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1. llesab ocBoeHMsI AUCHUTJIMHBI

Ilenp ocBoeHUST MUCHUILIMHBI — (OPMUPOBAHUE KOMIETCHIIMA, OOCCIIEUUBAIONINX BO3-
MO>KHOCTb IIPOBECHHSI aHAJIM3a HAYYHON U TeXHUYECKOi nHpopManuu B 006J1aCTH OMOTEXHOIO-
TUM U CMEXKHBIX JUCIHIUIUH ISl COBEPIICHCTBOBAHMS M PA3BUTHS MHTEIUICKTYAJIIBHOTO M 00-
HIEKYJIbTYPHOTO YPOBHSI.

[Tporpamma paszpaborana B coorBerctBuu ¢ ®I'OC BO mo HampaBlIeHUIO MOATOTOBKU
(cnermanbHOCTH) 19.04.01 broTexHomoTHSs, YTBEP)KAESHHBIM MpHKazoM MwuHoOpHayku Poccum
10 aBrycra 2021 rona Ne 737.

2. Mecto aucuuminnsl B ctpykrype OITIOII By3a

Huctuminza «/loknmuHuueckue uccnenoBanus B ouopapmakonorun» (b1.B.04) ornocut-
cs K oOs3aTenbHOM wactu brokal (Jucunruinasl) OIIOII, ee u3ydenue ocyuectsisiercst B 3 ce-
MecTpe.

Jis ocBOEHMS MAHHOM JUCLUIUIMHBI HEOOXOAMMBI 3HAHUS, YMEHUS M HaBbIKH,
c(hopMUpOBaHHbIE HA MIPEABIAYIIEM YPOBHE 00pa30BaHUsl.

3HAaHMS, YMEHMsSI M HAaBBIKM, IIOJIyYEHHBIE IIPU HU3YYECHUU JAaHHOM JMCLMIIIUHBI
HEOOXOIUMBI [l YCIIELIIHOTO MPOXO0KIEHUS YIEOHbBIX U IPOU3BOJACTBEHHBIX ITPAKTHUK.

3.0lepeyens MIAHUPYEMbIX Pe3yJIbTATOB 00y4eHHs MO JAUCIHUILIHHE, COOTHECEHHBIX C
IUIAHMPYEMbIMH Pe3yJIbTaTaMM 0CBOEHHUSI 00Pa30BaTeJIbLHOMH MPOrpaMMbl

Pe3ynpTaThl OCBOGHHUS AMCLUUIUIMHBI C(OPMYIMPOBAHBI B COOTBETCTBUU C INpodeccuo-
HAJIbHBIMU CTaHJapTaMH:

[Tpodeccnonanbublil cTangapT «CHeNUaNUCT M0 MPOMBIIIIEHHON (apMaly B 00JIaCTH HC-
CJIEZIOBAaHUH JIEKAPCTBEHHBIX CPEJICTBY», YTBEPIKICHHBIN MPHUKa30M MUHHUCTEPCTBA TPY/Ia M COIH-
anpHOM 3ammThl Poccuiickoit @eneparun ot 22 mas 2017 r. N 4301 (3apeructpupoBan MuHu-
crepctBOM roctuinu Poccuiickoit ®enepanuu 6 utonst 2017 r., peructparmonnsiii N 46966);

Kon A, ypoBeHb KBaJTU(pHUKALIHU 6.

Tpyoosas ¢ynkyus Kon A/01.6: [Ipoenenne padoT 1o hapManeBTHIECKON pa3padoTke

[Tpodeccnonanbubiit cranaapt «CrHenuanucT M0 NPOMBIIUICHHON (apmanun B o0iacTH

MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPENICTBY», YTBEPKICHHBIM NMpHKa3oM MHUHUCTEPCTBA TpyAa U
couuanbHoi 3amuTsl Poccuiickoit denepanun ot 22 mast 2017 r. N 430n (3aperucTpupoBaH
MunuctepctBom toctuuiun Poccuiickoit ®@enepanuun 6 utons 2017 r., peructpanuonsbiii N
46966)

Koxn A, ypoBens kBanudukauuu 6.

Tpyoosas ¢hynkyusa. Benenue TeXHOIOTMYECKOTO MPOLECCa MPU MPOMBIIIJIEHHOM POU3-
BOJICTBE JICKQPCTBEHHBIX CPECTB

Kopbt [1nanupyemble pe3yabTaThl 00y4eHHs (JIECKPUITOPHI)
U COAEpKaHUE 3HaThb YMmets Bnaners
KOMIETeHIINH HaBbIKaMU

OIIK-5. CiocobeH TUTaHUPOBAaTh ¥ TPOBOAUTH KOMIUIEKCHBIE IKCIIEPUMEHTAIBHBIE U pac-
YETHO-TEOPETHUECKHUE MCCIICIOBAHUS TT0 pa3pad0TaHHOW MTporpaMMe, KPpUTHIECKU aHATTU3UPO-
BaTh, 0000IIaTh U HHTEPIPETHUPOBATH MOTYICHHBIE IKCIIEPUMEHTAIbHBIE TaHHBIC

N onks1 1. Tlopsgox dapmaries- 1. TlnanupoBats | 3. Bnamerp HaBbIKaMH
[Tnanupyer  dap- | THIECKHX pa3pabOTOK dbapmameBTHUCCKHE IIPOBE/ICHUS HCCIIEN0-
MalleBTHUECKHE 2.0cobennoctn  (pyHK- Pa3PaBbOTKH BaHMU B  o0OJyiactu
pa3pabOTKU W MpPO- | HIMOHUPOBAHUS  COBpE- 2. TlposomwTh (apmarieBTHUECKOI
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BOJUT HCCJIENOBA-
HUL B oOiactu
dapmareBTHUC-

CKOM TEXHOJIOTUH B
YacTH BBINOJIHSE-
MBIX TE€XHOJIOTHYE-
CKHX IPOIIECCOB

MEHHBIX OWOTEXHOJIOTH-
YEeCKUX TIPOIECCOB U
MIPOU3BOJICTB

HUCCIICa0BaHUA B
obnactu
(bapManeBTUYECKOM
TEXHOJIOTHUHU B 4YaCTU
BBITTOJTHIEMBIX
TEXHOJOTUIECKUX
HPOIIECCOB

OMOTEXHOJIOTUH B CO-
OTBETCTBHH C pa3pa-
OOTaHHBIMH IIJIAHAMH,
Kacarolecss JIOKJIU-
HUYECKUX HCCIENOBa-
HUI

OIIK-6. CnocoOen pa3pabaTbiBaTh M MPUMEHSTHh HAa MPAKTUKE WHHOBALIMOHHBIC PEIICHUS B
HAYYHOH M TPOM3BOJCTBEHHOH cdepax OMOTEXHOIOTUH Ha OCHOBE HOBBIX 3HAHHH U MPOBEACH-
HBIX HUCCIEAOBAHUI C YYETOM YKOHOMUYECKHUX, KOJOTHUECKUX, COLIMAIBHBIX U JPYIMX OTPaHHU-

YeHHUH

Honk-6.2 1. 3naer kakue O9koHO- | 1.Ymeer yuuthiBaTh | 1.Brnageer HaBbikamu
YYHuTBIBa€T KO- | MUYECKHE, JKOJOTMYe- | DKOHOMHYECKHE, DKO- | OICHKH BIUSHHSI DKO-
HOMHYECKHE, DKO- | CKHE, COLUaJIbHBIE M | JIOTHYECKHE, COLIM- | HOMUYECKHUX, JKOJO-
JIOTUYECKHE, COLH- | APYTUe OTPaHUYCHUS | AIbHBIE W JAPYIME | THYECKUE,  COLMalb-
albHbIE W JPYTHUE€ | MOTYT BO3HHUKHYTh IIPH | OTpaHUYEHHUS B MpO- | Hble W JAPYIHX Orpa-
OTpaHWYEHUs TpH | pa3paboTKe HWHHOBAIU- | IIeCCe NOKJIMHUYECKUX | HIUCHUN TIpH pas3pa-

pa3paboTke HWHHO-
BallMOHHBIX pellie-

OHHBIX PEIIECHUN

HUH

HUCCIeqOBaHUN

00TKE  MHHOBAIMOH-
HBIX pEUICHUI

IIK-2 Cnocoden B

€CTH TEeXHOJIOTMYEeCKHIl Mpouecc NMpH NPOMBINLIEHHOM NPOU3BOJCTBE
JIEKapPCTBEHHBIX CPEICTB

Hnx-2.2

IIpn peleHnu
MPUKIIAIHBIX 3a7a4
WCIIOJIb3yeT  aHa-
JIUTUYECKUE METO-
TUKH W BU3Yalb-
HBIN KOHTpPOJIb
OMOTEXHOJIOTHYE-
CKOI0 IIporiecca

