KPHUTEpHIO KPHUTEePHIO

Pabora BKiIIOUaeT Bce yKazaHHBIE B 3aJaHUU 0 1 )
AJIEMEHTHI

Pabora odopmiieHa B  COOTBETCTBHHM  C 0 1 )
TpeOOBaHUAMU
CTyIeHTOM KOPPEKTHO 0(pOPMIICHBI 3aMCTBOBAHUS 0 1 2
B noknaze ykazaHa akTyanbHas uHGoOpMarius 0 1 2
CTyIeHTOM MpeCcTaBleHbl 00bEKTUBHBIC 0 1 )
MPOBEPEHHBIC HAYYHbIE HCTOYHUKN UH(OpMaIn
Jlokiam oTpaxaer ujieu, BEICKa3aHHbIE B UCTOYHUKAX 0 1 2
CTyIeHT COMmoCTaBIIsIeT JaHHbIE HECKOIBKHX
HMCTOYHUKOB, BBISIBISIET CBSI3U MEXKTy HUMH, 0 1 2
MPOBOJIUT CpaBHEHUE, 0000IeHNE, KIacCUDUKAIHIO
CtyneHT npeacTaBisieT HHPOPMAIHIO KPAaTKO U 0 1 9
nH(OpMaTHBHO
CTyIeHT HCIoNb3yeT cOOCTBEHHBIE POPMYITHPOBKH 0 1 5
IUIsl TIpeZICTaBIIeHUs. MH(pOpMauu
DOopMyIMPOBKU CTYAEHTA HE UCKAXKAIOT CMBICIIBI, 0 1 2
U3JI0)KEHHbIE B HCTOYHUKAX

Hroro: 0 10 20

Ikana oueHUBaHUA:
«Otimyao» («5») — ot 18 10 20 GaIos.

«Xopormoy («4») — ot 14 o 17,9 6amios.

«Y noBaerBopurenbHoy» («3%») — ot 10 mo 13,9 Gamios.
«HeynosnerBoputensao» («2») — 9,9 u MeHee Gauios.

Tembl pedpepaToB
Mo mucnunuinHe «PazpadoTka U perucTpanus JeKapcTBeHHbIX CPeICTBY»

el NS =

HopmaruBHas TOKyMeHTaIUs B 00JaCTH CTaHIapPTU3AIMH JIEKaPCTBEHHBIX MIPEapaToB.
DTansl ¥ Nporecc pa3paboTKK JTEKapCTBEHHBIX MTPENapaTos.
OcHOBHBIE 00BEKTHI CTAaHIAPTH3AIUH B TIPOIIECCE Pa3pabOTKH JIEKaPCTBEHHBIX MPEMapaToB.
Awnanus pykoBojctsa OECD (Organisation for Economic Co-operation and Development)

1o ucnbITanusIM xumudeckon 6ezonacuoct v ICH (International Conference on
Harmonization) mo ucnpITaHUSIM METUITUHCKOM Oe30macHOCTH U PykoBoacTBa
MunuctepctBa 31paBooxpaHerusi PO o ucnbiTanusaM 0€30MaCHOCTH CPEICTB

MCIUITUHCKOTI'O IPUMCHCHUS.

KJ'IaCCI/I(I)I/IKaI_[I/IH BEIIIECTB MO KJIaccaM onacHOCTH. IloHsaTue OCTpOI>'I TOKCUYHOCTH IIpH

Pa3HbIX crocobax BO3ACHCTBHUS BEIIESCTB Ha OpraHu3M XKHUBOTHBIX. Ol'[peI[eJ'IeHI/Ie
MaKCUMAJIbHBIX TOJICPAHTHBIX 103 JJId NOTCHIUAJIBHBIX JICKAPCTBCHHBIX BCIICCTB. I[HSaﬁH
JOKIIMHUYCCKOIo UCCIICAOBaAHUA 00Tp0171 TOKCHUYHOCTHU BCIICCTBA.

061_[[351 TOKCHUYHOCTD BCIICCTBA IMPU MMOBTOPHBIX BBCACHUAX. Buapl TOKCHYHOCTH:

PerO,Z[YKTI/IBHaSI TOKCHUYHOCTB, FCHOTOKCI/I‘-IHOCTL, KaHuepor CHHas TOKCHUYHOCTBD,
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NMMYyHOTOKCHYHOCTB. be30macHOCTh BO3JAEHCTBUS HA dKU3HEHHO BaKHBIE CUCTEMBI

OpraHoB.

