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1. llesab ocBoeHMsI AUCHUTJIMHBI

[lenp ocBOeHUST MUCHUILIMHBI — (POPMUPOBAHUE KOMIETCHIIMM, OOCCIIEUUBAIONINX BO3-
MO>KHOCTb IIPOBECHHSI aHAJIM3a HAYYHON U TeXHUYECKO nHpopManuu B 006J1aCTH OMOTEXHOIO-
TUM U CMEXKHBIX JUCIHILIUH 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

Hucnumnmaa «Jloknuanyeckue uccnenoanus B ouodapmaxonorum» (b1.0.03) orHocuT-
cs Kk oOs3aTenbHOM wacTu brokal (Jucuuruimasl) OIIOIN, ee usydenue ocyuiectsisercs B 4 ce-
MecTpe.

JInst ocBOEHMSI TaHHOM TUCHMIUIMHBI HEOOXOAMMBI 3HAHHsI, YMEHUS M HaBBIKH, (hopMupye-
MBbI€ Ha MIPEIBIAYIIEM dTale 00yICHUSI.

3HaHUs, YMEHUS U HAaBbIKM, IIOJIyY€HHbIE MPU M3YYEHMHU JAHHOW JUCLHUIUIMHBI
HEOOXOJUMBI ISl YCIEIIHOTO OCBOSHUS CIENYIOIIMX TUCHMIUIMH: HaydHo-mccienoBaTenbcKas
pabora, [IpexauruiomMHasi mpaKTHKa.

3.HepequL IVIAHUPYEMBIX pe3yJbTaToB Oﬁy‘leﬂﬂﬂ o ITMCHMIIJIMHE, COOTHECCHHBIX C
IMJIAHUPYEMBIMHU pPE3yJIbTaTaMHU OCBOCHUS 06pa30BaTeJ’le0ﬁ nporpaMmal

Pe3ynbrarhl ocBOEHUS AUCHMILIMHBI C(HOPMYIHPOBAHBI B COOTBETCTBUU C Ipodeccuo-
HaJIbHBIMU CTaHJapTaMHU:

[TpodeccuonanpHblil cranaapT «CrnenuagucT M0 MPOMBIIIIEHHONW GapManuu B 00J1acTH UC-
CJIeZIOBaHUH JIEKapCTBEHHBIX CPE/ICTBY», YTBEPKJICHHBIHN NprKka3zoM MUHHUCTEPCTBA TPYyIa U COLH-
anpHOM 3ammThl Poccuiickoit @eneparun ot 22 mast 2017 . N 430n (3apeructpupoBan MuHu-
crepcTBoM toctunuu Poccuiickoit @eneparun 6 utonst 2017 ., peructpanuonnsii N 46966);

Kox A, ypoBens kBanudukauuu 6.

Tpyoosas ¢pynxyus Kon A/01.6: [Iposenenue padot mo GapmMareBTuIeckoi pazpadoTke

[Tpodeccuonanpupiii crangapT «CHenMamucT IO MPOMBIIIIEHHON (apManuu B 00J1acTU

IPOM3BOJICTBA JIEKAPCTBEHHBIX CPENICTBY», YTBEP)KICHHBIM NpHKazoM MHUHUCTEpCTBA TpyAa U
conuanbHoOi 3amuThl Poccuiickoit deneparmu ot 22 mast 2017 r. N 4301 (3aperucTpupoBaH
MunuctepctBoM toctutiuu Poccuiickoit @eneparun 6 utons 2017 r., perucrpanuonsbiii N
46966)

Kox A, ypoBeHb kBanudukanuu 6.

Tpyoosas ¢hynkyus: Benenne TeXHOIOTMYECKOTO MpoIiecca MPU MPOMBIIITIEHHOM POU3-
BOJICTBE JICKAPCTBEHHBIX CPECTB

Konp! [Tnanupyemble pe3yabTaTbl 00yueHus (IeCKPUITOPHI)
U COJEpKaHUE 3HaTh YmMmets Buianers
KOMIIETCHIIUH HaBbIKAMU

OIIK-5. Cnioco0eH IUTaHUPOBAaTh M MPOBOJAUTH KOMIUIEKCHBIE IKCIIEPUMEHTANbHbBIE U pac-
YEeTHO-TEOPETUUECKHE UCCIIEOBAHMS 110 pa3pabOTaHHOM MporpaMMme, KpUTHYECKH aHAIU3UPO-
BaTh, 000011aTh U MHTEPIPETUPOBATH MOJIYYCHHBIE SKCIIEPUMEHTAIIbHBIC ITaHHBIE

U onks.1 1. Tlopsimox dapmariieB- 1. TlmanupoBare | 3. Bragers HaBbIKaMu
[Tnanupyer  dap- | THIECKUX pa3paboOTOK dbapmareBTHUECKHE MIPOBEJICHUST MCCIIE0-
MalEeBTUYECKHE 2.0cobennoctu  (yHK- pa3paBoTKH BaHMA B  o0Oiactu
pa3pabOTKH U MPO- | IMOHUPOBAHUS  COBpE- (dhapmareBTHIECKOM
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BOJUT HCCJIENOBA-
HHS B obiacTu
dapmareBTHUC-

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

MEHHBIX OWOTEXHOJIOTH-
YEeCKUX TIPOIECCOB |
IPOM3BOJICTB

2. TlpoBoauTh
HCCIIEI0BAHUS B
obnactu
(bapManeBTUYECKOM
TEXHOJIOI'MH B YaCTH
BBITTOJHSEMBIX
TEXHOJOTMYECKUX
IIPOIIECCOB

OHMOTEXHOJIOTUH B CO-
OTBETCTBHH C pa3pa-
OOTaHHBIMH IIJIAHAMH,
Kacaroluecss JIOKJIU-
HHYECKUX HCCIEI0Ba-
HUN

OIIK-6. CnocoOen pa3pabaTbiBaTh M MPUMEHSTHh HAa MPAKTUKE WHHOBALIMOHHBIC PEIICHUS B
HAYYHOH M TPOM3BOJCTBEHHOH cdepax OMOTEXHOIIOTHH Ha OCHOBE HOBBIX 3HAHHMN U MPOBEACH-
HBIX HUCCJIEAOBAHUI C YUETOM YKOHOMUYECKHUX, 3KOJIOTHUECKUX, COLMAIBHBIX U JPYTHMX OTPaHHU-

YeHUU

Honk-s.2
YunuTBEIBaeT KO-
HOMHYECKHE, DKO-
JIOTHYCCKHUE, COIH-
albHbIE U JpYyTue
OTpaHUYEHUSI TIPH
pa3paboTKe HHHO-
BAILMOHHBIX pellIe-
HUH

1. 3Haer Kakue SKOHO-
MUYECKHE,  DKOJOTHYe-
CKHME, COLMaIbHBIE U
apyrue OrpaHUYCHUS
MOTYT BO3HUKHYTh IpH
pa3paboTKe  WHHOBAIIH-
OHHBIX PEIICHUN

1.Ymeer  yuuThIBaTh
SKOHOMMYECKHE, DKO-
JIOTHYECKHE, COILH-
albHBIE W JIpyTue
OTpaHUYEHUS B MPO-
Iecce JOKIMHUYECKUX
HUCCIEeqOBaHUN

1.Brnageer HaBbIKamu
OLICHKH BJIMSIHUS DKO-
HOMMYECKHUX, 3KOJO-
TM4ECKUe,  COLUalb-
HblE W Jpyrux orpa-
HUYEHUN IIpU paspa-
00TKE  MHHOBAIHOH-
HBIX peUICHUI

IIK-2 Cnocoden B

€CTH TEXHOJOTHYeCKHH nmpouecc 1nmpu NnNpoMbINUICHHOM IPOU3BOACTBE

JICKAPCTBEHHBIX CPEICTB

Hnx-2.2

IIpn peleHnu
MPUKIIAIHBIX 3a7a4
WCIIONb3yeT  aHa-
JIUTUYECKUE METO-
TUKH W BU3Yallb-
HBIN KOHTpPOJIb
OMOTEXHOJIOTHYE-
CKOI0 IIporiecca

