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1. llesab ocBoeHMsI AUCHUTJIMHBI

Ilenp OCBOCHHS MTUCIUIUIMHBI — ()OPMUPOBAHHE KOMIIECTCHIIMA, 00ECIIEYMBAIOIINX BO3-
MO>KHOCTb IIPOBEICHHS aHAJIM3a HAYYHON U TeXHU4YECKOil nHpopMaluu B 00J1acTH OMOTEXHOJI0-
TUU U CMEXKHBIX JUCIHILTAH IS COBEPIICHCTBOBAHUS M PA3BUTHUS MHTEIUICKTYAIBHOTO U 00-
HIEKYJIbTYPHOTO YPOBHSI.

[Iporpamma paszpaborana B coorBerctBur ¢ ®I'OC BO mo HampaBiieHHIO MOATOTOBKH
(cnermmanbHOCTH) 19.04.01 BroTexHoMOTHS, YTBEP)KISHHBIM MpHKazoM MwuHoOpHayku Poccum
10 aBrycra 2021 rona Ne 737.

2. Mecto aucuuminnsl B ctpykrype OITIOII By3a

Hucnummza «Jlokmuanyeckue uccnenoanus B onodapmaxonorum» (b1.0.03) ornocut-
cs1 k obs3arensHOM yacTu briokal (Jductummasl) OITOII, ee uzydenue ocymiectBisercs B 4 ce-
MECTpE.

Jl71g ocBOEHUS JTaHHOW TUCIUILUIMHBI HEOOXOJUMbI 3HAHHS, YMEHHUS U HaBBIKH, (hopMUpYye-
MBbI€ Ha IPEbIIYILIEM 3Tare 00y4eHusl.

3HaHMS, YMEHHS ¥ HaBBIKM, TIOJIYYCHHbIE NPU H3YYCHUH JAHHOM JAUCUHUILIIHHBI
HEOOXOUMBI JUIsl YCIEIIHOTO OCBOEHUS CIENYIOIUX AUCUUIUIMH. HayuHo-uccinenoBatenbckas
pabota, IlpenmurioMHas MpakTHKa.

3.HepequL IVIAHUPYEMBIX pe3yJbTaToB Oﬁy‘leﬂﬂﬂ o IMCHUIIJIMHE, COOTHECEHHBIX C
IMJIAHUPYEMBIMHU PE3yJbTaTaMHU OCBOCHUS 06pa30BaTeJ’lbl—[Oﬁ MporpaMmal

PesynbTaThl OCBOCHHUS AMCUUILUIMHBI C(OPMYIMPOBAHBI B COOTBETCTBUHU C MpodeccHo-
HaJIbHBIMU CTaHJapTaMH:

[Tpodeccnonanbuplii cTangapT «CHENUANNCT T10 TPOMBIIUICHHON (hapMaiu B 00JIACTH HC-
CJIeZIOBaHUH JIEKaPCTBEHHBIX CPE/ICTBY», YTBEPXKICHHBIHM NpruKa3zoM MUHHUCTEPCTBA TPYIa U COLM-
anpHOM 3ammThl Poccuiickoit @eneparuu ot 22 mast 2017 r. N 430n (3apeructpupoBan MuHu-
crepcTBoM toctunnu Poccuiickoit @eneparyu 6 utonst 2017 ., peructpanuonnsii N 46966);

Kox A, ypoBens kBanudukauuu 6.

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

[Tpodeccuonanpupiii cranaapT «CHenMamucT IO MPOMBIIITIEHHON (apManuu B 00JacTH

IPOM3BOJICTBA JIEKAPCTBEHHBIX CPENICTBY», YTBEP)KIACHHBIM NpHKazoM MHUHUCTEpCTBA TpyAa U
conuanbHoi 3amuTsl Poccuiickoit enepamnu ot 22 mas 2017 r. N 430H (3aperucTpupoBaH
MunncrepctBoMm toctuiiuu Poccuiickoit ®@eneparuu 6 utonst 2017 r., perucrpanuonssiii N
46966)

Kox A, ypoBens kBanudukanuu 6.

Tpyoosas ¢hynxkyus: Benenne TeXHOIOTUYECKOTO MPOIecca MPU MPOMBIIIEHHOM TIPOU3-
BOJICTBE JICKAPCTBEHHBIX CPECTB

Konsr [Tnanupyemble pe3yabTaTbl 00yueHus (JeCKpUITOPHI)
U COJEpKaHUE 3HaTh YmMmers Buianers
KOMIIETCHIIUI HaBbIKAMU

OIIK-5. Cnioco0eH IUIaHUpOBAaTh M TMPOBOJAUTH KOMIUIEKCHBIE IKCIIEPUMEHTAIbHbBIE U pac-
YETHO-TEOPETUUYECKHE UCCIIE0BAHMS [0 pa3pabOTaHHOM MporpaMMme, KpUTHYECKH aHAIU3UPO-
BaTh, 0000IaTh U HHTEPIPETHUPOBATH MOTYUEHHBIE SKCIIEPUMEHTAIbHbBIE TaHHbIE

U onk-5.1 1. Tlopsnmox dapmaries- 1. TInammpoBate | 3. Brasers HaBbIKaMH
[Imanupyer  dap- | THIECKUX pa3pabOTOK apmaneBTHIECKHE MIPOBEJICHUST HCCIIE/I0-
MalEeBTUYECKHE 2.0cobeHHoctd  (yHK- pa3paBoTKH BaHMA B  olyactu
pa3pabOTKH U MPO- | IMOHUPOBAHUS  COBpE- (hapmareBTHIECKOI

2
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BOJUT HCCJIENOBA-
HUL B oOJactu
dapmareBTHUC-

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

MEHHBIX OWOTEXHOJIOTH-
YEeCKUX TIPOIECCOB |
MIPOU3BOJICTB

2. TlpoBoauTh
HCCIEIOBAHUS B
obractu
(bapManeBTUYECKOM
TEXHOJIOI'MH B YaCTH
BBITTOJHSIEMBIX
TEXHOJOIMYECKHUX
IIPOIIECCOB

OMOTEXHOJIOTUH B CO-
OTBETCTBHH C pa3pa-
OOTaHHBIMH IIJIAHAMH,
Kacaroluecss JIOKJIU-
HUYECKHUX HCCIEN0Ba-
HUI

OIIK-6. CnocoOen pa3pabaTbiBaTh M MPUMEHSTHh HAa MPAKTUKE WHHOBALIMOHHBIC PEIICHUS B
HAYYHOH M TPOM3BOJCTBEHHOH cdepax OMOTEXHOIOTUH Ha OCHOBE HOBBIX 3HAHHI U MPOBEACH-
HBIX HUCCIEAOBAHUI C YUETOM YKOHOMHUYECKHUX, KOJOTHUECKUX, COLMAIBHBIX U APYTHX OTpaHU-