7.  Oco0OeHHOCTH HCCIIeI0BaHUI 0€30MaCHOCTH BEIIECTB, OIYYEHHBIX OMOTEXHOJIOTHIECKUMHU
METOJAMH.

8. Oco0OeHHOCTH BaKIIMH KaK TeCT-MaTepHaja U BEIOOP CXeMbI TOKIMHUYECKOTO UCIIBITAaHHS
6e30macHOCTH BakMHbI. OCOOEHHOCTH UCTIBITAHUM 0€301aCHOCTH IPOTHBOPAKOBBIX
[IpenapaToB.

9. Konrnenmus UCTIBITAHUNA XUMHUYECKON 0€301IaCHOCTH, TIEPEUSHb HCCIIS0OBAHUH TI0
M3Y4YEHUIO TOKCUYECKOTO JEUCTBHUS BELUIECTB HA YEIOBEKA.

10.

WHHOBAITMOHHBIX OMOIIO0O0OHBIX MTPETapaToB.

Kopposuiinoe, pa3apaxaroliee 1 ajuiepreHHoe aeiictsue BeuiecT. OueHka 0€301acHOCTH

*Temaruka pedepatoB sBIISETCS IPUMEPHON U TPEOYET YTOUHEHUS 15 IPUBS3KHU K TEME Hay4HO-
HCCIe0BaTeNbCKOM paboThl, HanpuMmep "CranmapTusanus reis uzocopOuaa TMHUTpara'.

KPUTEPUU ONIEHKH

Pedepar onenmnBaercs ot 0 go 20 6aymios:

Banabl
Kpurepmn omeri He YaCTHYHO MOJIHOCTHI0
COOTBETCTBYET|COOTBETCTBYET| COOTBETCTBYET
KpUTEpHIO KPUTEPHIO KPUTEPHIO

Pabora BKIIOWaeT Bce yKa3aHHBIE B 3aJaHUH 0 1 5
AJIEMEHTHI

PaGora odopmiieHa B COOTBETCTBHM  C 0 1 5
TpeOOBaHUIMHU
CTyneHTOM KOPPEKTHO 0()OpMJICHBI 3aHMCTBOBaHUS 0 1 2
B pedepate ykazana aktyaiabHast HnHGOpMAIUSI 0 1 2
CrtyneHToM mpeacTaBiIeHb 00bEKTHBHBIE 0 1 5
MPOBEPEHHBIC HAYYHbIC HCTOYHUKU HH(DOpMAaIn
Pedepar orpaskaer uaeH, BbICKa3aHHbIC B HCTOUHUKAX 0 1 2
CTYJEeHT COMOCTaBISIET JaHHBIE HECKOJIBKIX
HCTOYHUKOB, BBISBIISICT CBSI3M MEKIY HUMH, TPOBOIUT 0 1 2
cpaBHEHHE, 0000IIeHNE, KITaCCH(DUKAITIIO
CryaeHT npeacrapiserT HHQOpMAIIMIO KPaTKo U 0 1 5
nH()OPMATHBHO
CTyIEeHT HCIONB3YeT COOCTBEHHBIC POPMYITHPOBKH 0 1 5
JUTSL TIPENICTABIICHUST HH(OpMAIIHN
DopMyIUPOBKH CTYACHTA HE UCKAXKAIOT CMBICIIBI, 0 1 5
M3TI0KEHHBIC B NCTOYHUKAX

Hroro: 0 10 20

IIxanaa oneHUBAHUA:
«OtaruHo» («5») — ot 18 10 20 6asIoB.

«Xoportio» («4») — ot 14 1o 17,9 6amnos.

«Y moBneTBoputenbHO» («3%) — o1 10 10 13,9 Gamos.
«HeynosnerBoputenbao» («2») — 9,9 u MeHee 6ayuioB.
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10.