1. 3HaeT aHAIUTHUYECKHE
MCETOAUKHU U MECTOIbI BU-
3yalbHOTO KOHTPOJIS
TEXHOJOTHYECKOTO TPO-
recca npu IpOU3BOJICTBE
J'IeKapCTBeHHI)IX CpeI[CTB
I JOKJIMHUYECKUX HC-
clenoBaHni

1. [IpumeHnsier aHaju-
TUYECKUE METOINKU U
BU3YaJbHbIN KOH-
TPOJIb OMOTEXHOJIOTH-
4EeCKOIo mpoiiecca
IperapaToB

l.Ilpumenenuss  ana-
JUTHUYECKUX METOAMK
U BHU3YyaJbHOIO KOH-
TPOJS U1 CO3JaHUS
OTIBITHO-
MPOMBIIIJIEHHBIX  00-
pasLoB  JIEKapCTBEH-
HBIX CpPEACTB U TMO-
CIEIYIOIIUX  JOKJIHU-
HUYECKUX HCCIIeI0Ba-
1505071

4.00neM AUCHMIIJIMHBI B 3AY€THBIX €/IMHUIAX ¢ YKA3AHUEM KOJIUIECCTBA

aKaJeMH4YeCKHX YaCOB, BbI/ICJICHHBIX HA KOHTAKTHYIO padoTy 00y4aommuxcs ¢
npenojaasareseM (10 BUAaM y4eOHbIX 3aHATHII) U HA CAMOCTOSITEJILHYIO Pa0doTy

00yYarIuXCcs

HaunmenoBaHue pasaciioB

JAUCITUITIIMHBI

KonraktHas  ayauropHas | CaMOCTOSTENbHAS

pabotra oOywaromuxcs

c| pabora, B TOM

npenoaaBaTrcjieM B Hacax, B YHUCJI€ KOHCYJIb-

TOM 4HUCJIC

Tauu
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4 Pazgen 1. OcHoBHBIE TPUHIUIIBI J10-
KIIMHAYECKUX HCCIICIOBaHUM Jiekap- | 4 2 45
CTBEHHBIX CPE/ICTB
4 Paznen 2. Opranuzanus ¥ npoBeje- 8 45
HHE JOKJIMHUYECKUX UCCIEI0BAHNN
4 [TpomexyTouHas aTTecTanus: 3a4eT 4
Htoro no mucCIUILINHE: 4 10 90
Yacos 108 \ 3au.en. 3 14 94
O6béM mpodeccruoHabHON TPaKTH- 4 gac /29,0% 40/ 44,0%
YEeCKOM ITOATOTOBKH
O0BéM mpodecCHOHAILHO HAIpPaB- 10 gac /71,0 % 50 / 56%
JICHHOM ITOATOTOBKH
5.Conep:xkanne IUCHUNTHHBI
5.1. Conep:xanue pa3iesioB TUCUUIIMHBI
Kox xom- HanmenoBanue Kpatkoe coneprkanue pasziena v TeMm
METEHIINU paszzena TemMbl
Uonx-s.1, Paznen 1. OcHoOBHBIE TPUHITHU- OcHoBHbIE TepMHUHBI W TMOHATUS. Mcropuye-
Uonk-6.2, bl TOKJIMHUYECKUX HCCIIENO- | CKOE Pa3BUTHE TOIXOJ0B K JOKIMHUYECKUM HCCIIe-
Unk-2. BaHHH JICKApPCTBEHHBIX | IOBAaHUSAM JIEKAPCTBEHHBIX CpelcTB. CoBpeMeHHBIE
CPEICTB MOJXOJbI W TEXHOJIOTHYECKUE 3Tallbl pa3paboTKh

JIEKapCTBEHHBIX cpencTB. OTeuecTBEHHBIE M 3apy-
OeXHBIE PYKOBOJICTBA MO JOKIMHUYECKUM HUCCIE0-
BaHUSM JICKQPCTBEHHBIX CPEACTB. 3aKOHOATeNbHas
0a3za B oOjacTu pa3pabOTKH, JOKIMHHUYECKUX HC-
CIIEIOBAaHWI JIEKApCTBEHHBIX CpeAacTB. I[IpaBuia
MPOBEACHUS JOKIMHNYEeCKUX uccienoBanuii (GLP).
UccnenoBanus in vitro. JKOHOMHYECKHUE ACTICKTHI.
[leqp MOKIMHUYECKUX MCCIEAOBAHUM JIEKap-
CTBEHHBIX CPEJCTB KakK MOJIyueHHE HAyYHBIMU Me-
TOJAMH OIIEHOK M JJOKa3aTelbCTB AP (PEKTUBHOCTH U
0€30MacCHOCTH JIEKAPCTBEHHBIX CPENCTB. Buasr mc-
CJICIOBAHHM, TPOBOJUMBIX B pPaMKaxX JOKIHHHYEC-
CKuX uccienoBanuil. [lman mpoBeneHUs TOKIMHU-
YyecKux uccaeaoBaHuil. OCHOBHBIE ACHEKTHI CTaH-
JIapTa Mo XMMHYECKUM CBOMCTBaM, MPOIECCY MpPO-
M3BOACTBA H KOHTpomo KadectBa (Chemistry,
Manufacturing, Control, CMC) mnpu mnpoBeaeHuu
JOKJIIMHUYECKUX  uccienoBanusix. (CraHgapTHbie
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onepanuronnbie mponenypsl (COIT). Hopmbr Hame-
xaiel siabopatopHoi npaktuku (GLP) u Hame-
JKarie npousBoacTBeHHOM npakTuku (GMP).

Honks.1,
Hornk-6.2,
Wnk-2.2

Pazgen 2. Opranuzauus u
MPOBEJICHUE JTOKIMHUYECKUX
HCCIICIOBAHUI

Cxema opraHu3aluy UCCIEI0BaHUS;, CYOBEKTHI
JOKJIMHUYECKUX HCCIIEOBAaHUM B COOTBETCTBHU C
npaBwiaMu GLP; ponb u OTBETCTBEHHOCTh 3aKas-
YyKa MCCIIEJOBAaHUS; aJAMUHUCTpALMs MCCIENO0Ba-
TEJIbCKOM opraHu3anuu (PyHKUUS U POJIb B MPOBE-
JICHUN HUCCIIEZIOBAaHMs); PYKOBOAUTENb HCCIENOBA-
HUs (mpolenypa HazHaueHUs, QYHKIHUU U POJIb B
IIPOBEICHUU MCCIIEJJOBAHUS); HUCCIIEA0BATENbCKAS
rpynna (cocraB, 3aJaud, OOS3aHHOCTH Ka)KIOIo
YjleHa HCCIEeN0BaTeIbCKOW TIpYIIbl; I[porpamma
o0ydeHust epcoHana); ciyxoa (rpymma) odecreye-
HUS KauyecTBa (mpoueaypa (popMHpOBaHUS, COCTaB,
(GyHKIMM W PONb B TPOBEACHUU HCCIECIOBAHUN);
OCHOBHOH IJIaH-TpauK HUCCIIEA0BAaHUS (IPUHIMIIBI
(bopMHUpOBaHUS M YTBEPKICHUSA, 00BEM); TUIaH HC-
clieIoBaHUs (IPUHLUIBI  COCTABICHUSA, IOPSIOK
YTBEP)KJCHHS, BHECEHUE M3MEHEHUI); (HOopMHpOBa-
HHUE JI0ChE IO UCCIIEI0BAaHUI0; OCOOEHHOCTH MYJIb-
TUIICHTPOBBIX HCCJICIOBAHUN; HAlIMOHAJIbHAS U
MEXyHapoaHas MEeToAnYecKre 0a3bl, perjlaMeHTH-
pyrole JOKIMHWYECKHE HCCIeoBaHus Oe3omac-
HOCTH JIEKAPCTBEHHBIX CPEJICTB; O MPHU3HAHUU U 00
OILIEHKE COOTBETCTBHS HCIBITATENLHBIX J1a00opaTo-
puil (LEHTPOB) MPHUHIMIIAM HaJyIekamied abopa-
TOPHOW TMPAKTUKH, COOTBETCTBYIOUINM TNPUHIIMIIAM
Hajexameld gadopatopHoil mpaktuku OpraHuza-
[IUY SKOHOMHYECKOTO COTPYIHHYECTBA U PA3BUTHSL.