YeHUU

Hork-6.2
YunuTBEIBaeT KO-
HOMHYECKHE, DKO-
JIOTHYCCKHE, COIH-
albHbIE U JpYyTue
OTpaHUYEHUSI TIPH
pa3paboOTKe HHHO-
BallMOHHBIX pellie-
HUH

1. 3Haer kakue SKOHO-
MUYECKHE,  OIKOJOTHhYe-
CKHE, COLMaIbHBIE U
Ipyrue OTrpaHUYCHUS
MOTYT BO3HUKHYTh IpHU
pa3paboOTKe HHHOBAIIH-
OHHBIX PEIIECHUN

1.YMeer  yuuThIBaThH
SKOHOMHYECKHE, JKO-
JIOTUYCCKHE, coIu-
albHBIE U JIpyrue
OTpaHUYEHUS B MPO-
1ecce JTOKIMHUYSCKUX
HUCCIEeqOBaHUN

1.Bnaneer HaBLIKaMU
OIICHKHU BIIUSHHUS JKO-
HOMHYECKHUX, DKOJIO-
THYECKHE,  COLHATh-
HblE W JIpyTUX oOrpa-
HUYEHUN IIpU paspa-
OOTKE  HMHHOBAILIMOH-
HBIX pELICHUI

IIK-2 Cnocoden B

€CTH TEXHOJOTHYeCKHH nmpouece 1nmpu npoMbINUICHHOM IPOMU3BOACTBE

JIEKapPCTBEHHBIX CPEICTB

Hnk-2.2

[Tpu pelIeHnH
MPUKJIAHBIX 3a7a4
WCIIONBb3yeT  aHa-
JIUTUYECKUE METO-
JUKA W BU3Yyallb-
HBIN KOHTpPOJb
OMOTEXHOJIOTHYE-
CKOI0 IIporiecca

1. 3HaeT aHAIUTHUYECKHE
MCETOAUKHN U MCTOIbI BU-
3yaJIbHOTO KOHTPOJIS
TEXHOJIOTHYECKOTO TPO-
recca npu IIpOU3BOJICTBE
J'IeKapCTBeHHI)IX CpeI[CTB
I JOKJIMHUYECKUX HC-
CIIeIOBaHWH

1. [IpumeHnser anamu-
TUYECKUE METOIUKU U
BU3YAIBHBIN KOH-
TPOJIb OMOTEXHOJIOTH-
4eCKOro npoiiecca
IperapaToB

1.Ilpumenenuss  aHa-
JUTHUYECKUX METOAUK
U BU3YaJIbHOTO KOH-
TPOJS IS CO3JaHUS
OTIBITHO-
MIPOMBIIIJIEHHBIX ~ 00-
pasLoB  JIEKapCTBEH-
HBIX CpEACTB U IIO-
CIENYIOINX  JIOKJIH-
HUYECKUX HCCIeI0Ba-
HUM

4.00beM AUCHUIIJIMHBI B 3A4Y€THBIX €/IMHUIAX ¢ YKA3AHUEM KOJIUIECCTBA

aKaJeMH4YeCKHX YaCOB, BbI/ICJICHHBIX HA KOHTAKTHYIO padoTy 00y4aommxcs ¢
npenoaasareseM (110 BUAaM y4eOHBIX 3aHATHII) U HA CAMOCTOSITEJILHYIO PadoTy

00y4Yar MU XCH

HaunmenoBaHue pasaciioB

JAUCITUITIIMHBI

KonraktHas  ayauropHas | CaMOCTOSATENbHAS

pabora oOy4aromuxcs

c| pabora, B TOM

npenoaaBaTrcjieM B Hacax, B YHUCJIE KOHCYJIb-

TOM 4YHUCJIC

Taluu
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4 Pazgen 1. OcHoBHBIE NPUHIUIIBI J10-
KIIMHAYECKUX HCCIICIOBaHUN Jiekap- | 4 2 45
CTBEHHBIX CPE/ICTB
4 Paznen 2. Opranu3zanus ¥ npoBeje- 5 8 43
HHE JOKJIMHUYECKUX UCCIEI0BAHNN
4 [TpomexxyTodHas aTTecTalus: 3a4eT 4
Htoro nmo mucnuIninye: 6 10 92
Yacos 108 | 3au.en. 3 16 92
5.Conep:xkanne IUCHUNTHHBI
5.1. Conep:xanue pa3iesioB TUCUUIIMHBI
Kox xom- HaunmenoBanue Kpatkoe conepskanue paszzuena u Tem
METEHIINU paszena TeMbI
Honxk-5.1, Pazgen 1. OcHOBHBIC TPUHIIK- OcHOBHBIC TEepMUHBI W TOHATHA. McTopude-
Hornk-6.2, bl TOKJIMHUYECKUX HCCIIEN0- | CKOE Pa3BUTHE TOIXOJ0B K JOKIMHHYECKUM HCCIIe-
Hnk-2.2 BaHUH JICKapCTBEHHBIX | JOBAHUSAM JICKAPCTBEHHBIX cpencTB. COBpEMEHHBIC
CPEICTB MOJXOJbI M TEXHOJIOTMYECKUE 3Tallbl pa3paboTKu