Bonpochbl k KOHTPOILHOM padoTe Nel

ITo mucunnimmue ««Pa3padoTka n perucTpanus JeKapcTBEHHBIX CPEACTBY»
HopmaTuBHbIE TpeOOBaHUS K HEKIMHUYECKUM UCCIIEIOBAaHUSIM 0€3011aCHOCTH BEILIECTB
Meromuueckue pykoBojacta OECD (Organisation for Economic Co-operation and
Development) o ucnbITaHUSIM XUMHYECKON O€30MaCHOCTH
ICH (International Conference on Harmonization) mo ucnbITaHHSIM METUIIMHCKOR
0€30I1aCHOCTH.
PykoBoacTBo MunuctepcTBa 3apaBooxpanerust PO mo ncnbsitanusM 6€30MacHOCTH
CPEICTB MEAULIMHCKOTO IPUMEHEHUS.
OcTpast TOKCUMYHOCTD BEIIECTB
Knaccugukamus BemecTs 1Mo KJiaccaMm OIaCHOCTU: TAPMOHU3UPOBAHHASL CHCTEMA
knaccugukanuu onacHoctd OECD (globally harmonised hazard classification and
compatible labelling system, GHS), kaccel 0macHOCTH XUMHUYECKHUX BEIECTB,
npuHATHIE B PO.
[ToHsiTHE OCTPOI TOKCHYHOCTH, TOKCUYHOCTB IIPU PAa3HBIX CIIOcO0aX BO3AECHCTBUS
BEILECTB Ha OPraHU3M KHUBOTHBIX, IEpOpaIbHas OCTPast TOKCUYHOCTh, MHTAISIIIMOHHAS
TOKCUYHOCTh, TOKCHYHOCTh IIPU HAKOKHOM HAaHECEHHUHU.
Mertoas! onpeneneHus TOKCHYHOCTH U MPU3HAKK TOKCUYHOCTH. oHsATHe JIJ[50,
aNbTepHaTUBHBIE METOIbL: onpeaenenue kiacca Tokcuunoctu (OECD TG 423), meton
¢duxcupoBanubix 103 (OECD TG 420), nponenypa Up-and-Down (OECD TG 425).
Onpenenenrne MakCUMaJIbHBIX TOJIEPAHTHBIX JI03 IS HOTEHIUAIBHBIX JE€KapCTBEHHBIX
BEIIECTB.
Jln3aiiH JOKJIMHUYECKOTO UCCIIEJOBAHUS OCTPON TOKCUYHOCTH BEIeCTBa
WHHOBAIIMOHHBIX OMOTIOJ00HBIX MTPENapaToB.

IIpumepHas koHTPOIBHAsE padoTa Nel

Ilo mucuunimue «Opranu3anus U ynpasJjenne ¢gapManeBTHYECKUM PON3BOACTBOM»

Teoperndeckue BOMPOCHI (TIpUMED):

Bompoc OaILIIBI

IlonsaTue OCTpOﬁ TOKCUYHOCTHU, TOKCUIHOCTD IIPpHU PA3HbIX crocobax BOSHCﬁCTBHH 5
BCHICCTB HAa OPraHu3sM  JXKHUBOTHBIX, InepopajibHad OCTpad TOKCHYHOCTbD,
HUHTraJIsIHUOHHAaA TOKCUYHOCTH, TOKCUYHOCTD IIPU HAKOKHOM HAaHCCCHUMU.

2. |Kak ONpCACINTE MAKCHUMAJIBHBIC TOJICPAHTHBIC 1O03blI I MOTCHIHAJIIBHBIX 5
JICKaAPCTBCHHLIX BCIICCTB.
3. HOpMaTI/IBHBIe Tpe6OBaHI/I$I K HCKIMHHUYCCKHM HCCICAOBAaHHUAM 0e30macHOCTH 5

BCIICCTB

Kaxxnprit Bonpoc onienuBaetcs ot 0 10 5 6amioB. MakcuMalibHOE KOJMYECTBO O6amioB — 15.

Bbanubl Kpurepuii ouenku
0 OOyuaromuiicss He OTBETUII Ha BOIIPOC MJIM OTBET MOJIHOCTBIO HEBEPEH.
25 OOyuaromuiicst a1 BEpHbIii, JOCTATOYHO MOJHBIN OTBET, PACKPBIBAIOLINIA OCHOBHbIE
’ TIOJIOKEHHUS BOITPOCA.
5 OOyuaromuiicsi Jajn BEpHbIi, pa3BepHYTHIH, YeTKUI U XOPOILIO CTPYKTYPHUPOBAHHBIH

OTBCT, IOJTHOCTHIO paCKpBIBaIOH_[I/Iﬁ BOIIPOC.
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IlIkana oneHUBaHUS:
«Otimyao» («5») — ot 13,5 mo 15 Gamos.

«Xopoioy» («4») — ot 10,5 1o 13,4 GayioB.
«Y noBaerBopurenbHoy («3») — ot 7,5 no 10,4 6amios.
«HeynosnerBopuressHo» («2») — 7,4 1 MeHee OayuIoB.