1. 3HaeT aHAIUTHUYECKHE
MCETOAUKHN U MECTOIbI BU-
3yaJIbHOTO KOHTPOJIS
TEXHOJOTHYECKOT0 IPO-
recca npu IIpOU3BOJICTBE
J'IeKapCTBeHHI)IX CpeI[CTB
I JOKJIMHUYECKUX HC-
clIeIOBaHUH

1. [IpumeHnser aHayu-
TUYCCKUE METOIUKU U
BU3YaJbHbIN KOH-
TPOJIb OMOTEXHOIOTH-
4eCKOro npoiiecca
permapaToB

1.Ilpumenenuss  aHa-
JUTHYECKUX METOAMK
U BHU3yaJbHOIO KOH-
TPOJS U1 CO3JaHUS
OTIBITHO-
MPOMBIIIJIEHHBIX  00-
pasLoB  JIEKapCTBEH-
HBIX CpEACTB U TMO-
CIEAYIOINX  JIOKJIH-
HUYECKUX HCCIeI0Ba-
HUM

4.00beM AUCHMIIJIMHBI B 3a9€THBIX ¢IUMHHMIAX C YKa3aHUEM KOJIHUYECTBA

aKaJeMH4YeCKHX YaCcOB, BbIIeJIEHHbIX HA KOHTAKTHYI0 padoTy o0y4alommxcs ¢

npenoaasarteseM (Mo BUIAM y4eOHbIX 3aHATHI) M HA CAMOCTOSITEIbLHYIO PadoTy

00y4aromuxcs

HaumenoBanue pa3nenos

JUCLUILINHBI

KouraktHas
pabora

TOM 4YHUCJIC

ayJIuTOpHAas
00yJaronmxcst
mpernojaBaTesieM B dacax, B

CamocrosTenpHas

c| pabora, B TOM

YHCIIE KOHCYIIb-
Talun
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2 Pazgen 1. OcHOBHBIE TPUHIUIIBI J10-
KIIMHAYECKUX HMCCIICIOBaHUMA JieKap- | 6 6 32
CTBEHHBIX CPE/ICTB
2 Paznen 2. Opranu3zanus u npoBeze- 8 29 30
HHE TOKIMHUYCCKUX MCCIIEI0BaHUN
2 [TpomexyTouHas aTTecTanus: 3a4eT
HToro 1mo nycHMININHE: 14 | 28 66
Yacos 108 | 3au.en. 3 42 66
O6béM mpodeccrnoHabHON TPaKTH- 8 wac/ 19,0% 19 vac/ 28%
YECKOH IMOATOTOBKH
O0BEM TpodecCHOHAIBHO HaIpaB- 34 gac /81,0 % 47 gac/ 72%
JICHHOH ITOATOTOBKH
5.Conep:xkanne IUCHUNTHHBI
5.1. Coaep:xanue pa3ieoB IHCHUILINHBI
Kox xomrre- HanmenoBanue Kpatkoe copep:xanue pa3aena u TeM
TEHIUU paszerna TeMbl
Nomnks1, Paznen 1. OcHOBHBIE NPHH- OcHoBHBbIE TepMUHBI U TIOHATHS. McTopuye-
Nonk-6.2, UMbl JOKIMHUYECKUX HC- | CKOE Pa3BUTHE MOJAXOJOB K JTOKIMHHUYECKUM HCCIIe-
Wk CJICTIOBAaHMM JIGKAPCTBEHHBIX | JOBAHUSIM JICKAPCTBEHHBIX cpeacTB. COBpeMEHHBIC

CpENCTB

MOJIXOJbl W TEXHOJIOTUYECKUE 3Talbl pa3paboTKu
JIEKapCTBEHHBIX CpeACTB. OTeUeCTBEHHBIE U 3apy-
OeKHbIe PYKOBOJICTBA MO JTOKIMHHUYECKUM HCCIIE0-
BAaHUAM JICKAPCTBEHHBIX CPEICTB. 3aKOHOAATEIIbHAS
0aza B obOmactu pa3pabOTKH, MOKIMHUYECKUX HC-
CJIEIOBAaHMM JICKApCTBEHHBIX cpenctB. [IpaBuna
MPOBE/ICHUs JOKIUHINYeCcKuX uccrneaoanuii (GLP).
Hccnenosanus in vitro. DKOHOMUYECKHE aCIIEKTHL.
Lenp NOKIMHUYECKUX UCCIIEAOBAHUM JIeKap-
CTBEHHBIX CPEJICTB KaK IMOJTyYeHUE HAYYHBIMH MeE-
TOJIaMH OIEHOK U JI0Ka3aTe’dbCTB A (HEKTHBHOCTH U
0€30MacHOCTH JICKapCTBEHHBIX CpencTB. Buasr wc-
CJIeIOBAaHMM, MPOBOJUMBIX B paMKax JOKIMHHUYE-
CKMX HccienoBaHuid. [lmaH npoBeneHus AOKIMHU-
YecKuxX uccienoBaHuii. OCHOBHBIE aCIeKThl CTaH-
JapTa 1Mo XUMHUYECKUM CBOWCTBaM, MPOIECCY MPO-
u3BoAcTBa M KoHTpoimo KadecTBa (Chemistry,
Manufacturing, Control, CMC) mnipu mnpoBeacHHHN
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NOKJIIMHUYECKUX  uccienoBaHusix. CraHgapTHbIe
onepauuonnsie npouenypst (COIT). Hopmbr Hame-
xariei nadoparopHoit npaktukud (GLP) m Hamme-
)arnieil npousBoacTBeHHOM npakTuku (GMP).

Wornk-s.1,
Hornk-6.2,
Urk-2.2

Paznen 2. Opranuzanus u
MPOBEICHUE JOKIMHUYECKUX
HUCCIEeN0BaHUN

Cxema opranusaiiii UCCIIEIOBaHUS; CYObEKThI
JTOKJIMHUYECKUX WCCIEIOBAHUNH B COOTBETCTBHU C
npaBuiamu GLP; poiib M OTBETCTBEHHOCTh 3aKas3-
YhKa WCCIICIOBAHMS; aAMHHHCTpAIUS WCCIIEI0Ba-
TeNbCKOW opranuzauuu (GyHKIUS U PoOjb B MPOBe-
JCHUHM WCCIICJIOBAHMS); PYKOBOJUTENHh HUCCIIEOBa-
Hus (mpolieaypa Ha3HaueHUs, PyHKIUU U POJb B
MPOBEJICHUU HCCIIEOBaHMUs); HCCIEA0BATEIbCKAS
rpynna (coctaB, 3aladyd, OOS3aHHOCTH KaxXIOro
YJieHa WCCIEAOBATEIbCKOM TPYNIBL, MpOrpaMma
oOyueHus mepcoHana); ciyxoOa (rpymma) obecrneue-
HUS KadecTBa (mporenypa GOpMUPOBAHUS, COCTAB,
(GYHKIMU W POJb B IMPOBEICHUU HCCIEAOBAHUSA);
OCHOBHOM IIaH-rpaduK HCCICTOBAHUS (TIPUHITUITHI
(hopMupoBaHHs U YTBEpKIEHUS, 00bEeM); IJIAH HC-
cienoBanusi  (MIPUHIIMITBI  COCTABJICHHS, MOPSIOK
YTBEpXKJACHUsSI, BHECEHUE M3MEHEHHI); (hopMUpoBa-
HUE JIOChE IO MCCIICIOBAaHUIO; OCOOCHHOCTH MYIIb-
TULEHTPOBBIX HCCIICOBAaHMM;, HAllMOHAIbHAS U
MEXTYHAPOHAS METOIUYECKUE 0a3bl, PeriIaMeHTH-
pyrolue JOKIMHUYECKHe HCCIeoOBaHUs Oe3omac-
HOCTHU JICKAPCTBEHHBIX CPEJICTB; O MPU3HAHUU U 00
OIICHKE COOTBETCTBHSI MCIBITATENBHBIX J1a0OpaTo-
puil (LEHTpPOB) MPHUHIMIIAM HaJyIeXkalleld gadbopa-
TOPHOM TPAaKTHKH, COOTBETCTBYIOUIUM MPHUHIIUIIAM
Hajuiexailed jadboparopHoit npaktuku OpraHusa-
IIUU SKOHOMHYECKOTO COTPYTHUYECTBA U PA3BUTHSL.