JIEKapCTBEHHBIX cpeAcTB. OTedyecTBEHHbIE U 3apy-
Oe’KHbIe PYKOBOJICTBA MO JTOKIMHUYECKUM HCCIEN0-
BaHUSIM JIEKApCTBEHHBIX CPE/ICTB. 3aKOHO/AATENIbHAsS
06a3za B oOjacTu pa3pabOTKH, JAOKIMHUYECKUX HC-
CIIEZIOBAaHUM JIeKapCTBEHHbIX cpeAcTB. [IpaBuia
MIPOBEJICHUS TOKINHNYECKUX uccinenaoanui (GLP).
HccnenoBanus in vitro. DKOHOMUYECKUE ACTIEKTHI.
[leqp MOKIMHUYECKUX HCCIEAOBAaHUM JIEKap-
CTBEHHBIX CpPEACTB KakK IMOJy4eHHE HayYHbIMH Me-
TOJIaMU OLIEHOK U JI0Ka3aTeiabCTB 3 (HEKTUBHOCTU U
0€30IacCHOCTH JICKapCTBEHHBIX CpelCTB. Buuel wnc-
CIIEZIOBAaHMH, NMPOBOJAWMBIX B paMKax TOKIMHHYE-
cKkuX uccienoBaHuid. IlnaH mpoBeneHHs JOKIMHU-
yeckux HuccienoBaHuii. OCHOBHBIE aCMEKTHl CTaH-
JapTa Mo XMMHMYECKHM CBOMCTBaM, IPOLECCY IMPO-
U3BOJCTBA M KOHTpomo KaudecTBa (Chemistry,
Manufacturing, Control, CMC) npu mnpoBeaeHuu
JNOKJIIMHUYECKUX  uccienoBaHusx. CraHgapTHbIe
omneparmonnslie npornenypsl (COIT). Hopmsr Hamie-
xaiei snabopatopHoil mpaktuku (GLP) u nHamme-
anied mpon3BocTBeHHOH npaktuku (GMP).




Nonk-s.1,
Horik-6.2,
Nnk-2.2

Paznen 2. Opranuzanus u
MPOBEACHUE JIOKJIMHUYECKHUX
HUCCIIETOBAHUN

Cxema opranusaiiii UCCIIEIOBAHUS; CYObEKTHI
TOKJIIMHUYECKUX KCCIEIOBAHUNH B COOTBETCTBHU C
npaBunamu GLP; ponb M OTBETCTBEHHOCTh 3aKas3-
YhKa WCCIICOBaHUS; aIMUHHUCTPAIUS HCCIIeI0Ba-
TENbCKOW opranuzauuu (GyHKIUS U POJb B MPOBE-
JICHUW WCCIICZIOBAHM); PYKOBOJAUTENb HCCIIEI0Ba-
HUs (mpolenypa Ha3HaueHUs, PYHKIMH U POJIb B
MPOBEJICHUU HCCIIEJOBAHUS); HCCIIEAOBATEIbCKAS
rpynna (cocrtaB, 3aladyd, OOS3aHHOCTH KaxXIOro
YJieHa WCCIEAO0BATEIbCKON TpYNIBL, MporpaMma
o0ydeHus TepcoHaa); ciuyxoa (rpymma) odecrneyde-
HUs KadecTBa (Tporieaypa (GOpMUPOBAHHMSI, COCTaB,
(GyHKIMUM U POJb B IMPOBEIECHUU HCCIEAOBAHUA);
OCHOBHOH IIaH-rpaduK HCCIeTOBaHUS (IPUHIUITHI
(hopMHUPOBaHHS W YTBEPXKICHUS, 00bEM); TIJIaH HC-
cienoBanusi (MPUHIMIBI  COCTABJICHUS, MOPSIOK
yYTBEPXkACHUSI, BHECEHUE M3MEHEHHI); (hopMUpOBa-
HUE JIOChE IO MCCIIETOBAHUIO; OCOOCHHOCTH MYIIb-
TUIEHTPOBBIX HWCCIICIOBAHWM;, HAIMOHAIBHAS U
MeXAyHapoAHasi METOANYECKUEe 0a3bl, peraiaMeHTH-
pyrolIre AOKIMHUYECKHE HCCIeIoBaHus Oe3omac-
HOCTH JIEKapCTBEHHBIX CPEJICTB; O MPU3HAHUU U 00
OIICHKE COOTBETCTBHS HCIIBITATEIBHBIX JIA00OpATO-
puii (IEHTPOB) NPHHIMIIAM HaJyIeKaleh gadopa-
TOPHOUM TPAKTHKH, COOTBETCTBYIOIIUM IPHHIIHIIAM
Hajuiexailed nmaboparopHoit mpakTuku OpraHuza-
[IUY YIKOHOMHUYECKOTO COTPYIHUYECTBA U PA3BUTHSI.

HopMmaTtuBHo-nipaBoBasi 0aza, periiaMeHTHpPYIO-
masi paboTy ¢ IKCIEPUMEHTAIBHBIMH JKUBOTHBIMU;
BUJIBI TaOOPATOPHBIX KUBOTHBIX; TPEOOBaHUS K Ja-
OOpaTOpPHBIM KUBOTHBIM (KOHBEHIIMOHAJLHBIC JKU-
BOTHBIE, )KuBOTHBIe SPF-cTaryca); opranuzanus pa-
00T B MEAMKO-OMOJOTUYECKON KIMHHUKE (BUBAPUHN):
KOHBEHIMOHANBHBIN 0710k 1 SPF-0110K (TexHOMOTH-
geckoe 000pyI0BaHUE, PETJIaMeHT paboThl; OCTYTI-
JIeHWE >KUBOTHBIX, KapaHTHH/aJanTanus, KOHTPOIb
YKU3HEOOECIICUeHUs, CAHUTApHs); NPUHIUIIBI pado-
TBI C DKCIIEPUMEHTATbHBIMU KUBOTHBIMU; MTOJIUTUKA
WCCIIEIOBATENILCKOTO YUPEKACHUSI B 0OONACTU HC-
MOJIb30BaHUS Ja0OPAaTOPHBIX >KMBOTHBIX B OHMOMe-
JTUIIMTHCKUX WCCIICJIOBAHMSIX; KOMHCCHS IO KOHTPO-
0 3a COoAepaHHEeM M HCIOIb30BaHHEM Jabopa-
TOPHBIX JKUBOTHBIX; IMPOTOKOJI-3asIBKa HA MCIIOIH30-
BaHHE JIA0OPATOPHBIX JKUBOTHBIX B HCCIEIOBaHUU;
BeTepHHapHas ciyx0a (posib BETEpUHAPHOTO Bpaua
B JIOKJIMHHYECKHUX WCCIIEJIOBAHMSX); TEXHHUKA 0e3-
OITACHOCTH TpU paboTe ¢ JTabOPATOPHBIMHU KHBOT-
HBIMH.

OcobeHHocTu OOpaleHus ¢ JKUBOTHBIMU pa3-
JUYHBIX BHUAOB (MBIIIAMHU, KPBICAMH, MOPCKUMHU
CBUHKAMH, KPOJIMKAMH); BBEJICHUE JICKAPCTBEHHBIX

S)




CPEICTB JIaOOPATOPHBIM KUBOTHBIM Pa3IUYHBIX BH-
JIOB; METOJbI AHAITE3UU U aHECTe3UH; (UKCAIUs
Ja00OpaTOPHBIX JKMBOTHBIX; 3a00p OmoMarepuana
(KpoBH, MOYM); METO/bl 3BTAHA3HUM; NATOJOTOAHA-
TOMHYECKHE UCCIIeIOBaHUs (ayTorcHs, 3a00p BHYT-
PEHHUX OPraHOB M TKAHEH, OJITOTOBKA BHYTPEHHUX
OpPraHoOB U TKaHEH sl TUCTOJIOTHYECKOr0 UCCIIE0-
BaHUA).