Bonpochl kK KOHTPOJIBHOM padoTe Ne2

Ilo pucuuIIMHE ««Pa3p360TKa H perucrpauus JICKapCTBCHHLIX CPEACTB»

1. OOmass TOKCUMYHOCTH BEIIECTBA MPHU MOBTOPHBIX BBEACHHSX: JAM3AWHBI HUCCIEIOBAHUI
CyOXpOHHUYECKOW U XPOHUYECKON TOKCUYHOCTH, BBIOOP TECT-CUCTEMBI M J103 BBOJIUMBIX
BEILIECTB, JJIUTETLHOCTh BBEICHHS, TIEPEUCHh METOJIOB U PETUCTPUPYEMBIX TTapaMETPOB,
OpraHbl, TMOJUICKAIME THCTOJOTUYECKOMY aHaJINU3y;,; CBiI3b OHOXMMHYECKUX U
TreMaTOJIOTHIECKUX U3MEHEHHUI C TUCTOJIOTHYECKUMU TTOPAKEHUSIMH OPTaHOB.

2. PenpoaykTUBHas TOKCHYHOCTB: JIM3alHBI WCCIICJOBAaHWA JICHCTBUS BEIIECTB HAa
GbepTUIBbHOCTh, 3MOPHOTOKCUYHOCTh, TPEHATATLHOE W TMOCTHATAIBHOE pa3BUTHE;
TepevYeHb METOJIOB U PETUCTPUPYEMBIX MMOKa3aTesei, GOpMyITMPOBAHHE 3aKITIOUCHUS.

3. T'eHOTOKCHYHOCTh: TECT Ha peBepC-MyTallu y Oaktepuil (Tect Ditmca), In VItro tect Ha
XpPOMOCOMHBIE a00epaliy Ha KIETKaX MIICKOTTHUTAOIINX, MUKPOSIEPHBIA TECT.

4. HccnenoBaHus KaHIIEPOT€HHOCTH BEMISCTB: IWU3allH HCCIEIOBAHUA, JUIUTEIBHOCTH
BBEJICHHS, OPraHbl, MOJICKAIINE TUCTOJIOTMYECKOMY aHaJIu3y; CKPUHUHTOBBIE METObI
OIpEEICHUS KaHIIEPOr€HHOTO MOTEHIMANA.

5. be3omacHOCTh BO3ACHCTBUS Ha JKHU3HEHHO BaXXHBIE CHCTEMBI OPraHOB: JHW3aHHBI
HCCIIEIOBAaHUN TIO U3YYECHUIO JEHCTBUS BEIIECTB HA IEHTPAIbHYIO HEPBHYIO, CEPACUYHO-
COCYMCTYIO U JIbIXaTEIbHYIO CUCTEMBI.

6. MIMMYHOTOKCHYHOCTh BEIIECTB: OOIICTOKCHMYECKHE W CIICIHAIbHBIE HCCIICI0BaHUS,
BBIOOp JM3aiiHa, TEPEYCHb METOJOB M TECTOB, [-3aBUCHUMBIM T'yMOpaJIbHBI OTBET,
nMmyHopeHotunupoBanue, NK-oTBer, ycTOWYMBOCT, K HWH(MEKIUSAM, AaKTUBHOCTH
MakpodaroB/HEUTPOHUIIOB, KICTOUYHBI UMMYHHTET.

7. KoHuenmusi HWCIBITAHUH XUMHYECKOW OE30TMacCHOCTH, IEPEUYCHb HCCIICIOBAHUMA I10
HU3YyYECHUIO TOKCUYECKOTO JICHCTBUS BEIIECTB HA YETIOBEKA.

8. KopposuitHoe, pa3apaxkarliee W aUICpreHHOe JIHCTBHE BEIIECTB:  JIU3alHbI
WCCIIeIOBAaHUM, UCIHOJb3yeMbIE€ TECThl U METOJbl, Pa3BUTHE aJbTEPHATHUBHBIX In Vitro
METOJ0B.

9. Omenka 0e30MacHOCTM HAHOMATEpPUAJIOB: TPUMEpPHl HAHOMATEPHUAIOB W HUX
WCIIOJIb30BaHKE, KOHIICTIIINS UCIIBITAHUI 0€301MaCHOCTH HAHOMATEPHaJIOB.
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IIpumepHas KOHTpPOJbHAs padora Ne2

Ilo nucuuIIHE «Opraﬂmaunﬂ H yIIpaBJICHUE (l)apMaIIeBTI/I'{eCKI/IM MPOU3BOACTBOM)>

TeopeTnueckue Bonpocs! (Ipumep):

Bormpoc 0asuTBI

1. |Kak

HaHOMAaTCpHaJIOB U UX HUCIIOJB30BAHHUEC, KOHLCIIIUA HUCIIBITAaHUI 0€30I1aCHOCTH
HAaHOMATEPHUAJIOB.