HopMaTtuBHO-1ipaBoBasi 0asa, periiaMeHTHPY-
omas paboTy ¢ IKCHEPUMEHTaIbHBIMU >KUBOTHBI-
MU; BUBI TAOOPATOPHBIX )KUBOTHBIX; TPEOOBAHUS K
71a00paTOPHBIM  KUBOTHBIM  (KOHBEHIIMOHATbHBIE
KUBOTHBIE, )KUBOTHBIe SPF-cTaryca); opranmzanus
paboT B MEIUKO-OMOJIOTHYECKOM KIMHHUKE (BUBa-
pHH): KOHBEHLMOHANbHBIM 010k u SPF-0Gr10k (Tex-
HOJIOTHYECKOEe 000pYyJI0BaHUE, pPEerjaMeHT PaboTHI;
MOCTYIUICHWE OJKUBOTHBIX, KapaHTHUH/aJamnTalus,
KOHTpPOJb >KM3HEOOecreueHus, CaHUTapus); IMpHUH-
IUIB PabOThl ¢ AKCIEPUMEHTATbHBIMUA >KMBOTHBI-
MU; TIOJIUTHUKA MCCIIEA0BATEIBCKOTO YUPEKICHUS B
00JacTH MCTIONB30BaHUS TA00OPATOPHBIX KUBOTHBIX
B OMOMEIUIIMHCKHAX HCCIIEAOBAHUSAX; KOMHUCCHUS TIO
KOHTPOJIO 32 COJAEPKAHUEM U HCIOJIb30BaHUEM Jia-
OOpaTOPHBIX JKUBOTHBIX; MPOTOKOJI-3asBKa Ha WC-
MOJIb30BaHUE JIA0OPATOPHBIX KUBOTHBIX B UCCIIEIO-
BaHWM; BETEpUHApPHAs CIIyk0a (pojb BETEPUHAPHO-
ro Bpaya B JOKJIMHUYECKHX HCCIIECTOBAHUSIX); TEX-
HUKa 0€30MacHOCTH MpHU padboTe ¢ J1abopaTOpHBIMHU
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KUBOTHBIMHU.

OcobenHoctu obOpateHusi ¢ KUBOTHBIMHU pas3-
JUYHBIX BHJIOB (MBIIIAMH, KpbICAMH, MOPCKHUMU
CBUHKaMH, KPOJHMKAMH); BBEACHUE JIEKAPCTBEHHBIX
CPEICTB JIa0OPATOPHBIM KUBOTHBIM PA3IUYHBIX BH-
JIOB; METOJIbl AaHAITe3WH W aHecTe3uu; (ukcarus
7a00paTOPHBIX KUBOTHBIX; 3a00p OwomMarepuana
(KpoBH, MOYM); METOJBI 3BTAaHA3MM; IATOJOrOaHa-
TOMHYECKHE UCCIIeZIOBaHUs (ayTOrCcHsl, 3a00p BHYT-
PEHHUX OPraHOB U TKaHEH, MOATOTOBKA BHYTPEHHHX
OpPraHOB U TKaHEH JIsl TUCTOJIOTMYECKOr0 UCCIIE0-
BaHMUS).

[Ipouenypa mnpuema HCHOBITYEMbIX U KOH-
TPOJIbHBIX OOpPAa3LOB JEKAPCTBEHHBIX CPEACTB (I0-
KyMEHTAalMsl); CUCTeMa UICHTU(PHUKAIMU HCIIBITYe-
MBIX U CTaHJAPTHBIX JEKAPCTBEHHBIX CPEJICTB; Xa-
PaKTEPUCTUKA UCIIBITYEMBIX M CTaHJAPTHBIX JeKap-
CTBEHHBIX CPEJICTB (QaHAIMTHUYECKUH MacmopT, JaH-
HBbIE O CTaOMJIBHOCTH); IMPOLEAypa 0TOOpa pe3eps-
HBIX 00paslioB; TPAHCHOPTHUPOBKA M XpaHEHUE; 00-
paleHre ¢ UCTIBITYEMBIMH ¥ KOHTPOJIBHBIMH JIEKap-
CTBEHHBIMU CpEICTBAMHU; TEXHUKAa OE30MacHOCTHU
pu paboTe C JIEKAPCTBEHHBIMH CPEICTBAMH.

dopMHUpOBaHUE OTYETA O JOKIMHUYECKOM
UCCIICIOBAaHUHU JICKAPCTBEHHOTO CPEICTBA; CTPYKTY-
pa OoT4eTa; MPHJIOKEHUS K OTYETy; ayIduT OT4éTa
ciryx0o0ii (rpymrmoi) oOecrieueHus KadyecTBa; Mpo-

Heypa YTBEPKICHUS OTYETA.

5.2. Jleknun
[IpaxkTnu
Ne [Tepeuenn yueOHBIX dopma eckas
pase- HaumenoBanue Kon-Bo BOIIPOCOB npoBe- | MOJr0TO
1 JEKIIH 4acoB JCHUS BKa
I/
[THIT)

1 JloxnuHnYeckue  uc- 4 1. OcHOBHBIE TEPMUHBI U Ounas ITHIT

CIIEZIOBAaHUS  JIeKap- TIOHATHSI.

CTBEHHBIX  CPEJCTB: 2. MHcropuueckoe

UCTOPUYECCKHIA pa- pa3BUTHE MOIXO/I0B K

KypC, COBpPEMEHHBIE JOKJIMHUYECKUM

NPUHIUIBL U TIOIXO- WCCIIEIOBAHHSIM

IIbl, PETyJISATOPHBIE U JIEKapCTBEHHBIX CPECTB.

SKOHOMHYECKHE  ac- 3. CoBpeMeHHBIE TIOIXO/IbI

HEKTHI U TEXHOJIOTMYECKHE ITAIIBI

pa3pabOTKH JTEKAPCTBEHHBIX
CPEJICTB.

1 3akoHOAaTeIbHAs 2 1. OteuecTBeHHBIE U Ounas [THIT

6a3a B o0nactu 3apyOe’KHbIE pyKOBOJICTBA

pa3paboTKu, 10 JOKJIMHUYECKUM

JOKJITMHHYECKUX HCCIICTOBAHMSIM
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HUCCIEN0BaHUN
neKap CTBCHHBIX
CpenCTB

JICKApCTBEHHBIX CPEICTB
2. IlpaBuia npoBeneHUs
JOKJTMHHYECKUX
uccnenoBanuii (GLP).

3. DKOHOMHUYECKHE aCTICKThI
pa3paboTku,
JOKJTMHHYECKUX
HCCIIEIOBAHUI
JICKAPCTBEHHBIX CPEJCTB

HUCCIEeN0BaHUN

2 OcHoBHBIE MeEpONpPHU-
STHSI, BBITIOJIHSIEMbIC B
X0/l JTOKJIIMHUYECKUX

1. Ouenka

3¢ pexTUBHOCTH B
JIOKJIMHHYECKHUX
HCCJIEIOBAHUSX.

2. Omenka TOKCHYHOCTH U
0e30IaCHOCTH B
JIOKJIMHUYECKHUX
HCCIIEIOBAHUSX.

3. Ompenenenue 1036l U
criocoba BBEAEHUS.

4. Hccnenoanue GU3HKO-
XUMHYECKUX
XapaKTePUCTHK.

QOunas

ITHII

HUCCIIeNOBaHUHN

2 OcHoBHBIE MeEpONpHU-
ATUS, BBITOJIHSAEMBIE B
X0/l JTOKIIMHUYECKUX

1. UcnibiTanus Ha
CTaOWJIHHOCTD U
OTIpeieIeHNE CO/IePIKaHuUS
IIpUMECEH.

2. Pa3paboTka u orieHka
METO/I0B OIpeIeIICHUS
KOJIMYECTBEHHOTO
COJIep’KaHUs aKTUBHOTO
BEIIECTBA B OMOIOTUYECKUX
KUAKOCTSX OpraHu3Ma
(KpoBB, TUIa3Ma, MOYa) U
M3y4eHne TOOOYHBIX
b dexTos.