[Ipouenypa mnpuema HCHOBITYEMbIX W KOH-
TPOJIbHBIX O0OpPa3lOB JEKAPCTBEHHBIX CPEICTB (I0-
KyMEHTAIMs); cUcTeMa HJEHTU(UKALNUU HUCHBITYye-
MBIX U CTaHJIAPTHBIX JICKAPCTBEHHBIX CPENICTB; Xa-
paKTEepPHUCTHUKA MCTIBITYEMBIX U CTaHJIAPTHBIX JIEKap-
CTBEHHBIX CPEACTB (AHAIUTUYCCKUIN MACIIOPT, JaH-
HbIE O CTaOWMJILHOCTH); MpoIeaypa oTOOpa pe3epB-
HBIX 00pa3loB; TPAHCIOPTHPOBKA U XpaHEHHE; 00-
pallleHre ¢ UCTIBITYEMbIMH U KOHTPOJIBHBIMU JIEKap-
CTBEHHBIMH CPEJCTBAMH; TEXHHUKA OE30MacHOCTH
npu paboTe C JEKapCTBEHHBIMH CPEJCTBAMHU.

dopMHUpOBaHUE OTYETA O JOKIMHUYECKOM HC-
CIIEZIOBAaHUH JIEKAPCTBEHHOTO CPEACTBA; CTPYKTYypa
OoTYeTa; NPUIIOKEHUS K OTYeTy; ayauT OoTuéra
ciryx0o0ii (rpyrmroi) oOecrieuyeHus: KadyecTBa; IMpo-
Heaypa YTBEpKICHHS OTYeTa.

5.2. Jlekuun
[IpakTyu
Ne Kox-0 [Tepeuenn yueOHBIX Popua coxad
HammenoBanwue yiek- | 9acoB npoBe- | MOJTOTO
paszne- BOIIPOCOB
1 UH JeHUs BKa
qny
ITHIT)

1 JloknuHu4eckue uc- 4 1. OcHoOBHBIE TEPMHUHBI U Ounas ITHII

CIIEZIOBAaHUS  JIeKap- MOHATHS.

CTBEHHBIX  CpPEJICTB: 2. MHcropuueckoe

UCTOPUYECKUIA pa- pasBUTHE MOJIXO/0B K

KypC, COBpPEMEHHBIC JOKIIMHIYECKUM

HOPUHIUIBL U TOAXO- UCCIIEI0BAaHUSIM

IIbl, PETYISATOPHBIE H JIEKapCTBEHHBIX CPECTB.

HPKOHOMHMYECKHE  ac- 3. CoBpeMeHHbIE OIXObI

MIEKTHI Y TEXHOJIOTHYECKHE ITAITBI

pa3pabOTKHU JIEKAPCTBEHHBIX
CpPEJICTB.

1 3akoHOAATEIbHAs 2 1. OreyecTBeHHbBIE U Ounas [THII

6a3a B obnactu 3apyOeKXHbIE PYKOBOJICTBA

pa3paboTKHy, 10 JOKIMHUYECKHM

JOKJTMHIHYECKUX UCCIIEIOBAHHSIM

UCCIIeI0BaHUN JIEKapCTBEHHBIX CPEICTB

JIEKapCTBEHHBIX 2. IlpaBuita mpoBeneHMs

CPEICTB JOKJIMHHUYECKUX

6




uccienoBanuii (GLP).
3. DKOHOMUYECKHUE ACTIEKTHI
pa3paboTKH,
JTOKJTMHUYECKUX
HUCCIEN0BaHUN
JICKapCTBEHHBIX CPEICTB
2 [Ipouenypa npuema 2 1.Benenue nokymeHTauu Ounas TTHII
HCIIBITYEMBIX U 2.Cucrema uaeHTUDUKAIAH
KOHTPOJIbHBIX UCIBITYEMbIX U CTaHAApT-
o0pa3LoB HBIX JIEKapCTBEHHBIX
JIEKapCTBEHHBIX CPEICTB
CPEICTB 3.XapakTepucTHKa HCIBITY-
€MBIX U CTaHJIAPTHBIX Jie-
KapCTBEHHBIX CPEJICTB
4. Tlpomemypa otbopa pe-
3epBHBIX 00pa31OB
5. TpancnopTupoBKa M Xpa-
HEHHE
6.00pamieHre ¢ UCHBITye-
MBIMH U KOHTPOJIbHBIMH Jie-
KapCTBEHHBIMHU CPEJICTBAMU
Bcero yacoB 6 6 0/6
5.3. CemuHapbl
Jlanublit Bug paboOTh HE MPEIYCMOTPEH YYEOHBIM TIIaHOM
5.4. JlabopaTopHble 3aHATHUSA
Jlanublit Bug paboThl HE MPEIYCMOTPEH YYEOHBIM TLIaHOM
5.5. IlpakTu4yeckune 3aHATHS
IIpaxTuue
No HaumenoBanue 3ansatus | Koi-Bo [Tepeuenn yueOHBIX ®opma | ckas
pas- 4acoB BOIIPOCOB IpoBe- | MOJArOTOB
neia JIEHUS ka (I111/
ITHIT)
1 JlokiHnYeckue ucclie- 2 1.Bunpl uccnenoBanuit, npo- | OuyHas [THII
JOBaHMsI KaK Hay4YHbBIN BOJMMBIX B paMKax JOKIUHH-
METO/ OIIEHKH M JIOKa- YECKHX MCCIIeTIOBAaHHH.
3arenbcTBa 3 dexTus- 2.Ilnan npoBeneHUs JOKIH-
HOCTH U 0€301acHOCTH HUYECKUX HCCIICIOBAHUI.
JIEKapCTBEHHBIX
CPEJICTB.
2 Cxema OpraHu3aluu 2 1. CyObextsl  pokiuHHue- | OyHas ITHIT
JNOKITMHUYECKOTO  HC- CKHX HCCIIEZIOBAaHUH B COOT-
CJIeZIOBAaHUS BeTCTBUU C npaBuiamu GLP
2. Pomb W OTBETCTBEHHOCTH
3aKa34rKa UCCIeIOBaHUS
3. AIMUHUCTpANUS HCCIIE0-
BaTEIbCKOW OpraHU3aIlluu
4. PyKoBOAMTENb HCCIEIO0BA-
HUS