HopmartuBHo-mipaBoBasi 0a3a, peryiaMeHTHPYIO-
mas paboTy C AKCIEPUMEHTAIBHBIMU KUBOTHBIMHU;
BUIbI JTAOOPATOPHBIX KUBOTHBIX; TPEOOBAHUS K JIa-
00paTOPHBIM KUBOTHBIM (KOHBEHIIMOHAIBHBIE JKH-
BOTHbIE, )KUBOTHbIE SPF-cTaTyca); opranuzamnus pa-
00T B MEIUKO-OMOJIOTMYECKON KIMHHUKE (BUBApUN):
KOHBEHUMOHaNbHBIN 010k 1 SPF-0110K (TexHonOrH-
yeckoe 000pyI0BaHUE, perilaMeHT paboThl; IOCTYTI-
JICHWE XMUBOTHBIX, KapaHTHH/aJanTaIys, KOHTPOIb
KHU3HEOOeCTIeueHus, CAaHUTApHs); MPUHLIUIBI padbo-
TBI C OKCIIEPUMEHTATHHBIMH )KHBOTHBIMH; TTIOJIUTHKA
HCCIIEIOBATENILCKOTO YUPEXIEHUS B 00JacTu HC-
M0JIb30BaHUs J1a00OpaTOPHBIX >KUBOTHBIX B OHMOMe-
JUIMHCKUX HCCIIEeIOBAaHMUAX; KOMHCCUS 110 KOHTPO-
JIO 3a COIEp)KaHWEM M HCIOJIh30BaHWEM Jlabopa-
TOPHBIX KMBOTHBIX; MPOTOKOJI-3asiBKA HA UCIOIb30-
BaHUE Ja0OpPaTOPHBIX >KUBOTHBIX B HMCCIIEJOBAHUMU;
BeTepuHapHas ciayx0a (poJib BEeTEpUHAPHOTO Bpaya
B JIOKJIMHMYECKUX WCCIICIOBAHUAX); TEXHUKA 0e€3-
OTAaCHOCTH TpHU paboTe ¢ Ja0OpaTOPHBIMH KUBOT-
HBIMHU.
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OcobenHocTr OOpamieHus: ¢ KUBOTHBIMH Pa3-
JUYHBIX BHJOB (MBIIIAMH, KPBICAMH, MOPCKUMH
CBHHKaMH, KPOJIMKaMH); BBEJICHHE JICKAPCTBEHHBIX
CpeACTB J1a0OPaTOPHBIM YKMBOTHBIM Pa3IMYHBIX BU-
JIOB; METOJbl aHAITe3WH U AaHECTE3WH; (UKCALUSI
1a00paTOpHBIX JKUBOTHBIX; 3a00p OMoMaTepuana
(KpoBH, MOYM); METOABI IBTAHA3WH; I1aTOJOrOaHa-
TOMUYECKHE HCCIeI0BaHus (ayTorncus, 3a00p BHYT-
PEHHUX OPraHOB M TKaHEH, MOJIrOTOBKA BHYTPEHHHUX
OpPraHOB W TKaHEW JJIsl THCTOJIOTUYECKOTO HCCIIEH0-
BaHMS).

[Iponienypa mpueMa HCHOBITYEMBIX M KOH-
TPOJIBHBIX O0OpPAa3OB JIEKAPCTBEHHBIX CPEACTB (I0-
KyMEHTaIus); CUCTeMa HICHTH()UKALUN HCIBITye-
MBIX U CTaHJApPTHBIX JICKAPCTBEHHBIX CPEJICTB; Xa-
PaKTEepUCTHKA UCIBITYEMBIX M CTAaHIAPTHBIX JIEKap-
CTBEHHBIX CPEJCTB (aHAIUTHYECKUH MACIOpT, JaH-
HbIE O CTaOWUJIBLHOCTH); Mpoleaypa 0TOOpa pe3epB-
HBIX 00pa3IoB; TPAHCIIOPTHPOBKA M XpaHEHHUE; 00-
palIeHue C UCIBITYEMBIMH H KOHTPOJIBHBIMU JIEKap-
CTBEHHBIMH CPEJCTBAMH; TEXHHUKAa OE30MacCHOCTH
npu paboTe C JIeKapCTBEHHBIMU CPEJICTBAMM.

®opmMupoBaHHE OTYETA O JOKIMHHYECKOM HC-
CIIEIOBAaHUM JICKAPCTBEHHOTO CPEICTBA; CTPYKTYypa
oT4yeTa; NPUIIOKEHHS K OTYeTy; ayauT oTuéra
ciy>k060# (rpynmoii) oOecrieueHHsl KayecTBa; Mpo-

LeAypa YTBEPKICHHS OTYEeTa.

5.2. Jleknun
[IpaxkTnu
Koa-Bo dopma eckast
Ne [Tepeuenp yueOHBIX P
HaumenoBaHue jiek- | 4acoB npoBe- | MOJAr0TO
pasze- BOTIPOCOB
1 101207 JCHUS BKa
I/
[THIT)
1 JloxnuHnyeckue  uc- 4 1. OcHOBHBIE TEPMHUHBI U Ounas ITHIT
CIIEZIOBAaHUS  JIeKap- TIOHSATHSI.
CTBEHHBIX  CPEJCTB: 2. MHcropuueckoe
UCTOPUYECCKHIA pa- pa3BUTHE MOIXO/I0B K
KypC, COBpPEMEHHBIE JOKJIMHUYECKUM
NPUHIUIBL U TIOIXO- MCCIICIOBAHHSIM
IIbl, PETyJISATOPHBIE U JIEKapCTBEHHBIX CPECTB.
SKOHOMHYECKHE  ac- 3. CoBpeMeHHBIE TIOIXO/IbI
HEKTHI U TEXHOJIOTUYECKHE ITAIIbI
pa3pabOTKH JIEKAPCTBEHHBIX
CpPEICTB.
1 3akoHOmaTEeIbHAS 2 1. OreyecTBEHHBIE U Ouynas [THIT
6a3a B o0nactu 3apyOeKHbIE pyKOBO/ICTBA
pa3paboTKu, 10 JOKJIMHUYECKUM
JOKJITMHHYECKUX MCCIICIOBAHMSIM
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HUCCIEN0BaHUN
neKap CTBCHHBIX
CpenCTB