3. Pa3paboTka npororuna
npermapara, KOTOpbIi Oyer
UCIIOJIb30BATHCS B
KIIMHUYECKUX YCIOBUSIX.

QOuHas

ITHII

Bcero yacos

14

14

0/14

5.3. CemuHapbl

JlanHbli BuA pabOThI HE NPEIYCMOTPEH YYEOHBIM TIaHOM

5.4. JlabopaTopHbIe 3aHATHSA

Jlanublit Bua paboOThl HE MPEIYCMOTPEH YUEOHBIM TIaHOM




5.5. lIpakTu4yeckue 3aHATHS

No Koui-Bo ®opma | [TpakTuue
pa3- | HaunmenoBanue 3aHATHs | 4YacoB Ilepeuenp yueOHbIX IIpoOBe- | CKas
nena BOIIPOCOB J€HUs | OJrOTOB

ka (T111/
ITHIT)
1 JloxinHn4eckue uccie- 2 1.Bunpl uccnenoBanuii, npo- | OuHas ITHIT
JIOBaHUSl KaK Hay4yHbIN BOJIUMBIX B PAMKax JOKJIMHH-
METOJ OLIEHKH M JOKa- YECKHUX MCCIIEIOBAHUH.
3arenbcTBa AP HEKTUB- 1.[Inan mpoBeACHUS TOKIH-
HOCTH U 0€301acHOCTH HUYECKUX HCCIICIOBAaHUI.
JIeKapCTBEHHBIX
CPEJICTB.
1 OcHOBHbIE ACIIEKThI 4 1. OcHOBHBIE aCIIEKTHI Ounas 11
CTanjapra IpOBEACHUA CTaHJIapTa [0 XUMHYECKUM
JOKIIMHUYECKIX  HCCIIe- CBOICTBAM, TIpOTIECCY
FloBaHHH IPOM3BOJICTBA U KOHTPOJIIO
kayectBa (Chemistry,
Manufacturing, Control,
CMC) nipu npoBeieHUn
JOKITMHHYECKIX
UCCIICIOBaHUSX.
2. CranmapTHble
OTIEPALIMOHHBIEC TIPOTIETYPHI
(CoIlD).
3. Hopmbl Hajuexareit
71a00paTOPHOM MPAKTUKH
(GLP) n Hagmexarniei
IPOM3BOJICTBEHHOM MPAKTUKU
(GMP).
2 Cxema OpraHu3aluu 6 1. CybObexktsl  pokiuHuye- | OyHas ITHIT
JOKJIMHUYECKOTO CKUX HCCIIEIOBaHUH B COOT-
ClIeIOBaHUA BeTCcTBUH C npaBmiamu GLP
2. Pob M OTBETCTBEHHOCTh
3aKa34nKa UCCIIeTOBAHUS
3. AIMMHHUCTpAIUs HCCIIEN0-
BATEJIbCKOW OpraHu3alun
4. PykoBoaHTENb HCCIEIOBA-
HUS
5. UccrnenoBarensckas TpyIi-
na
6. Cnyx0a obOecrieueHus: Ka-
YyecTBa
2 HopmarusHo-nipaBoBas 2 1. Buasl naboparopubix | OuHast 11
0aza, periiaMeHTHPYIO- KUBOTHBIX; TpeOOBaHHUS K
mas paboTy ¢ dKCIepu- 71a00paTOPHBIM KUBOTHBIM
MEHTaJbHBIMU  JKUBOT- 2. Opranmzanus paboT B




HBIMH MEANKO-OMOIOTUYECKON KITH-
HUKE (BUBapHM)
3. [Tpununer paboThl €
OKCIIEPUMEHTAIBHBIMUA  XKU-
BOTHBIMU
4,
2 Ilommtnka  wmcciiemoBa- 6 1. Komuccust o kouTposito 3a | OuHas I1I1
TCIIBCKOI'0  YUPCIKIACHHUA COIEp)KAHUEM U
B 00JacTH HCIHOJIb30Ba- HCIIONB30BAHMEM
HUSl 1a00paTOPHBIX KH-
71a00paTOPHBIX KUBOTHBIX
BOTHBIX B OMOMEIMIIMH-
CKIX HCCIIE10BAHIAX 2.I1poTokon-3asiBKa Ha
UCIIOJIb30BaHUE
71a00paTOPHBIX KUBOTHBIX B
UCCIIEJIOBAaHUH
3.Berepunapnas ciyx0a
4. Texnuka 06€30MaCHOCTH
npu padote ¢
1a00paTOPHBIMU
KUBOTHBIMHU.
2 OcobGenHoctu oOpaiie- 2 1. Bsenmenuwe  nekapctBeH- | OuHas III1
HUS C KUBOTHBIMH pa3- HBIX CPEICTB J1a00paTOPHBIM
JIMYHBIX BUJIOB JKUBOTHBIM Pa3JIMYHBIX BHJIOB
2. Meroasl aHanresud u
aHeCTe3nH
3. ®ukcanms 1ad0OpPaTOPHBIX
YKUBOTHBIX
2 Ocobennoctu oOparie- 2 1. 3abop omomarepuana | OuyHa 1T
HUSl C KUBOTHBIMH pa3- (KpoBH, MOYN) q
JUYHBIX BUJIOB 2. MeTo/bl SBTaHA3UN
3. IMaromoroanaromuyeckue
VICCJICTOBAHUS
2 dopMHpOBaHHE OTYETA 4 1. CtpykTypa oTuera Ounas 11
0 JIOKITMHUYECKOM HC- 2. [IpunoxxeHus K OT4ETy
CJIeTOBaHUH JeKap- 3. Ayautr ortu€ra ciyx00ii
CTBEHHOI'O CpPE/CTBA (rpymmoif) obecrneueHus: Ka-
4ecTBa
4. Tlpouenypa yTBEpKIACHHS
oT4yeTa
Bcero yacos 28 28 8/20
5.6. KnimHnuyeckne npakruyeckue 3aHATHS
JlaHHBIH BU paObOTHI HE TIPEyCMOTPEH YUECOHBIM TUTAHOM
5.7. CamocTosiTeJIbHAsI pabdoTa 00y4aromuxcs
Bun camocTos- Kon
TENbHON Kon-Bo KOMIIETEH-
HanmvenoBanwue paznena | BHeayaUTOPHOM OrneHovHoe 4acoB /KOJI- 1n(in)
(Tembl) paboTel 00y4ar0- CpE/ICTBO BO Yac Ha
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YCIIUTIIINHEI X Cs1/ KOHTPOJIb TTHIT+IIIIT
CaMOCTOSTEIbHOM
paboTHI
Pazgen 1. OcHoBHbBle | CaMOCTOSATENLHOE Bormpocsr mist 19/- Womnk-s.1,
MPUHITUIIBL  TOKJIMHUYE- | U3YYCHHUE JINTEepa- U3y4deHUS Uonk-6.2,
CKHMX HCCIICAOBAHUH Je- typsl (ITHIT) Hnk-22
KapCTBEHHBIX CPEJICTB Breimonnaenne wH- | MHAMBUAYaTh- 12/2
TUBUIYATbHBIX HBIC 3a/1aHuUs
3aaHUuN
ITogroroska k te- | TecToBble 5/5 Wonk-s.1,
CTUPOBAHUIO 3aJaHus Uonk-6.2,
(TIHIT, ITIT) Unk-22
Paznen 2. Opranmsaums Brinmonnenune wH- | MHauBugyasb- 5/5
U TPOBEICHUE JIOKIIH-
HIMECKHX  HOCHETOBA- MBIy a/IbHBIX HBIC 3a1aHUs
i 3amanmii  (ITHII,
I11T)
CamocrosiTebHOe Bormpocsr mist 6/7
W3Yy4eHHE JUTepa- U3y4eHUs
typsl (ITHIT, TTIT)
Bcero uacos 66/47/19

6. Ilepeuenb y4yeOHO-MeTOAMYECKOro oOOecledeHHMs I CAMOCTOSATENbHOH PadoThl

o0yvyawmmxcs Mo AUCHUILIHHE

1. Meroanueckue peKOMEHIAUU ISl CTYIEHTOB 1O OpraHu3allii BHEAYIUTOPHOU ca-
MOCTOSATENBHON PaboThl MO JUCHUIUIMHE «J{OKIMHUYECKHe HCCleoBaHus B Onodapmakoso-
THUn».

2.JlexuMOHHBINA KypC IO AMCLMIIINHE «IUCLHUIUIMHE «J{OKIMHUYECKUE UCCIIEOBAHMS B
OuodapmMaKoIOTum».

3.MeTtonuyeckue yKa3aHHs K IPAKTHUECKHUM 3aHATUAM [0 JUCLHUIUIMHE «JloKkmmHuYe-
CKH€ UCCIIeJOBaHMsI B OMO(papMaKOIOTHI.