5. HUccnenoBarensckas Tpym-
na
6. Cnyxba oOecriedeHust Ka-
4ecTBa
2 HopmatuBHO-ipaBoBast 2 1. Bunwer nabopatopHbix xu- | OuHas [T
0a3a, perjiaMeHTUpPYIO- BOTHBIX; TpeOoBanus K jabo-
niasi paboTy ¢ 3Kcrepu- pPaTOPHBIM KUBOTHBIM
MEHTaJbHBIMU  JKUBOT- 2. Opraamszanusi paboT B Me-
HBIMH JTUKO-OHUOJIOrMYECKOi  KJIMHU-
Ke (BUBapHH)
3. IlpuHnumel paboThI C dKC-
MEPUMEHTAIbHBIMU  JKUBOT-
HBIMH
2 OcobGenHoctu oOpaiie- 2 1. Benenue nexapcTBeHHbIX | OuHas [1I1
HUSL C KUBOTHBIMHU pa3- CpeZACTB 1a00paTOPHBIM
JMYHBIX BUJIOB YKUBOTHBIM PA3IUYHBIX
BUJIOB
2. Meronbl aHanTe3uN U
aHeCTe3Uun
3. ®ukcanus 1ad00paTOPHBIX
YKUBOTHBIX
4. 3abop Ouomarepuana
(xpoBH, MOUN)
5. Merobl 5BTaHa3UU U
MaTOJIOT0aHATOMUYECKHE
MCCJICTOBAHMUSI
2 ®opmupoBaHue oTyeTa 2 1. CtpykTypa oTuera Ounas I1I1
0 JIOKJIMHHUYECKOM HC- 2. [IpunioxxeHus K oT4eTy
CJIEJOBaHUH JeKap- 3. Ayautr ortu€ra ciyx00ii
CTBEHHOI'O CpPE/CTBA (rpymmoif) obecrneueHus: Ka-
9YecTBa
4. Tlpouenypa yTBEpKICHHS
oryera
Bcero yacos 10 10 4/6
5.6. KnnHnyeckne npakTuyecKkue 3aHATHS
JlarHbIH BU paObOTHI HE TIPEYCMOTPEH YIEOHBIM TUIAHOM
5.7. CamocTosiTeqIbHAs1 padoTa 00y4yaromuxcs
Bun camocros-
HaumeHnoBanue pazzaena TETbHON Kon-Bo Kon
(TemMsr) BHEAYJUTOPHON OneHounoe 4acoB /KOJ- | KOMIIETEH-
JUCITUTLIAHBI paboTel 0Oy4aro- CPEIICTBO BO Yac Ha uu(if)
X Cs1/ KOHTPOJIb TTHTIHITT
CaMOCTOSATEIIbHOMU
paboTHI
Pasnenr 1. OcnoBHbIe | CaMOCTOATENLHOE Bonpocs qist 10/10 Honk-s.1,
MIPUHIIAITE  JTOKJIMHWYE- | H3y4eHHE JIUTepa- W3YYICHHS Hork-6.2,
ckux uccaenoBanuid je- | typsl (ITHIT, T1IT) Wnk-32




KapCTBEHHBIX CPEJICTB Breimonaenne wH- | MHAMBUAYaTh- 15/10
JTMBHUTYaTbHBIX HBIE 3a0aHuA
3amanmii  (ITHII,
I11IT)
ITonroroska k te- | TecToBble 5/5 Hornxk-s.1,
CTUPOBAHUIO 3a7aHus Nornk-6.2,
(TIHIT, ITIT) Wrix-3.2
Paznen 2. Opranusauus | BeimonHenue wH- | MHIWBHITyab- 10/10
U TIPOBEIEHHE JIOKIHU- | AMBHIYaIbHBIX HBIC 3a1aHuUs
HUYECKUX  uccnenosa- | 3amanuii  (ITHII,
HUU [11T)
CaMoCTOSTENBHOE Bormpocsr mist 10/3
W3YYCHHE JUTEpa- W3YYCHHUS
typsl (ITHIT, TTIT)
CaMocTosiTenpbHOe Bonpocer mis 2/2
[ToaroToBka k 3auety W3yuYCHHE JIUTEpa- U3yUYCHHUSI
typsl (ITHIT, TTIT)
Bcero yacos 52/40

6. IlepeueHb y4eOHO-METOIHYECKOro OOecmedeHHUsI JAJIA CAMOCTOSITEIbLHOW PadoThbl

00y4JaIMXCs MO AUCHUIIHHE

1. MeToauueckue peKOMEHIAIMK JJIsi CTYJCHTOB 0 OpPTraHU3allii BHEAYyIUTOPHOW ca-
MOCTOSITEJIBHOH pabOThl MO JUCHUILIMHE «/[OKIMHHYECKHWEe HCCIeIoBaHus B OMO(apMaKoio-
THHY.

2. JIexnMOHHBIA KypC MO AMCIHILINHE «TUCHUIUIHHE «J[OKIMHUYECKUE UCCIICIOBAHMS B
OrodapMaKoIOTHN .

3.Meronuyeckue yKa3aHus K MPAKTHYCCKUM 3aHATHSAM 10 JUCHUIUTHHE «JOKIMHMYe-
CKHE MCCIICIOBaHUS B OO apMaKOIOTHI.