JIEKapCTBEHHBIX CPEICTB

2. IlpaBuiia npoBeneHUs
JOKITMHUYECKUX
uccaenosanuii (GLP).

3. DKOHOMHUYECKHE ACTIEKTHI

pa3zpaboTku,
JOKJIMHUYECKUX
UCCIIE0BAHUI
JIEKapCTBEHHBIX CPECTB
Bcero yacos 4 14 0/4
5.3. CemuHapbl
JlanHbIi Bua paboThl HE MPEAYCMOTPEH YU€OHBIM IJIAHOM
5.4. JlabopaTopHble 3aHATHUSA
JlanHbIi Bua paboThl HE MPEAYCMOTPEH Y4€OHBIM IJIAHOM
5.5. IlpakTu4yeckune 3aHATHS
[IpakTuue
Ne HaumenoBanue 3ansatus | Koi-Bo [Tepeuenn yueOHBIX ®opma | ckas
pas- 4acoB BOIIPOCOB poBe- | MOArOTOB
nena nenus | ka (ITI1/
ITHIT)
1 JloxinHnYeckue uccle- 2 1.Bunpl uccnenoBanuii, npo- | OuHas [THII
JIOBaHUSI KaK Hay4yHBIN BOJIUMBIX B PaMKax JOKJIMHH-
METOJ OIIEHKH M JOKa- YECKHX MCCIIeIOBAaHHH.
3arenbcTBa 3 dexTuB- 2.Ilnan mpoBeneHUs JOKIH-
HOCTH W 0€301acHOCTH HUYECKUX HCCIICIOBAHUI.
JeKapCTBEHHBIX
CPEJICTB.
2 Cxema OpraHu3aluu 2 1. CyObextsl  pokinuHHue- | OyHas ITHIT
JNOKITMHAYECKOTO ~ HC- CKHX HCCIIEJIOBAaHWA B COOT-
CJIeZIOBAaHUS BeTCTBUH C npaBuiiamu GLP
2. Pob m OTBETCTBEHHOCTh
3aKa3uMKa UCCIeI0BaHUs
3. AIMUHUCTpANUs HCCIIE0-
BaTENILCKOM OpraHu3aluu
4. PykoBOAMTENIb HCCIIEIOBA-
HUS
5. UccnenoBarenbckasi TIpyrm-
na
6. Cryxx0a oOecrieueHus Ka-
4ecTBa
2 HopmaTtuBHo-nipaBoBas 2 1. Bunel naGoparopHbix xu- | O4Has I1IT
0a3za, periiaMeHTHPYIO- BOTHBIX; TpeOOBaHUS K J1a0o-
masi paboTy ¢ dKCIepH- pPaTOPHBIM )KHUBOTHBIM
MEHTAJIBHBIMM ~ )KMBOT- 2. Opranmsanus paboT B Me-
HBIMU JUKO-OMOIOTNYECKON  KIIMHU-
Ke (BUBapHM)
3. IlpuHnumel paboThI C IKC-
NEPUMEHTAIBHBIMA  JKUBOT-
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HBIMH
OcobenHoctu oOparie- 2 1. Beeaenue snekapcTBeHHBIX | OuHas I1I1
HUSl C KUBOTHBIMH pa3- CPEICTB J1abOpaTOPHBIM
JUYHBIX BUJIOB YKUBOTHBIM PA3IMYHBIX
BUJIOB
2. MeTobl aHANTE3UH U
aHECTEe3UU
3. ®uxcanus 1a00paTOPHBIX
YKUBOTHBIX
4. 3abop buomarepuaa
(KpoBH, MOYH)
5. Merozpl 3BTaHa3uu U
MaTOJIOTOAHATOMHYECKHE
MCCJIEJOBAHMUSI
dopmupoBaHHE OTYETA 2 1. Ctpykrypa oTuera Ounas 111
0 JOKIIMHUYECKOM HC- 2. [IpwitokeHHst K OTYETY
CJIeTOBaHHUH JeKap- 3. Ayautr oru€ra cimyx00ii
CTBEHHOT'O CPEJICTBA (rpynmoii) oOecriedeHus: Ka-
4yecTBa
4. Tlpoueaypa yTBEpKIEHUS
oTyeTa
Bcero yacoB 10 10 4/6
5.6. KnnHnuyeckne npakTuyecKkue 3aHATHS
JlarHbIH BU paObOTHI HE TIPEYCMOTPEH YIEOHBIM TUIAHOM
5.7. CamocTosiTeqIbHas1 pa6oTa 00y4yaromuxcs
Bun camocros-
HaumenoBanwue paznena TENbHON Kon-Bo Kon
(TemMsr) BHEAYJUTOPHON OneHounoe 4acoB /KOJ- | KOMIIETEH-
JUCITUTLIAHBI paboTsl 0Oy4aro- CPEIICTBO BO Yac Ha uu(if)
IMXcs/ KOHTPOJIb ITHIT+IIIT
CaMOCTOSATEIIbHOMU
paboTHI
Pasnenr 1. OcnoBHbIe | CaMOCTOITENLHOE Bonpocs qist 10/10 WNomnk-s.1,
MIPUHIIAITE  JTOKJIMHWYE- | H3y4eHHUE JTUTepa- W3YICHHS Wonk-6.2,
ckux uccaenoBanuid je- | typsl (ITHIT, T1IT) Unkso
KapCTBEHHBIX CPEJCTB Bremonaenue wH- | MHIUBHITyah- 5/10
TUBUIYATbHBIX HBIC 3aJIaHUs
3amaamii  (ITHII,
I117)




IToaroroBka k Te- | TecToBBIE 5/5 WNonx-s.1,
CTUPOBAHUIO 3a7aHus Normk-6.2,
(TTHIT, ITIT) Unk-32
Paznen 2. Opranusauus | BeimonHenue wH- | MHIWBHITyab- 10/10
U TIPOBEIEHHE JIOKIU- | IMBHIYaIbHBIX HEBIC 3a/1aHuUs
HUYECKUX  uccnenosa- | 3amanuii  (ITHII,
HUU [11T)
CaMocCTOsTENbHOE Bormpocsr mist 10/15
W3YYCHHE JUTEpa- W3YYCHHUS
typs! (ITHIT, TTIT)
Bcero gacos 90/40/50

6. IlepeueHb y4eOHO-METOAHYECKOro OOecmedeHHUs] IS CAMOCTOSITEILHOW PadoThI

00y4aroummMXxcs 1Mo JTUCHUILINHE

1. Meroanuecknue peKOMEHAAUH Uil CTYJCHTOB 0 OpPTaHU3aIlMHM BHEAyIUTOPHOU ca-
MOCTOSITETIbHOM pabOoThl MO AMCHMIUIMHE «J{OKIMHUYECKHE HCCIIeOBaHUs B OHO(apMaKoio-
THI.

2.JIeKIMOHHBIN KypC MO JAUCIMIUIMHE «IUCHHUIUIMHE «J{OKIMHUYECKHE HCCIeIOBaHUS B
ounodapmakoorum.

3.Meroauuecknue yka3aHus K HMPAKTHYECKUM 3aHSATHAM IO AUCHMIUIMHE «JloKinuHu4Ye-
CKHE HCCIIeI0BaHuUs B OMO(apMaKOIOTHI».

7. OueHoYHbIe MaTepHAaJbl /51 NPOBEIeHUsS] TEKYIero KOHTPOJS U MPOMEKYTOY-
HOM aTTecTanuy 00yYAIOIIUXCS 10 JUCHUILINHE

7.1 IlepedyeHb KOMIETEHIHMH € yKa3aHHeM 3TanoB MX (GopMHPOBaHHMA B Ipouecce
0CBOEHHS 00pa30BaTeIbHOI MPOrpaMMBbl

Kox komnerennmn | MHaekcel Cemectp Otan GopMHUPOBaHHUS
OIIK -5 Wonk-s.1, 1 [IpomexxyTouHBIN
OIIK-6 HNonx-s.2 1 [IpomexyTouHBIN
IK-2 Hnk-2.2 1 [TpomexxyTouHbIN

7.2 Onucanue nokasareJieil ¥ KpUTEPHEB M IIKAJ OLCHUBAHUS KOMIIETECHIM I

OIIK-5 CniocobeH miaHUpOBaTh U MPOBOAUTH KOMILJIEKCHbIE SKCIIEPUMEHTATIbHBIE U
pacueTHO-TEOPETUYECKUE UCCIIEIOBAaHUS M0 pa3pabOTaHHOM porpaMme, KpUTHUECKH aHATU3U-
poBaTh, 060011aTh U UHTEPIIPETUPOBATH MOTYUYEHHBIEIKCIIEPUMEHTAIbHbIE JJAHHbIE

N onk-s1 [lnanupyer dapmanestuueckue pazpabOTKU M MPOBOJIUT HCCIENOBAaHUS B 001acTu
(apMarieBTUYeCKOi TEXHOJIIOTUH B YACTH BBHIMOJIHAEMbIX TEXHOJIOTMUECKUX MPOIIECCOB

[Ipouenypa
O1ieHUBaEMBIil pe3yJbTaT Kputepun onennBanus OIICHUBAHUS
(TlecKkpunTOpHI) Hrorosoe Hrorosoe
WHIUBHUTY- WHIUBH]TY-
alpHOE 3a/a- | aJbHOE 3aja-
HUE HHE