7. OueHoYHbIE MaTepUaJibl 1Jisd IMIPOBECACHUS TCKYHIECI0 KOHTPOJA U IMPOMEKYTOY-
HOM aTTecTallMu oﬁyqammnxm o AMCHMIIJINHE

7.1 IlepeyeHb KOMIETEHIHI C yKa3aHHEM JTANOB UX (POPMHUPOBAHUS B Ipolecce
0CBOCHHUs 00pa30BaTEJIbHON MPOrpaMMbl

Kox komnerennnn | MHaekcel Cemectp Oran popMUpOBaHUS
OIIK -5 Wonk-s.1, 1 [IpomexxyTouHbIi
OIIK-6 Honx-s.2 1 [TpomexyTOUHBIH
[1K-2 Unkoo 1 [IpomexxyTouHbIN

7.2 Onucanue nokasarejel U KpUTepHeB U KA OLEHUBAHUS KOMIIETEH M I

OIIK-5 CnocobeH miaaHUpOBaTh U TMPOBOJIUTH KOMIUIEKCHBIE IKCIIEPUMEHTAIbHbBIE U
pacueTHO-TEOPETUYECKUE UCCIIEIOBAHUS M0 pa3padOTaHHOM porpaMme, KPUTHUECKHA aHATTU3U-
poBath, 0000IIATh M HHTEPIIPETUPOBATH MOJMYdECHHBICIKCIICPUMEHTAITLHBIC TaHHBIC

N onk-s1 [Inanupyer dapmaneBTruueckue pa3pabOTKU W MPOBOIUT HCCICIOBAHUS B 001acTH
(dhapmareBTUUeCKOl TEXHOJIOTHUHN B YACTH BBIMOJTHAEMBIX TEXHOJIOTHYECKUX MPOIIECCOB
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[Ipouenypa
OnenuBaembil pe3ynbraT | Kpurepuu oneHuBanus OLICHUBAHWSI
(IecKpUITOPHI) Hrorosoe Hrorosoe
VH/IUBUTY- WH/IUBUTY-
aIbHOE 33/a- | AIbHOE 3a/1a-
HHE HUE
1. Ocob6ennoctu ¢ynkmuo- | 1. OmnwuceiBaer metonsl | Cobeceno- Cobeceno-
HUPOBAHHUS COBPEMEHHBIX | COCTABJICHHs TUIAHOB IO | BAHWUE,  BHI- | BaHHUE
§ OMOTEXHOJIOTMYECKHX  MpPO- | papMalleBTUYECKON pa3- | MOJTHEHHE
= IIECCOB M IMPOU3BOICTB paboTKe H TPOBEACHUS | HHIUBUIY-
WCCIICIOBaHMS B OOJIACTHU | QIBHBIX  3a-
(hapMareBTUUECKOW TeX- | JaHUi
HOJIOTHY B YacCTH BBITIOJI-
HSEMBIX  TEXHOJIOTHYe-
CKHX TIPOIIECCOB
1. TInanupoBats Qapmarnes- | 1. Xapakrtepusyer npun- | Cobeceno- Cobeceno-
TUYECKUE pa3padoTKu IIATIBI IUTAHUPOBAHMSI | BAaHUE,  BBI- | BAaHUE
5 2.IlpoBomuTh HcCieNOBaHUS | papMalleBTUYCCKHE pa3- | OJHEHUE
g B o0Omactu QapmaneBTuye- | pabOTKU ¥ TMPOBEIACHUS | WHIUBUIY-
> CKOW TEXHOJIOTHM B YaCTH | HCCJICIOBAaHUS B OOJIACTH | aIbHBIX  3a-
BBITIOJTHSIEMBIX TEXHOJIOTHYE- | (apMalleBTUYCCKOW TeX- | TaHUH
CKHUX TIPOIIECCOB HOJIOTHH B YaCTH BBIIIOJI-
HSEMBIX  TEXHOJIOTHYe-
CKHUX IPOIECCOB
1. Bnagets HaBbikamu mipoBe- | 1. Bnagers HaBeikamu | Cobeceno- Cobeceno-
5 JICHUS MCCIICJIOBAHUN B 00JIa- | TIPOBEJICHNUS] WCCIICNOBA- | BAHWE,  BBHI- | BAHHE
z ctu (dapMareBTHUECKOW OMO- | HUM, Kacarolmecs [10- | MOJIHEHUE
S TEXHOJIOTUU B COOTBETCTBUU C | KIIMHUMYECKUX  WCCIIENO- | HHIUBUTY-
B pa3paboOTaHHBIMU  IJIAaHAMH, | BAaHH MPOrpaMMe aNbHBIX  3a-
% KacafOIIHECs NOKTHHIUECKAX TaHu’
& WCCIIeIOBAaHUMA

OIIK-6 CnocobGeH pa3pabaTeiBaTh W MPUMEHSATh HAa NPAKTUKE WHHOBAIMOHHBIC PEIICHUS B
HAay4yHOM M TPOM3BOJACTBEHHON cdepax OMOTEXHOJIOTHH Ha OCHOBE HOBBIX 3HAHMM M IpPOBE-
JEHHBIX MCCIENOBAaHUN C y4€TOM JKOHOMUYECKHUX, DKOJIOTMYECKUX, COLMAIBHBIX U JPYTUX
OTpaHUYCHUHN
Honk-6.2 YUUTBIBaET 5)KOHOMUYECKUE, IKOJIOTUYECKUE, COLIUAIBHBIE U JPYTUE OTPAaHUYCHUS IIPU
pa3pab0TKe MHHOBAIIMOHHBIX PEIIEHUN

OuenuBaemslil pe3ynbTaT | Kputepun oneHuBanus [Iponenypa
(IeCKpUTITOPHI) OLICHUBAHHUS
Texynmit koH- | [Ipomexyrou-
TPOJIb HBIM KOHTPOJIb
1.3naer kakue | 1. OnuceiBaer »KoHO- | CobecenoBa- CobGecenosa-
SKOHOMUYECKHUE, MUYECKHE, DKOJIOTHYe- | Hue HUE
= 9KOJIOTMUECKHE, COLMAJIBHBIE | CKUE, COLUAIBHBIE WU
§ U JOpyrHe  OrPaHWYEHHUs | IpyrU€ OrpaHHUEHUS,
ok MOTYT  BO3HHMKHYTH  IIPH | KOTOPbIE MOTYT IIOBJIH-
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pa3paboTke MHHOBALIMOHHBIX
peLeHuit

ATb HA UHHOBALIMOHHBIE
peLeHus

YeHUU

= 1. YMmeer yuuthiBath 3KOHO- | 1. JlaeT omeHky skoHo- | CobecenoBa- Cobecenona-
§ MHUYECKHE, OSKOJIOTMYECKHE, | MUYECKHM, SKOJIOTHYe- | HUE,  BBINOJ- | HUE
> COIlMAJIbHBIC U JPYTHUe Orpa- | CKUM, COIMAIbHBIM U | HCHUE  WHIH-

HUYCHUS B MpoIecce JOKIH- | IPYTUM OTPaHUYCHUSM | BUAYATbHBIX

HUYECKUX UCCIICIOBAHUI B TMpOLECCEe JIOKIMHHU- | 3aJaHui

YECKHUX MCCIICIOBAHUHT

S Bnageer HaBbikamu oreHku | Bmameer HaBbikamu | CobecenoBa- Cobecenona-
S BIVMSIHUS ~ SKOHOMHYECKHX, | IPU pa3padOTKE HHHO- | HUE,  BBINOJ- | HUE
z 9KOJIOTUYECKUE, COIHAIbHBIC | BAIHOHHBIX  PCIICHUN | HCHHE  WH]IH-
S U JPYTUX OTpaHWYCHHWA TIPU | ydeTa OLICHKU BIIMSHUS | BUAYAIbHBIX
5 | pa3paboTke WHHOBAIMOHHBIX | SKOHOMHUYECKUX, 9KO- | 3aJIaHHi
% peleHui JIOTHYECKUE, COIHAlIb-
CE HBIE U JAPYIUX OIpaHH-

IK-2 CriocobeH BecTH TEXHOJOTHYECKHUM TTPOLIECC MPH POMBIIIUICHHOM TPOU3BOJICTBE JICKap-
CTBCHHBIX CPEACTB
Hnk-22 [pu pemiennn npukiIagHbix 3a7a4 UCIOIB3YET AaHATTUTUYECKHE METOIUKH U BU3yalbHBIN
KOHTPOJIb OMOTEXHOJIOTHIECKOTO TIpoIiecca