7. OneHo4Hble MaTepHaIbl IS NMPOBEICHUS] TEKYIIEro KOHTPOJIS H NMPOMEKYTOY-
HOM aTTecTaluu 00y4YalomMXxcs 1o AUCUMILINHE

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

Kox xomnerennmu | MHaekcel Cemectp Otan (GopMHUPOBaHHUS
OIIK -5 HMonk-s.1, 1 ITpomexyTOuHBIN
OIIK-6 Hork-6.2 1 [TpoMeKyTOUHBIN

[1K-2 Wrik-2.2 1 IIpomexyTouHbIi

7.2 OnucaHue nokasartejiei u KPUTEPHUEB U HIKAJ OLICHUBAHUA KOMIIeTeHII i

OIIK-5 CnocobeH miuaHUpoOBaTh U TMPOBOJIUTH KOMIUIEKCHBIE IKCIIEPUMEHTAIbHbBIE U
pacyeTHO-TEOPETUUECKUE UCCIIEOBAHMS 110 pa3padOTaHHOH MporpaMMe, KpUTUYECKH aHATU3H-
poBath, 0000111aTh M HHTEPIPETUPOBATH MOTy4YEHHBIEIKCIIEPUMEHTANIbHBIE JTaHHBIE

N onk-sa [Inanupyer ¢dapmaneBTHUECKUE pa3pabOTKU M MPOBOJUT HCCIEIOBAHUS B OOJIACTH
(bapmMaleBTUYECKOM TEXHOJIOTMH B YAaCTH BBIMOJIHAEMbBIX TEXHOJIOTHYECKUX MPOLIECCOB

[Ipouenypa
OuenuBaemslii pe3ynbTaT | Kputepun oneHuBanus OLICHUBAHUS
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(IeCKpHUITOPHI) Hrorosoe Hrorosoe
WHIUBUTY- WH/IUBUTY-
aJIbHOE 3a/1a- | albHOE 3ajia-
HUE HUE

1. Ocob6ennoctu ¢ynkuuo- | 1. OmmceiBaer Meroasl | Cobeceno- Cobeceno-
HUPOBAHHS COBPEMEHHBIX | COCTAaBJICHHs ITUIAHOB IO | BAHUE,  BbI- | BaHHUE
§ OMOTEXHOJOTMYECKHX  IPO- | apMaIleBTUYECKON pa3- | MOJTHEHUE
Z | IeCCOB U IPOH3BOJCTB paboTKe ¥ TPOBEICHUS | HHIMBUIY-
WCCIICZIOBaHMsI B OOJIACTH | allbHBIX  3a-
(dhapmameBTHUECKON TeX- | JaHUU
HOJIOTHH B YaCTH BBIIIOJI-
HSEMBIX  TEXHOJOTHW4Ye-
CKHUX ITPOIECCOB
1. TlmanupoBare ¢apmanes- | 1. Xapakrepusyer npun- | Cobeceno- Cobeceno-
TUYECKHE pa3paboTKH IIUTIBI IUTAHUPOBAHMS | BAHUE,  BBI- | BaHHUE
5 2.IlpoBomuTh HccienoBaHUs | papMalleBTUYECKUE pa3- | MOJHEHHE
2 |B obmacti ¢apmManeBTHue- | padOTKM M TPOBEICHUS | HHIUBULY-
> CKOW TEXHOJIOTHM B YaCTH | MCCIEIOBAHUS B OOJIACTH | albHBIX  3a-
BBINOJIHAEMBIX TEXHOJIOTHYE- | (hapMaIleBTHYECKOW TEX- | JaHH
CKHUX TPOIIECCOB HOJIOTHH B YacCTH BBIIIOJI-
HSEMBIX  TEXHOJIOTHYe-
CKHUX TIPOIECCOB
1. Brnagers HaBbikamu npoBe- | 1. Bnaners HaBeikamu | Cobeceno- Cobeceno-
é JICHUSI UCCIICJIOBaHM B 00Jla- | IPOBEJICHUSI HUCCJICIOBA- | BAHUE,  BbI- | BAHUE
2 ctu (papmaneBTudecKkoi OWo- | HMH, Kacalolmecs: JI0- | MOJHEHHE
S | TEXHOJIOTHH B COOTBETCTBHM C | KIMHMYECKUX — MCCJIEN0- | MHIMBH]LY-
& | pa3pabOTaHHBIMU  IIaHAMHM, | BAHHH IIpOrpaMme QIBHBIX  3a-
% Kacaroluecs: JOKIMHIIECKIX JaHUN
& | Hccmenosanuit

OIIK-6 CnocobGeH pa3pabaTeiBaTh W MPUMEHSATh HAa NPAKTUKE WHHOBAI[MOHHBIC PEIICHUs B
HAay4yHOM M MPOU3BOJICTBEHHON cdepax OMOTEXHOJIOTHH HA OCHOBE HOBBIX 3HAHMM M IPOBE-
JEHHBIX MCCIENOBAaHUN C y4€TOM DJKOHOMUYECKHX, DKOJIOTMYECKUX, COLMAIBHBIX U JPYTUX
OTpaHUYCHUHN
HMonk-6.2 YUUTBIBa€T Y)KOHOMUYECKUE, IKOJIOTUYECKUE, COLIUAIBHBIE U IPYTUE OTPAaHUYCHUS IIPH
pa3paboTke MHHOBALMOHHBIX PEIICHUN

3HaeT

OuenuBaemslii pesyapTaT | Kputepun onieHuBaHus [Ipouenypa
(IeCKpHUMITOPHI) OIICHUBAHUS
Texymuin koH- | [Ipomexyrou-
TPOJIb HBIM KOHTPOJIb
1.3naer kakue | 1. OnuceiBaer »KoHO- | CobecenoBa- CobGecenosa-
SKOHOMUYECKHUE, MUYECKHE, 3KOJOTHYe- | Hue HUE
9KOJIOTMUECKHE, COLMAJIBHBIE | CKUE, COLMUAIBHBIE MU
u Apyrue OrpaHUYCHHUS | APyrue  OrpaHUYeHUs,
MOTYT  BO3HMKHYTH  IIPH | KOTOpbIE MOT'YT IOBIIH-

pa3paboTKe WHHOBAIMOHHBIX
peLIeHuit

ATh Ha WHHOBAI[MOHHBIC
peuieHus
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YeHUU

= 1. Ymeer yuuteiBath 5KOHO- | 1. JlaeT omeHky skoHo- | CobecemoBa- Co0ecenoBa-
§ MHYECKHE, DKOJIOTHYECKUE, | MUUECKUM, JKOJIOTHYE- | HUE,  BBIIIOJ- | HUE
> COIIMAJIbHBIC M APYTHE Orpa- | CKHM, COLMAIbHBIM U | HCHHE  WHIH-

HUYCHHS B IMPOIECCE JOKIU- | JPYTHUM OTPAaHUYCHHSIM | BUAYaTbHBIX

HUYECKUX HCCIIENOBAHUI B IIpolecce JOKIMHU- | 3aJIaHUN

YECKHUX UCCICIOBAHUM

Bnaneer HaBplkamMu oleHKHU | Biameer HaBblkamu | CoOecenoBa- Co0ecenoBa-
E BIIMSAHUSA YKOHOMHYECKUX, | MPU pa3pabOTKe WHHO- | HUE,  BBINOJ- | HUE
E AKOJIOTUYECKHE, COIMAIIbHBIC | BAIIMOHHBIX  PCIICHUN | HCHUE  WHIH-
S U JIPYTHX OTPAaHUYCHHUA TIPH | y4eTa OICHKH BIMSHUS | BUIYaTbHBIX
5 pa3pabOTKe WHHOBAIIMOHHBIX | SKOHOMHYECKHX, OKO- | 3aJlaHUi
5 | pemennii JIOTHYECKHE, COIUAIb-
5 HBIE W JPYTHX OIPaHH-