1. Ocob6ennoctu ¢ynknuo- | 1. OmmceiBaer meroasl | Cobeceno- Cobeceno-
HUPOBAHHS COBPEMEHHBIX | COCTAaBJICHHs IUIAHOB IO | BAHUE,  BbI- | BaHHUE
§ OMOTEXHOJIOTUYECKUX  MpO- | (hapMaleBTUUECKON pa3- | MOJHEHUE
Z | IeCCOB U POH3BOJCTB paboTke M TPOBEACHUS | HHIUBUIY-
UCCIIeIOBaHMsI B 00JIaCTH | albHBIX  3a-
(dhapmareBTHUECKON TeX- | JaHUU
HOJIOTMHU B YacTH BBINOJI-
HSEMBIX  TEXHOJIOTHYe-
CKHX IIPOIIECCOB
1. TlmanupoBats ¢apmamne- | 1. Xapakrepusyer npun- | Cobeceno- Cobeceno-
THUYECKHE pa3paboTKu IUIIBI IUIAHUPOBAHMSA | BAaHWE,  BBI- | BAHUE
5 2.IlpoBomuTh HccienoBaHUs | papMalleBTUYECKUE pa3- | MOJHEHHE
2 |B obmactn (apmaneBTHUe- | padOTKM M TPOBEICHUS | HHAUBUIY-
> CKOW TEXHOJOTMH B YaCTH | UCCJIEIOBAaHUS B OONACTH | abHBIX  3a-
BBITTOJTHSIEMBIX TEXHOJOTHYe- | (papMareBTHYeCKOW TeX- | JaHH
CKHUX MPOIIECCOB HOJIOTHH B YacCTH BBIIIOJI-
HSEMBIX  TEXHOJOTW4Ye-
CKHUX ITPOIECCOB
1. Brnagers HaBbikamu npoBe- | 1. Bnaners HaBbeikamu | Cobeceno- Cobeceno-
5 JCHHS WCCIEIOBaHUI B 00Ja- | MPOBEACHHUS HCCIEIOBa- | BAHUE,  BBI- | BaHHE
2 cTu (apMaleBTUYECKOW OWO- | HUM, Kacaroluecss [J0- | OJHEHUE
S | TEXHOJIOTHH B COOTBETCTBHM C | KIMHMYECKUX — MCCIIENO0- | MHIMBH]IY-
& | pa3pabOTaHHBIMU  IIAHAMH, | BAHHH IIpOrpamme QIBHBIX  3a-
% KaCAIOWIMECs JIOKIHHIYECKIX TaHui
& | Hccmenosanuii

OIIK-6 CnocobGeH pa3pabaTelBaTh W MPUMEHSATh HAa NPAKTUKE WHHOBAI[MOHHBIC PEIICHUS B
HAay4yHOM M TPOM3BOJACTBEHHON cdepax OMOTEXHOJIOTMH Ha OCHOBE HOBBIX 3HaHMM M IPOBE-
JEHHBIX MCCIENOBAaHUN C Y4€TOM DJKOHOMHUYECKHX, DKOJIOTMYECKUX, COLMANIBHBIX M JPYTUX
OTpaHUYCHUHN
HMonk-6.2 YUUTBIBaET Y)KOHOMUYECKUE, IKOJIOTUYECKUE, COLIUAIBHBIE U IPYTUE OTPAaHUYCHUS IIPH
pa3paboTKe MHHOBALMOHHBIX PEIICHUN

OnuenuBaemslii pe3ynbTaT | Kputepun oneHuBanus [Ipouenypa
(IeCKpUTITOPHI) OLICHUBAaHU
Texymuit koH- | [Ipomexyrou-
TPOJIb HBIM KOHTPOJIb
1.3naer kakue | 1. OnucsiBaer 3koHO- | CobecenoBa- CobGecenosa-
SKOHOMUYECKHUE, MUYECKHE, DKOJIOTHYe- | Hue HUE
9KOJIOTMUECKHE, COLMAJIBHBIE | CKUE, COLUAIBHBIE WU
u Apyrue OrpaHUYCHHUS | APyrue  OrpaHUYCHUS,
MOTYT  BO3HMKHYTH  IIPH | KOTOpbIE MOTYT MOBIIH-
= pa3paboTKe WHHOBALIMOHHBIX | SITh HA HHHOBALMOHHbIE
E peleHni pelieHus
> 1. Ymeer yuuthiBaTh 3KOHO- | 1. JlaeT omnenky skoHo- | CobGecenoBa- Cobecenona-
5| MU4eckue,  SKOJOTMYECKHE, | MUYECKUM, HSKOJIOTHYe- | HW€,  BBINOJ- | HAE
S| coumansubie u Ipyrue orpa- | CKUM, COLHUaJbHBIM U | HEHUE  HMHIU-
HUYCHMs B IPOLIECCE NOKIU- | ADYTHUM OIPAaHUYCHMSIM | BUAYAIbHBIX
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HbIE U JIPYTMX OTpaHU-
YeHUU

HUYECKHUX UCCIETOBAHUN B IMpolecce OKJIWHU- | 3aJJaHUI
YEeCKHUX UCCICIOBaHUM

Bnaneer HaBplkamMu oOlieHKHU | Biameer HaBblkamu | CoOecenoBa- Co0ecenoBa-
é BIUSIHUS HKOHOMHUYECKHUX, | IPU pa3padOTKe HMHHO- | HU€,  BBINOJI- | HUE
E 9KOJIOTUYECKHE, COIMAIbHBIC | BAIIMOHHBIX  PEIICHUM | HEHUE  WHIIHU-
S U JIPYTUX OTPAHUYEHUM TMIPHU | yueTa OLEHKHU BIUSHUS | BUTYAJTbHBIX
5 pa3pabOTKe WHHOBAIIMOHHBIX | SKOHOMHYECKHX, OKO- | 3aJlaHUi
5 | pemennii JIOTHYECKHE, COLUAIb-
5
[as]

IIK-2 Crioco6eH BECTH TEXHOJIOTUYECKUH MPOIIECC MPHU MPOMBIIIIEHHOM TPOU3BOCTBE JIEKap-
CTBEHHBIX CPEJICTB
Hpk-22 [Ipu pemeHnn NpuKIaIHbIX 33/1a4 UCIIOJIb3YET AaHATUTUYECKUE METOAUKH U BU3YAJIbHBII
KOHTPOJIb OMOTEXHOJIOTHYECKOT0 Ipolecca

[Ipouenypa
OrneHUBaeMbIi pe3yIbTaT OIICHUBAHHUS
(TeCKpHUMITOPHI) Kpurepuu Texymmii [Ipomexy-
OIICHUBAHHUS KOHTPOJIb TOYHBIA KOH-
TPOJIb
1. 3naer aHanutrdeckue | 2.Xapakrepusyer aHanu- | Cobecemoa- | CobecenoBa-
METOIUKHU u METObI | THYECKHE METOAWKH M | HUE, BBINOJ- | HHE
BH3YyaJIbHOTO KOHTPOJISI | METOBI BU3YaIBHOTO | HCHUE WH/IH-
5 TEXHOJIOTUYECKOTO TMpoIlecca | KOHTPOJIS TEXHOJOTH4Ye- | BUIyaTbHBIX
;% pu MIPOU3BOJICTBE | CKOTO mporec- | 3aJaHui
JIEKapCTBEHHBIX CPENICTB MM | Ca,MCIOJb3yeMble  IPHU
JOKJIMHUYECKHUX TIPOU3BOJICTBE JeKap-
HCCIIeIOBaHU I CTBEHHBIX CPEACTB JUIA
JOKJIMHUYECKHX  HCCIIE-
JOBaHUU
1. ITpumenHsieT aHaTUTHYC- 1. C momomsro a"anutu- | CobecenoBa- | Cobecemnona-
CKHE METOJIUKH U BU3YyaJIb- | YECKHUX METOJHWK W BU3Y- | HUE, BBINOJ- | HUE
HBIH KOHTPOJIb OMOTEXHOJIO- | QJIBHOTO KOHTPOJISI OWO- | HEHUE WHJIH-
THYECKOT0 TpoIiecca Mpemna- | TeXHOJIOTHIECKOr0 IPO- | BHIYaJbHBIX
patoB Iecca TMpemnapaToB Xa- | 3aJaHHi
pakTepu3yer OIBITHO-
MPOMBIIIJICHHYIO ~ OTpa-
5 O0TKY TEXHOJOTHMH OHO-
S TEXHOJOTHUECKUX ae-
> KapCTBEHHBIX CPEJICTB
1. Tlpumenenus anamutuye- | 1. Ilpumenenuss Tteope- | CobecenoBa- | Cobecemona-
2 CKHX METOJMK U BU3YaIbHOTO | THYECKUX 3HAHWUW U3 00- | HUE, BBINOJ- | HUE
E KOHTpOJISI  JUIS  CO3JaHUs | JacTH OOIIeH M YacTHOW | HeHHE WHIIU-
8 OTIBITHO-TIPOMBINIJICHHBIX 00- | OMO(apMaKkoIOTHH  JJIsl | BUTYadbHBIX
E pasIoB JIEKapCTBEHHBIX | CO3JaHUs ONBITHO- | 3aJaHMI
§ CPEICTB W TOCJIECAYIONUX | MPOMBIIIJICHHBIX 00pa3-
S JOKIMHUYECKHX HKCCIIEeNI0Ba- | 1IOB JIEKapCTBEHHBIX
A | quit CpPelCTB M TOCIENYIO-
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IAX JOKJINHUYECKUX HC-
ClI€NOBaHUN