[Ipouenypa
OrneHuBaeMblii pe3yabTaT OLICHUBAHMUSI
(leckpunTOpHI) Kpurepun Texymuit [Ipomexy-
OIICHUBAHUS KOHTPOJIb TOYHBIN KOH-
TPOJh
1. 3naer aHanuTudeckue | 2.Xapakrepuszyer aHanu- | CobecenoBa- | Cobecenona-
METOJIUKH u METOJIbl | THUECKHE METOAWKH U | HU€, BBHINON- | HHE
BH3YyaJIbHOTO KOHTPOJISI | METOBI BU3YaIPHOTO | HCHUE WHIH-
S TEXHOJIOTUYECKOTO TMpoIlecca | KOHTPOJIS TEXHOJOTHYe- | BUIyaTbHBIX
;% pu MIPOU3BOJICTBE | CKOTO nporiec- | 3aJaHui
JIEKapCTBEHHBIX CPENICTB MM | Ca,MCHOJb3yeMble  IMPHU
JOKJIIMHUYIECKUX TIPOU3BOJICTBE JeKap-
UCCIIeTIOBaHUH CTBEHHBIX CPEACTB JUIA
JTOKJIIMHUYECKUX  HCCIIe-
JIOBAaHU U
1. ITpumeHsieT aHaTUTHYC- 1. C momomsro ananutu- | CobecenoBa- | Cobecenona-
CKHE METOJIUKH U BU3YyaJIb- | YECKHMX METOJHMK W BU3Y- | HUE, BBINOJ- | HUE
HBI KOHTPOJIb OMOTEXHONO- | ATBbHOTO KOHTPOIsA OWO- | HEHHE WHJIU-
THYECKOT0 TpoIiecca Mpemna- | TeXHOJIOTHIECKOT0 IPO- | BHIYaJbHBIX
paToB Iecca TMpenapaToB Xa- | 3aJaHHM
pakTepu3yeT  OIBITHO-
MPOMBIIIJICHHYIO ~ OTpa-
5 O0TKY TEXHOJOTHMH OHO-
S TEXHOJOTHYECKUX  Jie-
> KapCTBEHHBIX CPEJICTB

12




Bna)leeT HaBBIKOM

1. TlpumeHeHus aHAIUTHYE-
CKHUX MCTOJUK U BU3YaJIbHOI'O
KOHTpOJISL ~ JIJIsl  CO3IaHus

OIIBITHO-IIPOMBIINIJICHHBIX 00-
pas3noB JICKApPCTBCHHBIX
CpCACTB U MOCICAYHOIIUX

NOKJIMHHUYECKUX HCCIIEIOBa-
HUU

1. TlpumeHeHuss Teope-
THYECKUX 3HAHUHA U3 00-
JlacTy OOIell U YaCTHOU
onodapmakomorun IS
CO3aHus OIBITHO-
IIPOMBIIIJIEHHBIX  00pas3-
LIOB JIEKapCTBEHHBIX
CPEICTB U TOCIEIYIO-
IIHUX JOKJINHHYECKUX HC-
clieJOBaHUi

CobecenoBa-
HHE, BBIIOJI-
HEHUE HWHIU-
BHTyaJTbHBIX
3aJaHUuN

Co0ecenoBa-
HUC

®opMoii MPOMEKYTOYHON aTTECTAIlMK MO TUCHUILIMHE sABIseTcs 3aueT. CTyAeHT nomyc-
KaeTcsl K MPOMEXKYTOUYHOHM aTTecTaluu B (opMe 3a4yeTa MpHU YCIOBUU BBIIOJIHEHHUS BCEX BUIOB
yueOHOI padoThl, MPEAYCMOTPEHHBIX pabouell mporpaMMoi AUCHMILTUHBL. 3a4eT IPOBOAUTCS B
dbopme cobecenoBaHus TMpenojaBaTeis U CTyJeHTa MO MPEIBAPUTEIHHO BBIIAHHBIM BOIPOCAM
Juisl cobecenoBaHusl 10 BbIOOpY mpenojaBatens. [IpenonaBatens BIpaBe 3ajaBaTh JONOIHU-
TEJIbHBIE BOIIPOCHI CTYACHTY, €CJIM €r0 OTBET HE PACKPBIBAET IMOCTABJICHHBIN Bompoc. Pe3ynprar
3ayeTa OOBSABIIETCS 00YUArOIIEMYCsl HETIOCPEACTBEHHO MOCTIE €T0 CAAaYH, 3aTeM BBICTABIIACTCS B

Onucanue MKAaJ OLlCHUBAaHHUA

3a4YCTHYIO BEAOMOCTD U 3a4YCTHYIO KHUXKKY.

Ikana nepecyera 62/U10B 10 JTUCHHUILJIMHE IIPH IPOMEKYTOYHOH (popme
aTTecTalllu 1o JUCUMIJIMHE — 3a4eT

bamn Onenka YpoBeHb chopMUPOBAHHOCTH
KOMIIETEHIINHU
ot 4,5 10 5,0 «3a4YTEHO» Bricokuit
or 3,5 1044 «3auTEHO» Cpennuii
oTr 2,5 103,44 «3a4TEHO» [Toporossiii
Mmenee 2,5 «HE 3aYTCHO» MuHnMaTbHBII

7.3 TunoBble KOHTPOJbHbIE 3aJaHUS WJIM HHbIE MaTepHAJIbl, HEOOXOAUMBIE /A
OLICHKH 3HaHMWi, YyMeHMii, HABLIKOB MU (WJH) ONBITA AeATEIbHOCTH, XapaKTepH3YIOLIHX
3Tanbl (POPMHPOBAHNUS KOMIIETEHIHI B Mpolecce 0CBOCHHs 00pa30BaTeIbHOIl MPOrpaMMbl

IlepeyeHb NPAKTHYECKUX HABBIKOB /ISl TEKYLIEr0 KOHTPOJIS 10 U CHUILIHHE:
1. WHrepnpeTupyer nosy4eHHbIE SIKCIEPUMEHTAIbHbIE TaHHbIE

2. OnpeﬂenﬂeT MOPAAOK INTAHUPOBAHUA W MPOBCACHUA KOMIIJICKCHBIX SKCIICPUMEHTAJIbHBIX

U PacYeTHO-TEOPETUICCKUX UCCIICIOBAHHI IO pa3pabOTaHHOW TporpamMme

3. CocraBusger rpa(l)mc HCCIIeIOBaHUM C Y4€TOM JAaHHBIX MOHUTOPUHTIA U 3alIIUTHI

OKPY’KaIoIlel cpebl

o

OHpCI[CJBICT MCpPOIPUATHUSA 1O 00€CIIeUEHHIO TEXHUKH OE30ITaCHOCTH Ha IMPOU3BOACTBC
P8.3pa6aTLIBaCT MCPONPUATHA 1O 00eCIIeUCHUIO TEXHUKH 0€30ITaCHOCTH Ha IMPOU3BOACTBE

[Inanupyer MeponpUsTHs IO MOHUTOPHUHTY M 3aLIUTE OKPYKAIOLIEN CPeIbl C MO3ULUN

O9KOHOMHYCCKHUX, SKOJOTHUYCCKUX, COMUATIBHBIX U IPYTUX OFpaHquHHﬁ.
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XapakTepusyeT ONbITHO-IIPOMBIIUICHHYIO OTPaOb0TKY TEXHOJIOTUN OMOTEXHOJIOTUYECKUX
JICKaPCTBEHHBIX CPEJICTB

JleMOHCTpHUpYeT HAaBBIKA COCTABJICHUS TUIAHOB JABMDKEHUS MIPEIMETOB TPY/ia B IIPOU3BOJICTBE
u paspabotku JIB

XapakTepu3yeT THHOBAIIMOHHBIC HAIIPABIICHHUS B TIPOU3BOJICTBEHHBIX cepax
OMOTEXHOJIOTHU

Otmeuaer TpeboBanust GMP, HanpaBlieHHBIE Ha OXPaHY OKPY’KaIOIEH Cpe/ibl, COLUaTIbHBIX
OTpaHUYCHUMN

Bonpocsl 1151 TpOBepKU YPOBHS TEOPETHYECKO MOATOTOBKH 00y4alOIIMXCHA B XO/e
NMPOMEKYTOYHOM aTTEeCTALMHU:
CoBpeMeHHbIE MOX0/bl U TEXHOJIOTUYECKHUE ITaIlbl pa3paboTKHU JIEKapCTBEHHBIX CPEICTB

[IpaBuna npoBeneHus TOKJIMHUYECKHX ucciaenoBanuii (GLP)

Hccnenosanus in vitro

OKOHOMUYECKHE aCTEKThI.