MPOBOJUTCS ~ OIleHKa  Oe3omacHocTH  HaHomatepuasnioB?  Ilpumepsr| 5

2. |KoHnenmus MCHBITAaHUH XUMHUYECKOW 0€301acHOCTH, MEePEUYCHb MCCIEAOBAHUN TMO| 5
M3Y4YEHUIO TOKCUYECKOTO JIEHCTBUS BEIIECTB Ha YeIOBEKa.

3. |KopposuiiHoe, pazapaxaroliee U aJulepreHHoe JISHCTBHE BEIIECTB: TU3aHHBI 5
MCCIICIOBAHUI, HCIIOJIb3YEMbIE TECThI M METO/IbI, PA3BUTHE AJIbTEPHATHBHABIX IN Vitro
METOJIOB.

Kaxprit Bonpoc onenuBaercs ot 0 1o 5 6ammoB. MakcuManbHOE KoruecTBo Oamios — 15.

Banabl Kpurepuii ouenku
0 OOyuaromuiics He OTBETUJI Ha BOIIPOC UJTU OTBET MOJHOCTHIO HEBEPEH.

25 OO6yuaromuiicst 1aja BEPHBINA, JOCTATOYHO MOJTHBIA OTBET, PACKPHIBAIOIIHNI OCHOBHBIC
’ OJIOKEHHS BOIIPOCA.
5 OOyuaromuiics 1an BEpHbIN, pa3BEPHYTHIN, YETKUI U XOPOLIO CTPYKTYPUPOBAHHBIN
OTBET, MOJIHOCTBIO PACKPBIBAIOIINN BOIIPOC.

IIkana oueHUBaHUA:
«Otimmyao» («5») — ot 13,5 mo 15 Gamos.

«Xopormoy» («4») — ot 10,5 mo 13,4 Gaios.
«Y noBaerBopurenbHoy («3») — ot 7,5 mo 10,4 6amnos.

«HeynosnerBoputensao» («2») — 7,4 u MeHee 6aIoB.

donn

OLIEHOYHBIX CPEeACTB /ISl TMPOBeIEeHUs] TPOMEXKYTOUYHOH aTTecTAMH

00y4aromuXcs Mo JUCUMIITINHE (MOIYJII0)

PaboTa B cemecTpe
MakcumanbpHOE Ynciio 0amioB, HaOpaHHBIX B cemecTpe — 100

Bun 3amanus Ywuciio 3agaHuii Koim-Bo 6annoB Cymma GaiioB
Pedepar 1 20 20
KontponpHas pabota 2 15 30
Jlokian 1 20
Hrorosas arrecrarus (93K3aMeH) 1 30 30
UTOI'O 100

CooTBEeTCTBHE CHCTEM OIEHOK (MCIOJB3YEMBIX paHee OILIEHOK MTOTOBOM akaaeMH4ecKon
ycreBaemMocTtu, oueHok ECTS wu OGamnpHo-pelitHroBoii cucrteMsl (BPC) omeHok Ttekyiein

YCIIEBAEMOCTH):
bamner TpaguuroHHbIE bammer g OneHkn OreHkn
BPC oneHku B PO nepeBoja ECTS
OIICHOK
86 - 100 5 95 -100 5+ A
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86 - 94 5 B
69 - 85 4 69 - 85 4 C
61 - 68 3+ D
51-68 3 51 - 60 3 E
31-50 2+ FX

- 2
0-50 0-30 2 F

I'padux mpoBeaeHus: sk3aMeHa (HOPMUPYETCS] B COOTBETCTBUH C KAJICHAAPHBIM TUIAHOM
Kypca. KoHTpoJib 3HaHUN M KOMIIETEHLMU CTYyACHTa 00ECIeUMBACTCS MOCEIICHUEM JICKIIUH U
CEeMHHApOB, 00CYKJIEHUEM TE€M JICKIIUH U BOTIPOCOB JUISi CAMOCTOSITEIBHON pabOTHl CTyJIeHTa Ha
CEMHMHAPCKHX 3aHATHUAX, HAIMCaHUEM pedepara 1o Teme, craueii 3a4eTa 1o MepeyHro BOMPOCOB.