IIK-2 Crioco6eH BECTH TEXHOJIOTHYECKUH MPOIIECC MPU MPOMBIIIJICHHOM IMPOU3BOJICTBE JIEKap-
CTBEHHBIX CPEJICTB
Hnk-2.2 [Ipu pemieHny NpUKIAaIHbIX 33/1a4 UCIIOJIb3YET AaHATUTUYECKHE METOAUKHI U BU3YAJIbHBII
KOHTPOJIb OMOTEXHOJIOTHYECKOT0 Ipolecca

[Ipouenypa
OrneHUBaeMbIiA pe3yIbTaT OIICHUBAHHSI
(IeCKpHUMITOPHI) Kpurepuu Texymmii [Ipomexy-
OIICHUBAHMS KOHTPOJIb TOYHBI KOH-
TPOJIb
1. 3naer aHanutrdeckue | 2.Xapakrepusyer aHanu- | Cobecemona- | CobecenoBa-
METOJIUKH u METOJIbl | THUECKUE METOAWKM U | HU€, BBINOJ- | HUE
BH3YyaJIbHOTO KOHTPOJISI | METOBI BU3YaJIbHOTO | HCHHE WH/IU-
S TEXHOJIOTUYECKOI0 TMpoIlecca | KOHTPOJS TEXHOJOTH4Ye- | BUIyaTbHBIX
;% pu MIPOU3BOJICTBE | CKOTO mporiec- | 3aJaHui
JIEKapCTBEHHBIX CPENICTB AJS | Ca,MCIOJb3yeMble  IMPHU
JOKJIIMHUYIECKUX TIPOU3BOJICTBE JeKap-
UCCIIeTIOBaHUH CTBEHHBIX CPEACTB JUIA
JMOKJIIMHUYECKUX  HCClIe-
JOBaHUU
1. [TpumensieT aHaTUTHYE- 1. C nomomipto ananutu- | CobecenoBa- | Cobecenona-
CKHE METOJIUKH U BU3YyaJIb- | YECKHUX METOJHWK W BU3Y- | HUE, BBINOJN- | HUE
HBI KOHTPOJIb OMOTEXHONIO- | aTbHOTO KOHTPOJIS OHO- | HEHHE WHAU-
THYECKOT0 TpoIiecca Mpemna- | TeXHOJIOTUIECKOT0 IPO- | BHIYaJTbHBIX
paToB Iecca TMpenapaTtoB Xa- | 3aJaHHM
pakTepu3yeT  OIBITHO-
MPOMBIIIJICHHYIO ~ OTpa-
5 O0TKY TEXHOJOTHMH OHO-
S TEXHOJOTHYECKUX  Jie-
> KapCTBEHHBIX CPEJICTB
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1. Tlpumenenus anamutuye- | 1. Ilpumenenusst Tteope- | CobecenoBa- | Cobecemona-
CKHUX MCTOJUK U BU3YAJIbHOI'O | THYCCKUX 3HAaHUU U3 06- HHC, BBbIIOJI- | HUC
KOHTpOJISL  JUJISl  CO3JaHUs | JIACTH OOIICH M 4YacTHOW | HEHUE WHIIH-

Z OTIBITHO-TIPOMBILICHHBIX 00- | OMO(GapMaKoIOTuH Uil | BUAYAIbHBIX
= | pasuos JIEKapCTBEHHBIX | CO3IaHUS ONBITHO- | 3aJaHUMH

= CpPEACTB W TOCIEAYIOUIMX | MPOMBIIIICHHBIX 00pas3-

E TOKIMHUYECKUX HCCIIEeIOBa- | IIOB JIEKapCTBEHHBIX

§ 305071 CPEICTB U MOCIENYIO-

S WX JOKJIMHUYECKUX HC-

a ClleI0BaHui

Onucanue MKAaJ OLlCHUBAaHHUA

DopMoii MPOMEKYTOYHON aTTECTAIlMM MO TUCHUILIMHE sABIseTcs 3aueT. CTyAeHT Jomyc-
KaeTcsi K MPOMEXKYTOUYHOM aTrrectanuu B ¢opMe 3a4yeTa MpHU YCIOBUU BHIOJHEHHUS BCEX BHUJIOB
yueOHOI padoThl, MPEAYCMOTPEHHBIX pabouell mporpaMMol AUCHUILTUHBL. 3a4eT MPOBOAUTCS B
dbopme cobecenoBaHus TMpenojaBaTesis U CTyJeHTa MO MPEIBAPUTEIHHO BBIIAHHBIM BOMIPOCAM
Juist cobecenoBaHusl 10 BbIOOpY mpenojaBatens. [IpenonaBarens BIpaBe 3ajJaBaTh JOINOJIHU-
TEJbHBIE BOIIPOCHI CTYIEHTY, €CJIM €r0 OTBET HE PACKPHIBAET MOCTABICHHBIA BOMPOC. Pe3ynbTaT
3ayeTa 0OBABIIETCS 00YUArOIIEMYCsl HETIOCPEACTBEHHO IMOCIIE €T0 CAAayH, 3aTeM BBICTABIISICTCS B
3a4€THYIO BEJIOMOCTh U 3aU€THYIO KHIKKY.