[{enb TOKIMHUYECKUX MCCIIEI0BAHUM JIEKAPCTBEHHBIX CPECTB KaK MOJyYeHUE HAYYHBIMU
METOaMH OLIEHOK U J0Ka3aTeNbCTB 3()(PEeKTUBHOCTH M O€301MaCHOCTH JIEKAPCTBEHHBIX
CPEICTB

Bunsl uccienoBanmii, NpOBOAMMBIX B PaMKaxX JOKIMHUYECKUX HCCIECIOBAaHUN

[1nan nmpoBeeHUs! AOKIMHUYECKUX UCCIIEOBAHUMA

OCHOBHBIE aclIEeKThI CTaHAapPTa 10 XUMUYECKUM CBOWCTBAaM, IPOLIECCy TPOU3BOACTBA U
koHTpoo kadecTBa (Chemistry, Manufacturing, Control, CMC) nipu npoBefeHiH
JOKITMHUYECKUX UCCIIETOBAHUAX

Cxema opranuzanuy JOKIMHUYECKUX UCCIIETOBaHUM

Opranuzanyy YJKOHOMUYECKOTO COTPYIHUYECTBA U PA3BUTHUS

HopmaruBHo-npaBoBas 6a3a, periaMeHTHpYoIast paboTy ¢ IKCIEPUMEHTaIbHBIMU
KUBOTHBIMHU

Bupl 1a60paTOpHBIX )KUBOTHBIX

TpeboBaHus k 1a00paTOPHBIM KUBOTHBIM (KOHBEHIIMOHAJIbHBIE )KUBOTHBIE, KHBOTHbIE SPF-
cTaryca)

Opranuzanus padoT B MEUKO-OMOIOTNYECKON KINHUKE (BUBAPHH)

[TpuHIMIB pabOTHI C SKCHEPUMEHTATBHBIMH KUBOTHBIMU

TexHuka 6€30naCHOCTH MpU paboTe ¢ 1abOPaTOPHBIMU KUBOTHBIMHU.

OcoOenHocTH 00palleHus ¢ )KUBOTHBIMU Pa3IMUHBIX BUIOB (MBIILIAMU, KPbICAMH,
MOPCKUMH CBUHKaMH, KPOJITUKAMH )

BBenenue iekapCTBEHHBIX CPEICTB J1AOOPATOPHBIM KUBOTHBIM PA3TUYHbBIX BUJIOB; METObI
aHaJTe3UH U aHEeCTEe3UH

Crioco6b! pukcannu J1abopaTOPHBIX KUBOTHBIX

[Topsinok 3a6opa 6rnomarepuana (KpoBU, MOUH)

MeToab! 3BTaHa3UM KUBOTHBIX

[TaTonmoroanaroMuueckue Uccie0BaHus (ayTorcus, 3a00p BHYTPEHHUX OPTaHOB U TKaHEH,
MOJIFOTOBKA BHYTPEHHUX OPraHOB U TKAHEU JJIs THCTOJIOTMYECKOTO HCCIIe0BaHNUs)
[Tpoueaypa npuema UCTILITYEMbIX U KOHTPOJIBHBIX 00pa310B JIEKAPCTBEHHBIX CPEICTB
(moKyMeHTaIusl)
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24.

25.
26.
217.
28.
29.
30.
31.
32.

Cucrema naeHTU(UKALIMYA UCOIBITYEMbBIX U CTAaHAAPTHBIX JIEKAPCTBEHHBIX CPE/ICTB;
XapaKTEPUCTHKA UCTIBITYEMbIX U CTAHIAPTHBIX JIEKAPCTBEHHBIX CPEACTB (aHAIUTUYECKUI
[acropT, TaHHBIE O CTAOMILHOCTH)

[Iponenypa oT6opa pe3epBHBIX 00pa3OB, TPAHCTIOPTUPOBKA U XPAHEHHE

OOparieHre ¢ UCIIBITYEMBIMU U KOHTPOJIbHBIMU JIEKAPCTBEHHBIMU CPEACTBAMHU

TexHuka 6€30MaCHOCTH MpU PadOTE C JIEKAPCTBEHHBIMU CPEACTBAMHU

dopmMupoBaHUe OTYETA O TOKIMHIUYECKOM HCCIIEAOBAHNUN JIEKAPCTBEHHOTO CPEACTBA
Ayaut otué€Ta ciryx001 (Tpynmoii) oOecrieueHus KauyecTBa

[Tpouenypa yTBep>KaeHHUS OTYETa

Cranpapthele onepanuonusie npoueaypst (COIT)

Hopwmbr Hamexaieit naboparopHoit npaktuku (GLP) n Hamexaieil mpou3BoCTBEHHON
npaxktuku (GMP)

7.4 Metoauyeckue MaTepHaJibl, ONpeae/sione Npouelypbl OeHMBAHUS 3HAHMIA,

YMEeHHIi, HABbIKOB M (MJIH) ONBITA eATEJbLHOCTH, XapaKTEePHU3YIOIMX dTanbl (popMupoBa-
HHUS KOMIIETEeHIUH

OI_[eHI/IBaHI/Ie C(i)OpMI/IpOBaHHOCTI/I KOMIICTCHI MU OCYILICCTBIIACTCA HA MPAKTUUCCKHUX 3a-

HATUAX B XO04€ TCKYUICTO KOHTPOJIA. HpI/I OLICHUBAHUU PC3YJILTATOB O6y‘-I€HI/I$I IO JUCHUIIIIMHE
YUYUTBIBACTCA:

- BBINIOJIHEHUE UHIMBUIYAIbHBIX 3a/JaHHI;

- TECTHPOBAHHUE;

- cobeceoBaHueE.

[TpoMexxyToUuHas aTTeCTalUs OCYIIECTBISETCS B X01€ COOeCeI0BaHuUs Ha 3aUeTe.

8. YueOHO-MeTOAMUIECKOE 00ecIIeueHNne TUCIUTLTHHBI
8.1. OcHoBHas quTEeparypa

IleuaTHbIe M3TaHUS 3.]'IeKTpOHHbIe H3JAaHUA

JIOKITMHUYECKHE HCCIEOBAHUS JIEKAPCTBEHHBIX
BEIIEeCTB [ DNEKTPOHHEIN pecypc] : yued.mocobue
/' A. B. bysznama [u ap.] ; mox pen. A. A. CBu-
ctyHoBa. - M. : I'DOTAP-Menaua, 2017. - 384 c.

http://www.studentlibrary.ru/book/ISBN978597
0438985.html. — :Pexxum nocTyma: mo HoAmucKe
1. KpacHiok, U. U. buodpapmanus, niu
OCHOBBI (hapMalleBTUYECKON pa3paboTKH,
MIPOU3BOJICTBA U OOOCHOBAHUS

JM3aiiHa JIeKapCTBEHHBIX (OpM : yuebHoe
nocobue / Kpacurok U. U. [u np. ] - Mocksa :
I'SOTAP-Menua, 2018. - 192 c. - ISBN 978-5-
9704-4710-9. - Tekcer : anektponnslii // IbC
"KoncynbraHt cryaenra” : [cait]. - URL :
https://www.studentlibrary.ru/book/ISBN978597
0447109.html (nara obpamenus: 28.09.2022). -
Pexxnm ntocTyma : mo noanucke.

8.2. lonosHMTEIbHAS JIUTEPATYPA

IleyaTHbIe H31aHUuA \ JJIeKTPOHHbIE U3IAHUS
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http://www.studentlibrary.ru/book/ISBN9785970438985.html/
http://www.studentlibrary.ru/book/ISBN9785970438985.html/
https://www.studentlibrary.ru/book/ISBN9785970447109.html
https://www.studentlibrary.ru/book/ISBN9785970447109.html

1.YopaBinenue ©  dSKOHOMHUKaA  (papmammu
[Onektponnbiii pecypc] / mom pen. U. A.
Hapkepuua — M.: I'DOTAP-Menua, 2017. - 928
c. —
http://www.studentlibrary.ru/book/ISBN978597

0442265.html. — PesxuM qocTyma: 1mo moaImucKe
2.IIpombInieHHas OMOTEXHOJIO-
rUs JIEKapCTBEHHBIX CPEICTB [D51eKTpOHHBIN
pecypc] : yuebHoe nocodbue / . M. Cranumies-
ckuii. - M. : I'DOTAP-Memma, 2021. URL:
https://www.studentlibrary.ru/book/ISBN97859

70458457.html. — Pexxum gocTyma: mo mommc-
Ke

9. Ilpodeccuonanbubie 6a3bl JAHHBIX U UHGPOPMANMOHHbIE CIIPABOYHBbIE CHCTEMBbI,
IBC

. TIpoekTHast 1eSITEeNLHOCTh ¥ KOMIUICKCHBIE TOCTABKU OHOTEXHOJIOTHYECKOTO 000PYIOBaHUS /
Caiit opranmsanuu. — Pexxum mpoctyma: http://www.biotechno.ru. — 3ar. ¢ skpana (mara 06-
pamenusi: 12.04.2014).