Onucanmne mKan OICHUBaAHUA

®opMoil NPOMEXKYTOYHON aTTECTAllMM IO JUCUUILIMHE sABJsAeTcs 3aueT. CTyAeHT nomyc-
KaeTcsi K MPOMEXKYTOYHOH arTecTaiiuu B (popMe 3auera MpH YCIOBHH BBHIMOJIHEHUS BCEX BUJIOB
yueOHO#l paboThl, MPeAyCMOTPEHHBIX padoyell MpOrpaMMoOii AUCHUILUIMHBL. 3a4eT IPOBOIUTCS B
dopMme cobecenoBaHMsl MpenojaBaTeiss U CTyJEHTa M0 IPEABAPUTEIBLHO BbIIAHHBIM BOIpPOCAM
IUisi cobeceoBaHusl 1Mo BbIOOpY mpenonaBaTens. [IpenomaBatens BIpaBe 3ajaBaTh AOIMOJIHHU-
TEJIbHBIE BOIIPOCHI CTYAEHTY, €CJIM €r0 OTBET HE PACKPBIBAET OCTABJICHHbIN Bompoc. Pe3ynprar
3ayeTa OOBSIBISIETCA 00YyJarOIIeMycsl HEMOCPEACTBEHHO TIOCTIE €ro ClIadyH, 3aTeM BBICTABIISIETCS B
3aUETHYIO BEIOMOCTh M 3aYETHYIO KHUXKKY.

IIxkana nepecyera 6a/U10B 0 AUCHMILINHE TPH MPOMEKYTOUHOI hopme
aTTecTalMu 1O JUCIHHUIJIMHE — 3a4YeT

Bann OrieHKa YpoBeHb cHhOPMUPOBAHHOCTH
KOMITETEHIIU U
or 4,5 10 5,0 «3a4TEHO» Bricokwuit
or 3,5 104,4 «3a4YTEHO» Cpennuit
or 2,5 10 3,4 «3a4YTEHO» [Toporossrii

7.3 TunoBble KOHTPOJIbHbIC 3aJaHUSl WM HMHbIe MaTepHa/bl, HCOOXOAUMBbIEC IS
OLICHKHM 3HAHWI, YMEHHUH, HABBIKOB U (MJIM) ONBITA JEATEIbLHOCTH, XapPaKTEPH3YIOLIUX
3Tanbl (POPMHUPOBAHUS KOMIIETCHIIUI B polecce OCBOCHNS 00pa30BaTeIbHOM NPOrpaMMbl

IlepeyeHb NpaKTHYECKUX HABBIKOB /ISl TEKYIEI0 KOHTPOJIA 110 AUCHHUILINHE:
1. HutepnperupyeT nosydeHHbIE SKCIIEPUMEHTAIbHBIE TaHHBIE

2. Ompepaenser NOPSAOK IMJIAHUPOBAHUS U TPOBEICHUS KOMIUIEKCHBIX SKCTIEPUMEHTATIBHBIX
U PacYeTHO-TEOPETUUYECKUX HCCIEA0BaHUMN M0 pa3paboTaHHON porpaMMme

3. CrocoOeH OCyIIECTBIATh TEXHOJIOTHUECKOE IPOSKTHPOBAaHNE pa3pabOTKH
TEXHOJIOTHYECKOM M armapaTypHO# cXxeM (apMarieBTUIeCKOro MpON3BO/ICTBA

4. Cocrasinser rpaduK UCCIIEIOBAaHUI C yU€TOM JaHHBIX MOHUTOPUHTA U 3aLIUTHI
OKpYKaroIle cpebl

5. OmpexensieT MEpONPUATHS IO 0OECTIEYSHUIO TEXHUKH O€30MTaCHOCTH Ha MTPOU3BOJICTBE

6. PazpabaTeiBaeT MepoOmpUATHS MO 0OECTICYCHUIO TEXHUKU O€30MaCHOCTH Ha TIPOU3BOJICTBE

7. TlnanupyeT MEpOoNpuUATUSA IO MOHUTOPHUHTY U 3aLUTE OKPYXKAIOUIEH Cpesibl C MO3ULINN
9KOHOMHYCCKUX, SKOJIOTUYCCKUX, COLIUAJIBHBIX U APYTUX OrpaHI/I‘IeHI/If/'I.

8. XapakrepusyeT ONbITHO-IIPOMBIIIJICHHYIO OTPAOOTKY TEXHOJIOTUH OMOTEXHOIOTHUECKUX
JIEKapCTBEHHBIX CPE/ICTB
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9.

10.

11.

o s E

~

10.
11.

12.
13.

14.
15.
16.
17.

18.
19.
20.
21.
22.
23.

24.

JleMOHCTpUpYET HaBBIKA COCTABJICHUS IIJIAHOB ABMKEHUS NIPEIMETOB TPY/la B IPOU3BOACTBE
u paspabotku JIB

XapakTepu3yeT HHHOBALIMOHHbIE HAIIPABJICHUS B TIPOM3BOJICTBEHHBIX cepax
OMOTEXHOJIOTHUHI

Otmeuaer TpeboBanust GMP, HanpaBiieHHBIE Ha OXpaHy OKPYKaIOIIEH Cpe/Ibl, COIMATBHBIX
OTpaHUYCHUMN

Bomnipocskl 1J1s1 IPOBEPKH YPOBHSI TeOPETHYECKOM MOATOTOBKH O0YYAKOIIMXCH B X0/e
NMPOMEKYTOYHOM aTTeCTAINM:

CoBpeMeHHbIE MOX0/Ibl U TEXHOJIOTUYECKHUE ITaIlbl pa3paboTKHU JI€KapCTBEHHBIX CPEICTB
[IpaBuna npoBeneHus TOKJIMHUYECKHX ucciaenoBanuii (GLP)

HccnenoBanus in vitro

DKOHOMHYECKHUE aCTEKTHI.