I'padmk mpoBeacHMS MICBMEHHBIX KOHTPOJIBHBIX pad0T POPMHUPYETCS B COOTBETCTBUU C
KaJICHJapHBIM TUTAHOM Kypca.

CryneHTbl 00s13aHBI CJaBaTh BCE 3a/IaHHSI B CPOKH, YCTAHOBIICHHBIE MPETIOAaBATEIIEM.

Paspemaercss 0THOKpaTHO TepenucaTh KOHTPOJBHYIO paboTy, €ClH M0 Hed IOJy4eHO
MeHee TOJIOBHUHBI TUIAHUPYEMBIX 0aJUIOB, TIPU ATOM aHHYJIMPYIOTCS paHee MOJyYeHHBIE 110 ATOH
KOHTPOJILHON paboTe O6ayuibl. Cpok MepenuchiBaHHUs yCTAaHABIMBAET IMPEroiaBaTelb. MtoroBas
KOHTpOJIbHAsi paboTa He IMepenrChIBACTCS.

Hcnonp3oBaHWe HWCTOYHUKOB (B TOM YHCIIE€ KOHCIIEKTOB JIKIMHA W J1a0OpaTOPHBIX
3aHSTHUI) BO BPEMs BBIMOJHEHHUS NMUCHBMEHHONW KOHTPOJBHOM pPabOTHI BO3MOXHO TOJBKO C
pa3pelieHns penoaBaTeds.

Bpemsi, koTopoe OTBOOWTCS CTYACHTY Ha BBINOJHCHHE IHCHBMEHHON pPabOTHI
(KOHTPOJBLHOM TECTOBOM pabOThI), yCTaHABIMBAETCsS TpernonaBareneM. [lo 3aBeprieHUN
OTBEIEHHOTO BPEMEHU CTYIEHT JIOJDKEH cllaTh paboTy MpernojaBaTelio, BHE 3aBUCUMOCTU OT
TOT0, 3aBEpIICHA OHA WU HET.

Otcpouka B TNEpEeNUCHIBAHUM KOHTPOJBHBIX pabOT M cIaud JOMAIIHEro 3aJaHus
CUMUTAETCS YBOKUTEIHHOM TOJNBKO B CiIydae OOJIE3HH CTYAEHTA, YTO MOATBEPKAAETCS HATMUYUEM
y HEero MEIUIMHCKOM crhpaBku. B 3ToM ciydae BBINOJHEHHE KOHTPOJBHBIX pPadOT
OCYILIECTBIISICTCS] B CPOKHU, YKa3aHHBIE MIPENoJaBaTeeM.

CryneHT Aomyckaercs K UTOrOBOM KOHTPOJILHOM paboTe ¢ JII0OBIM KOJTMYECTBOM OalioB,
HaOpaHHOM B CEMECTpE, HO MPU YCIOBHH, YTO Y CTYJI€HTa UMEETCS TEOPETHUECKasi BO3MOKHOCTh
MOJTy4YuTh HEe MeHee 31 Gaa.

Ecnu B utore 3a cemecTp ctyneHT nosy4dui MmeHee 31 Gaiia, TO eMy BBICTaBIISIETCS OLIEHKA
F u crynenT nomxeH NOBTOPUTH 3Ty TUCIHUILIMHY B YCTaHOBIEHHOM mnopsiike. Eciu sxe B urore
CTyIeHT noy4rs He MeHee 31 Gama, T. €. FX, To cTyneHTy pa3pemraercs 1000p HEOOXOAMMOTO
(mo 51) konmuuecTBa 6aisoB. JJo6op OamIoB OCYIIECTBISETCS MTyTEM MOBTOPHOTO OJHOPA30BOTO
BBITIOJIHEHUST TMPEAYCMOTPEHHBIX KOHTPOJBHBIX MEPONPUATUN, TPU ATOM aHHYIUPYIOTCS
COOTBETCTBYIOIIKE MPEbIAYIINE PE3YIbTATHI.

DKk3amMeH coJiepKuT 3 Bompoca. Ha moaroToBky K oTBETY OTBOAUTCS 1 yac, mocie 4ero
MO>KET MPOU3BOIUTHCS YCTHBIN ompoc cTyaenTta. OuenuBaercs padora u3 30 0amioB HE3aBUCUMO
OT OIICHKH, MMOJTYYEHHOH B CEMECTpe.

[Iporpamma coctaBnena B cootBetcTBru ¢ TpedoBanusmu OC BO PY/IH.
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