. IIpoekt «Bcst 6uonorus». PyOpuku: OHOIOTHs, SBOJIONHUS, TCHETHKA, SKOJIOT S, MOJICKYJISIP-
Hasg OWOJOTHsA, HEHUPOOMOJIOTHS, MEIUIIMHA, OWOTEXHOJOTUHU. — Pexum pocrymna:
https://sbio.info/ . — 3arm. ¢ skpana (gara oopamienus: 12.04.2014).

Oo6mecTBo OmorexHonoroB Poccuu. Llenp oOmiectBa — pa3BUTHE OMOTEXHOIOTHH
1 OMO’KOHOMHUKH, OCHOBAaHHOH Ha 3HaHHsX, B Poccuiickoit ®eneparun. KypHan «BecTHHK
ounoTexHoorum». — Pexxum mocryma https://biorosinfo.ru/ . — 3aru. ¢ skpana (ata obpariie-
Hus: 10.04.2014).

. BHOTEXHOIIOTHST — COCTOSIHHME ¥ MEPCIEKTUBI pa3BUTHSA. COOBITUS M MEPOIIPHUSATHS HA TEMY
OMOTEXHOJIOTHU: KOHTPECChI, KOH()EPEHIIMH, BBICTABKHM, KOHKYPCHI. — PeXHM gocTyma:
http://www.biomos.ru/ — 3aru. ¢ 3kpana (nata oopamenus: 1.04.2014).

5. MHTepHeT-KypHAIl 0 KOMMEPUYECKUX TEXHOJOTUAX. — peKUM Aoctymna: http://cbio.ru/. — 3arm.

¢ ’KpaHa (z1ara obparmienus: 4.05.2014).

6. http://www.biblioclub.ru 55C «YHuBepcuTeTckas GHOIMOTEKA OHIANHY

7.www.e.lanbook.com DB5C UznarensctBa «JIAHDb»

10. JIuueH3HOHHOE U CBOOOAHO PACTIPOCTPaHsieMOe POrpaMMHOe o0ecredeHmne

HaumeHoBaHue Horosop

CepBHUC NPOBEPKU YHUKAIHBHOCTH TEKCTA

Jlorosop Ne 149/3K ot 24.07.2023

[Tnardopma BugeokoHpepennuii Webinar

Jloroop Ne C-9820 ot 14.12.2022

1C: Yuusepcurer [Ipod

Horosop Ne 27 ot 30.04.2014

kaspersky endpoint security

Jloroop Ne 179/3K ot 18.08.2023

Apxwusarop 7-zip

becruiatablit

Adobe Acrobat Reader DC

becruiatablit

Astra Linux Common Edition

Jlorosop Ne 199/9T ot 12.09.2023

1C: DnekrponHoe oOyuenue. KoprnopatuBnblit
YHUBEPCUTET

Horosop Ne 78/9T ot 06.06.2022

1C: DnextponHoe obydyenue. Beb-kabuner mpemno-
AaBaTCJid U CTYJACHTA

Horosop Ne 78/9T ot 06.06.2022

KoncynbranT [1mroc

Jorosop Ne 318/9T ot 09.01.2023
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http://www.studentlibrary.ru/book/ISBN9785970442265.html
http://www.studentlibrary.ru/book/ISBN9785970442265.html
https://www.studentlibrary.ru/book/ISBN9785970458457.html
https://www.studentlibrary.ru/book/ISBN9785970458457.html
http://www.biotechno.ru/
https://sbio.info/
https://biorosinfo.ru/
http://www.biomos.ru/
http://cbio.ru/
http://www.biblioclub.ru/
http://www.e.lanbook.com/

11.0nucanue mMaTtepuajibHO-TEXHUYECKOW 0a3bl, HEOOXOAUMON [JIsl OCYLIECTBJIEHUS
00pa3oBaTeILHOIO MPoIecca MO0 JUCHUILIUHE.
11.1.MMomemenns st NPoBeeHUs Y4eOHbIX 3aHATHI

[Tomemenuss s npoBefeHHUs Y4YEOHBIX 3aHATHUH, COOTBETCTBYIOIIME JEHCTBYIOLIMM
IPOTHBONOXKAPHBIM IPAaBUIaM U HOpMaM
11.2. Texuuveckue cpeacTsa 00yuyeHust
Jnist peasin3aluuy TUCIMILIMHBI UCTIONB3YIOTCS CIEAYIOIINE TEXHHUECKUE CPEICTBA:
— TEXHUYECKUE CPEJCTBA Meperayn yueOHol nH(popMaluy — NPOEKIMOHHAS annapary-
pa IIMPOKOTr0 Ha3HAYCHHS,
— TEXHUYECKUE CPEICTBA KOHTPOJIS 3HAHUH — KOMIIbIOTEPHBIE IPOTPaMMBbI B ITOJICUCTE-
me Moodle LMS, npumMensironiecst uisi IpOBEICHUS TEKYIIETO KOHTPOJISl 3HAHUH ydaluxcs;
Tpenaxxepsl 1 000pynOBaHueE:
AxBaguctuisTop aekrpuueckuii PHS AQVA
boxkc ps ITHP — Ananuza UVT — B - AR
Becor ananutnueckue BCJI - 200/0,1 A
Nuky6atop Covatutto S4 Digitale Automatica na S4 siiia
Memanka marautHast MM - SM
Mukpockorn Mukpomen 2 Bapuant 2-20
MuKkpockon crepeockonrueckuii mankparndecknii MC-2 Zoom
Hacoc Bakyymusiii 2 HBP — S/IM1
9. pH-metp cran HI 2210, pH/mB/C - meTp
10. pH/okcu — metp HI mopraTusHEIii, 6€3 mpoBepKH
11. Crepuiunzarop napoBoil aBTOMAaT C BO3MOYKHOCTHbIO BbIOOpa PEXHUMOB CTEPUIIM3ALUU
['Ka-25 113
12. VYaerpassykoBas moiika ElImasonik S10H (0,8:1) ¢ HarpeBom
13. Ienrpudyra MmenunuHckas nabopatopHas «Armedy»
14. Ilxad cymmnpsnsni IC-80-01 CITY
15. Tepmocrart 3nexTpudeckuii cyxoBo3aymnslii TC-1/80 CITY
16. Boxkc abakrepuanbHbIi Bo3ayHOH cpensl BAB — «Jlamunap-c»-1,2
17.  XononunbHUK KOMOMHUpPOBaHHBIN MadopaTopHbiil XJI-340 «POZIS»
18. Tepmocrar mporpammupyemblii st ipoBefcHus [1I[P — aHanmm3a 4eThIpexXKaHAILHBINA
TTI4-ITL[P-01-«Tepuux»
19. Jlmodunpnas cymka Va Co2
20. Hcnapurens porauroHssiit HP-1JIT
21. TlepememmBatomiee ycrpoiicteo LOIP LS-120 (JIAB — I1V-02)
22. bnenaep BL 1500
23. Becsl acoBouHBIE
11.3. TIlomemenust A1 CaMOCTOSITEIbHON PadoThI
[Tomenienust ocHaIeHbl KOMIIBIOTEPHON TEXHUKOW C BO3MOXHOCTBIO ITOAKIFOYEHHS K Ce-
ti VHTEepHET M obecreueHueM J0CTyNa B 3JIEKTPOHHYIO HH(OPMAIMOHHO-00Pa30BaTEeNbHYIO
Cpely yHUBEpCUTETa

ONoa~wWNE
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Pabouas nporpamma TucuuIUIMHbI «JlOKIMHUYECKUE UCCIe0BaHus B OM0(hapMaKoIOTum»

Pa3paborana:

no1.kadenpsl OMOTEXHOJIOTHH, Yypunosa T.M.
OO0cyxeHa:

Ha 3aceaHnu Kadeapsl OMOTEXHOIOTHH,

1.0. 3aB.Kadeapoit 3aepko B.1.

CoryacoBaHa ¥ PEeKOMEHJIOBaHAa K HCIIOJI30BAHUIO B 0Opa30BaTEIbHOM MpOLEcce IS
oOyyaromuxcst 1mo HamnpasieHuto noarotoBku 19.04.01 buorexnonorus 2023 roga Habopa ou-
HO# hopmbl 00yueHus: 31.05.2023

PykoBoautens OITOIT BO Tomuniit M.B.

Jlexan (axyipTeTa r'yMaHHTapHOTO
U MEUKO-OMOIOTHYECKOr0 00pa30BaHUSA ®enpro H.A.
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