Llenb TOKIMHUYECKUX MCCIIEJOBAHUH JIEKAPCTBEHHBIX CPEJCTB KaK IMOydeHHE HAYIHBIMH
METOaMH OLIEHOK U J0Ka3aTeNbCTB 3()(PEeKTUBHOCTH M O€301MaCHOCTH JIEKAPCTBEHHBIX
CpeICTB

Buner nccnenoBanuii, MpoBOAMMBIX B paMKax JOKIMHHUYECKUX HCCIEA0BaHUN

[Inan nmpoBeeHUsT AOKIMHUYECKUX UCCIICJOBAHUMA

OcHOBHBIE aCMEeKTHI CTaHAAPTA 110 XUMUYECKUM CBOMCTBAM, IIPOIECCY TPOU3BOJICTBA U
koHTpouro kadyecTBa (Chemistry, Manufacturing, Control, CMC) nipu poBeficHHH
JOKJIMHIUYECKUX MCCIIETOBAHMSIX

Cxema opranuzaiiy JOKIMHHYECKUX UCCIIETOBAHHUNA

Opraau3anuy 5KOHOMAYECKOTO COTPYTHUYECTBA U PA3BUTHS

HopmatuBHo-mipaBoBas 0a3a, periaMeHTupyrolas paboTy ¢ 3KCIeprUMEHTaIbHbBIMU
KUBOTHBIMU

Bupl 1a60paTOpHBIX )KUBOTHBIX

TpeboBaHus K 1a00paTOPHBIM KUBOTHBIM (KOHBEHIIMOHAJIbHBIE )KUBOTHBIE, KHBOTHbIE SPF-
cTaTyca)

Opranuzanys paboT B MEAUKO-OHOIOrMYECKOI KIMHUKE (BUBAPUH)

[TpuHIUIBI pabOTHI C SKCIEPUMEHTATHHBIMH KHBOTHBIMHU

TexHuka 6€301aCHOCTH MPU paboTe ¢ 1abOPATOPHBIMU KUBOTHBIMHU.

OcoOeHHOCTH 00paIIeHNUs C )KUBOTHBIMHU Pa3IMYHBIX BHIOB (MBIIIIAMHU, KPBICAMH,
MOPCKUMH CBUHKaMH, KPOJTUKAMH )

BBenenue 1ekapcTBEHHBIX CPEICTB J1a00PATOPHBIM )KUBOTHBIM Pa3IMYHBIX BUIOB; METObBI
aHaJTe3UH U aHEeCTEe3UH

duxcanus 1a00paTOPHBIX JKUBOTHBIX

3abop 6uomarepuana (KpoBU, MOUH)

MeTobl SBTaHa3MH KUBOTHBIX

[TaTonoroanaromuyeckue uccieoBaHus (ayTorncus, 3a00p BHYTPEHHUX OPTaHOB U TKaHEH,
MIOJITOTOBKA BHYTPEHHUX OPTaHOB M TKaHEH IS THCTOJIOTHYECKOTO UCCIICOBAHMS)
[Tponenypa npreMa UCTIBITYEMBIX U KOHTPOJIBHBIX 00Pa3LiOB JIEKAPCTBEHHBIX CPECTB
(moxyMeHTaLus)

Cucrema uIeHTU(PHUKAIMN UCTIBITYEMbIX U CTaHAAPTHHIX JIEKAPCTBEHHBIX CPEICTB;
XapaKTEPUCTHKA UCTIBITYEMBIX M CTAaHIAPTHBIX JIEKAPCTBEHHBIX CPEJACTB (AaHATUTHYCCKHUIMA
MacIopT, JaHHBIE O CTAOMIHLHOCTH)
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25.
26.
27.
28.
29.
30.
31.
32.

[Tponerypa oTOopa pe3epBHBIX 00pa3IOB, TPAHCTIOPTUPOBKA M XPaHCHHE

O6pameHHe C UCIIBITYCMBIMH U KOHTPOJIbHBIMU JICKAPCTBCHHLIMU CPCACTBAMU

Texnuka 6e30macHOCTH NP paboTe C JIEKAPCTBEHHBIMU CPEICTBAMHU

(DOpMI/IpOBaHI/Ie 0TUCTa O JOKIIMHUYCCKOM UCCIICAOBAHUH JICKAPCTBCHHOI'O CPCACTBA

Aymut oTuéTa ciryx00ii (Tpynmoii) obecrieueHus KauecTBa

[Tpouenypa yTBep>KIeHHUS OTYETA

CranmaptHele onepannonusie nmporeaypsl (COIT)
Hopwmsl Hagyiexxameit 1abopatoproit npaktuku (GLP) n Hajuexamieir mpon3BoACTBEHHOMN

npaktuku (GMP)

7.4 MeToauyeckne MaTepuaJbl, Onpeaesoliue Npoueaypbl OleHNBAHUS 3HAHWUM,
YMeHHUIi, HABBIKOB U (MJIH) ONBITA AeATeIbHOCTH, XapaKTepU3yIIMX 3Tanbl (opmupoBa-
HUSI KOMIIEeTeHIH
OnenuBanue chOpPMUPOBAHHOCTH KOMIETEHIIMUA OCYIIECTBISIETCS HA MPAKTUYECKUX 3a-
HATUSIX B XOJI€ TEKyIIero KoHtposs. [Ipu oreHuBaHuM pe3ynbTaTOB OOYYEHHS MO TUCHUTLINHE
YUUTHIBACTCS:
- BBIIIOJTHEHUE UHIUBUIYAJIbHBIX 3a]JaHUN;

- TECTHUPOBAHHUE;
- cobeceloBanue.

HpOMe)KYTOLIHaH arTecTanusd OCYIECTBIIACTCA B XOA€ CO6€CC,I[OBaHI/I$I Ha 3a4CTC.

8. YueOHO-MeTOAMYECKOE 00ecIeYeHHe U CIHILIMHBI

8.1. OcHoBHas InTEpaTypa

IleuaTHbIe M3TaHUS

3.]'ICKTpOHHbIe H3JAHUA

JIOKIIMHUYEeCKUE UCCIEOBAHUS JIEKAPCTBEHHBIX
BEIIECTB [ DJIEKTPOHHBIN pecypc| : yued.mocodbue
/ A. B. by3nama [u ap.] ; moxn pea. A. A. CBu-
ctyHoBa. - M. : I'DOTAP-Menaua, 2017. - 384 c.

http://www.studentlibrary.ru/book/ISBN978597
0438985.html. — :Pexxum nocTyma: mo moAmucKe
1. KpacHiok, U. U. buodapmanus, niu
OCHOBBI (papMarieBTH4ECKoi pa3paboTKH,
MIPOU3BOJICTBA 1 0OOCHOBAHUS

J3aiiHa JIeKapCTBEHHBIX OpM : yuebHoe
nocobue / Kpacurok U. U. [u np. | - Mockasa :
I'SOTAP-Menua, 2018. - 192 c. - ISBN 978-5-
9704-4710-9. - Tekcr : anektponnslii // IbC
"KoncynbTaHt cryaenra” : [cait]. - URL :
https://www.studentlibrary.ru/book/ISBN978597
0447109.html (naTa obpamenus: 28.09.2022). -
Pexxum noctymna : mo noAmnucke.

8.2. lonoqHuTEILHAS JIUTEPATypa

IleyaTHbIE U31aHUS

DJIeKTPOHHbIE U3IAHNUS

1.YopaBienue ©  dSKOHOMHUKa  (papmammu
[Dnmektponnblii pecypc] / mom pen. U. A.
Hapkepuua — M.: I'DOTAP-Menaua, 2017. - 928
C. —
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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

http://www.studentlibrary.ru/book/ISBN978597

0442265.html. — Pesxum gocTyma: 1mo moaImucKe
2.IIpombInieHHas OMOTEXHOJIO-
rUs JIEKapCTBEHHBIX CPEICTB [D51eKTpOHHBIN
pecypce] : yuebHoe nocodue / . M. Cranuiies-
ckuii. - M. : I'DOTAP-Memua, 2021. URL:
https://www.studentlibrary.ru/book/ISBN97859

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

9. Ilpodeccuonanbubie 0a3bl JAHHBIX U UHGPOPMALMOHHbIE CIPABOYHbIE CHCTEMBbI,
IBC
1. IlpoekTHas AeATE€IHLHOCTh U KOMIUIEKCHBIE TOCTaBKH OMOTEXHOJIOTHYECKOro 000pyaoBaHus /
Caiit opranmszanun. — Pexxum poctymna: http://www.biotechno.ru. — 3arn. ¢ skpana (nara 06-
pamenus: 12.04.2014).
2. Tlpoekt «Bcsi 6uonorus». PyOpuku: OHMOJIOTHS, SBONIONMS, TCHETHKA, YKOJIOTHS,

MOJIEKYJISIpHAs. OMOJIOTHs, HEMPOOUOJIOTHS, MEIUIMHA, OMOTEXHOIOrHH. — Pe-
UM goctyma: https://sbio.info/ . — 3arm. ¢ skpana (mara oOpareHuUs:
12.04.2014).

3. OomectBo OMorexHoyoroB Poccuu. Llenap oOmiecTBa — pa3BUTHE OMOTEXHOJIO-
M 1 OMODKOHOMHKH, OCHOBAaHHON Ha 3HaHUWsX, B Poccuiickoit deneparmu.
Kypuan «Bectauk onotexHosnorum». — Pexxum nocryna: https://biorosinfo.ru/ . —
3ari. ¢ akpana (nara obpamenus: 10.04.2014).
4. BHOTEXHOJOIHSI — COCTOSIHUE W TMEPCIEeKTUBBI pa3BuTUs. COOBITUS ¥ MEPOIPHS-
THUSI HA TeMY OMOTEXHOJIOTHH: KOHTPECChI, KOH(PEPEHINH, BEICTABKH, KOHKYPCHI. —
Pexxum noctyma: https://www.mosbiotechworld.ru/ . — 3arn. ¢ skpana (mara 00-
pamenusi: 1.04.2014).
5. IHTepHET-)KypHAT 0 KOMMEPYECKUX TEXHOJIOTHUSIX. — pexuM goctyma: http://cbio.ru/. — 3arm.
¢ 9KpaHa (nara obpaenus: 4.05.2014).
6. http://www.biblioclub.ru 9BC «YuuBepcuteTckas OnOIHOTEKA OHITAWHY
7.www.e.lanbook.com DBC UsznarenscrBa «JIAHBb»

10. JInueH3HOHHOE U CBOOOAHO PACTIPOCTPaHsieMOe POrpaMMHOe ol0ecreyeHmne

HaumenoBanue Horosop
CepBuC IPOBEPKU YHUKAIBHOCTH TEKCTA Jorosop Ne 149/3K ot 24.07.2023
[Tnatdopma BuaeokoHbepenmii Webinar Jloroop Ne C-9820 ot 14.12.2022
1C: Yuusepcurer IIpod Jorosop Ne 27 ot 30.04.2014
kaspersky endpoint security Jlorosop Ne 179/3K ot 18.08.2023
Apxwusarop 7-zip becruiatHbii
Adobe Acrobat Reader DC becnnatHblit
Astra Linux Common Edition Jloroop Ne 199/9T ot 12.09.2023
1C: DOmnexrponnoe obyuenue. Kopnopatusnsiii | Jlorosop Ne 78/3T ot 06.06.2022
YHUBEPCHUTET
1C: DnexktponHoe oOy4yenue. Beb-kabuner npeno- | Jlorosop Ne 78/3T ot 06.06.2022
JlaBaTelsl M CTy/IeHTa
Koncynprant [Tmoc Jorosop Ne 318/9T ot 09.01.2023

11.0nucanue MarepuMaJIbHO-TEXHUYECKON 0a3bl, HEOOXOAMMOM Ui OCYLIEeCTBJICHUS
00pa3oBaTeILHOIO NMpPoIecca Mo JUCHUIIHHE.
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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/
https://www.mosbiotechworld.ru/
http://cbio.ru/
http://www.biblioclub.ru/
http://www.e.lanbook.com/

11.1.1Momenenust Ajasi NpoBeeHUsT Y4eOHbIX 3aHATHI

HOMGH.[GHI/ISI OJid MPOBCACHUA y‘-IGGHbIX 3aH$ITI/II>’I, COOTBCTCTBYIOIIIHC IICI\/JICTBYIOH_II/IM

IMPOTHBOIIOKAPHBIM IIpaBHJIaM U HOpMaM

11.2.Texnu4yeckue cpeacTBa 00yueHHst
Jlis peasin3aluy IMCHMILIMHBL UCIONb3YIOTCS CIEAYIOIINE TEXHUUECKUE CPEICTBA:
— TEXHUYECKHE CPEJCTBA Mepenayn yueOHoH nH(popMauy — MPOSKIMOHHAS anmnapary-

pa WIMPOKOI'0 Ha3HAYCHUS

— TCXHHUYCCKUC CPCACTBA KOHTPOJIA 3HAHUM — KOMITBIOTCPHBIC IPOIrpaMMBI B IOJACHUCTC-

me Moodle LMS, npumMensironiecs st IpOBEICHUS TEKYIIET0 KOHTPOJIS 3HAHUI ydaliXcs;

RBOooo~NORwNE

13.
14.
15.
16.
17.
18.

19.
20.
21.
22.
23.

= o

Tpenaxepsl 1 000pynOBaHUE:

AxBaguctuistop aekrpuueckuii PHS AQVA
boxkc ms ITHP — Ananuza UVT — B - AR
Becnr ananutnueckue BCJI —200/0,1 A
Nuky6atop Covatutto S4 Digitale Automatica na S4 siiia
Memanka marautHast MM - SM
Mukpockorn Mukpomen 2 Bapuant 2-20
MHuKkpockon crepeocKonrueckuii mankparndecknii MC-2 Zoom
Hacoc Bakyymusiii 2 HBP — S/IM1
pH-metp crar HI 2210, pH/mB/C - metp
pH/okcu — metp HI mopraTuBHbIii, 6€3 TPOBEpKH
Crepunmsatop mapoBoil aBTOMAT ¢ BO3MOKHOCTBIO BbIOOpa pexuMoB crepuim3anuu ['Ka-
25113
VYibrpa3BykoBas moiika EImasonik S10H (0,8:1) ¢ HarpeBom
[enTpudyra MmeaumnuHcKas Jabopatopras «Armedy
HIkad cymmnsnsii HIC-80-01 CITY
TepmocTart anektpuueckuii cyxopozaymnsiii TC-1/80 CITY
Boxkc abakTepuanbHbIii Bo3aymHoH cpeasl bAB — «Jlamunap-c»-1,2
XonouIbHUK KOMOMHUPOBaHHBIH 1abopaTtopHblii XJI-340 «POZIS»
Tepmocrar mporpamMmmupyemsbiii st npoeAeHus [IIIP — anHanm3a yeTbIpexKaHAIbHBIN
TTI4-ITLP-01-«Tepuux»
JInodpunbHas cymka Va Co2
Wcnapurens poranuonHsiii HP-1JIT
[MepememmBatoiee ycrpoiicteo LOIP LS-120 (JIAB - I1Y-02)
bnennep BL 1500
Becsl hacoBouHbIE

11.3. ITomemeHus 1JIs CAMOCTOSATEIbHOM PadoThI
ITomemnienust OCHaIIEHBI KOMIIBIOTEPHOM TEXHUKOM C BO3MOYKHOCTBIO MOJKIIOYEHHUS K Ce-

1 WHTEpHET M OOECmeYeHneM JOCTyIa B SJEKTPOHHYIO MH(POPMAIIMOHHO-00pa30BaTEIbHYIO
cpely YHUBEpPCUTETA
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PabGouas mporpamma JUCHUILINHBI «I[OKJ'II/IHI/IHGCKI/IC HUCCIICIOBAaHUA B 6I/IO(bapMaKOJ'IOFI/II/I»

Pa3paborana:
no1.kadenpsl OMOTEXHOJIOTHH, Uypunosa T.M.
K.0.H.

OOcyxeHa:
Ha 3aceJjaHuu Kadeapsl OMOTEXHOJIOTHH,
1.0. 3aB.Kadenpoi 3aepko B.1.

CornacoBaHa U peKOMEHIOBaHA K MCIOJIb30BaHUIO B 00pa30BaTEeIbHOM Ipoliecce sl 00ydaro-
nuxcs mo HamnpapieHuro moarotToBku 19.04.01 buorexnomorus 2023 roma Habopa 3a04HOU
dopmer o0yuerust 31.05.2023

PykoBonurtens OITOIT BO Tomunit M.B.

JlexaH ¢akysibTreTa ryMaHUTapHOTO
U MEJMKO-OMOJIOINYECKOro 00pa3oBaHUs ®enpko H.A.
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