Ixkana nepecyera 6a/U10B 10 AUCHMILINHE IIPH MPOMEKYTOYHOI popme
aTTecTalllu 1o JUCUMIJIMHE — 3a4eT

bann Onenka YpoBeHb chopMUPOBAaHHOCTH
KOMIIETEHIIUN
ot 4,5 10 5,0 «3a4YTEHO» Bricokuii
or 3,5 1044 «3a4TEHO» Cpennuii
or 2,5 103,44 «3a4TEHO» [Toporossiii

7.3 TunoBble KOHTPOJIbHbIE 3aJaHUSI WJIM HMHbIe MaTepuajbl, HEOOXOAUMBbIE IS
OLICHKH 3HaHWi, YyMeHMi, HABLIKOB M (WJH) ONBITA [eSITeJbHOCTH, XapaKTepPU3yHOIMX
3Tanbl (POPMHPOBAHNUS KOMIIETEHIUI B Mpolecce 0CBOCHHs 00pa30BaTeIbHOIl POrpaMMbl

IlepeyeHb NPAKTHYECKUX HABBIKOB JIS1 TEKYLIEr0 KOHTPOJIS 110 AUCHUILIHHE:
1. WHrepnperupyer nony4eHHbIE IKCIEPUMEHTAIbHbIE JaHHbIE

2. Ompexenser MOPSAOK INITAHUPOBAHUS W MPOBEICHUS KOMIUICKCHBIX dKCTIEPUMEHTATBHBIX
U PacYeTHO-TEOPETUUYECKUX HCCIEA0BaHUMN 10 pa3paboTaHHOW mporpaMmme

3. CrmocoOeH oCylIeCTBIATh TEXHOJIOTHYECKOe IPOEKTHPOBAHNE Pa3pabOTKH
TEXHOJIOTHYECKOH U ammapaTrypHoi cxeM (apMareBTHUECKOTO IPOU3BOICTBA

4. CocraBinser rpaduK UCCIETIOBAaHUH C YU€TOM JaHHBIX MOHUTOPUHTA U 3aIUTHI
OKpYKaroIle cpebl

5. Omnpenenser MEPONPUSITHS IO OOECTICYCHHUIO TEXHUKN 0€30MacCHOCTH Ha TIPOU3BOJICTBE

6. Pa3pabaTeiBaeT MEpONPHUATHS IO 0OCCIICUCHUIO TEXHUKHA OS30TTACHOCTH Ha IIPOU3BOJICTBE
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10.

11.

arwdndE

N o

10.
11.

12.
13.

14.
15.
16.
17.

18.

19.
20.
21.
22.

[Tnanupyet MeponpusITHs 10 MOHUTOPUHTY U 3aIIUTE OKPYKAIOIIEH CpeJlbl C MO3ULIUU
YKOHOMUYECKUX, SKOJIOTHUECKHUX, COITUAIBHBIX U APYTUX OTPAHUICHUN.

XapakTepusyeT OIBITHO-TTPOMBIIUICHHYIO OTPAa00TKY TEXHOJIOTUN OHOTEXHOJIOTHUECKUX
JICKapPCTBEHHBIX CPEJICTB

JleMOHCTpHUpYET HAaBBIKA COCTABJICHUS TUIAHOB JABMKEHUS MPEIMETOB TPY/ia B IIPOU3BOJICTBE
u pazpabotku JIB

XapaxkTepu3yeT THHOBALIMOHHBIE HAIIPABIIEHHUS B IPOM3BOJICTBEHHBIX cepax
OMOTEXHOJIOTHHU

Otmeuaer TpeboBanust GMP, HanpaBiieHHBIE Ha OXPaHY OKPY’KaIOIIEH Cpe/ibl, COLUATbHBIX
OrpaHUYECHUN

Bonpocsl 17151 TpOBePKU YPOBHS TeOPETHYECKOH MOATOTOBKH 00y4alOIIMXCHA B XOJe
NMPOMEKYTOYHOM aTTeCTALMHU:

CoBpeMeHHbIE TTOAXObl U TEXHOJOTUYECKHE ITaIlbl pa3padOTKU JIEKAPCTBEHHBIX CPEICTB
[TpaBuiia npoBeeHMs TOKIMHUUECKUX uccaeaoBanuii (GLP)

Hccnenosanus in vitro

DKOHOMHUYECKHE aCHEKTHI.

Lenb TOKITMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX CPEACTB KaK MOTy4YeHUE HAYYHBIMU
METOJIJaMH OLIEHOK U JI0Ka3aTeIbCTB 3(PPEKTUBHOCTU U OE30MACHOCTH JIEKAPCTBEHHBIX
CPEICTB

Buape! uccnenoBanuii, MpOBOJMMBIX B paAMKax JOKIMHAYECKUX UCCIEIOBAHUI

[1nman npoBeneHust JOKIIMHUYECKUX UCCIIETOBAHUI

OcHOBHBIE aCMEKTHI CTaHAApTa [0 XUMHUYECKUM CBOMCTBaM, MIPOIIECCY TPOU3BOICTBA U
koHTpouo kadecTBa (Chemistry, Manufacturing, Control, CMC) nipu npoBezieHHH
JOKITMHUYECKUX UCCIIETOBAHUAX

Cxema opranu3zanuu JOKIMHUYECKUX UCCIEAOBaHUIN

Opranu3anuy S5KOHOMHUYECKOTO COTPYAHUYECTBA U PA3BUTHUS

HopmartuBHo-npaBoBas 6a3a, periaMeHTHpYIoIIast paboTy ¢ IKCIEPUMEHTaIbHBIMU
YKUBOTHBIMU

Bunbl 1abopaTopHbIX JKUBOTHBIX

TpebGoBanust k 1a00PATOPHBIM KUBOTHBIM (KOHBEHIIMOHAILHBIE )KUBOTHBIC, )KUBOTHBIE SPF-
cTaTyca)

Opranuzanus paboT B MEIUKO-OUOIOrMYECKOI KIMHHUKE (BUBAPHUH)

[TpuHIMIIBI pabOTHI ¢ SKCIIEPUMEHTATBHBIMU YKUBOTHBIMH

TexHuKka 0€30MaCHOCTH MPHU PadOTe ¢ TaGOPATOPHBIMU KUBOTHBIMHU.

OcoOenHocTy 00palleHus ¢ JKUBOTHBIMU PAa3IMYHBIX BUIOB (MBIILIAMU, KPBICAMH,
MOPCKHUMHU CBUHKAMHU, KPOJIMKAMH )

BBenenue ekapcTBEHHBIX CPEICTB JIA0OPATOPHBIM KUBOTHBIM PA3TMYHBIX BUIOB; METO B
aQHAJITe31U U aHECTE3UH

®ukcanus J1a00paTOPHBIX KUBOTHBIX

3abop 6unomatepuana (KpOBU, MOUH)

Mertoapl 3BTaHa3UU KUBOTHBIX

[TaTomoroanaroMu4ecKue UCCIeI0BaHMS (ayTOICHs, 3a00p BHYTPEHHUX OPTaHOB U TKaHEH,
MOATOTOBKA BHYTPEHHUX OPTaHOB U TKaHEH /JJI TUCTOJIOTMUECKOTO UCCIIEIOBAHU)
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23.

24.

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

[Tponerypa nprieMa UCHIBITYEMBIX U KOHTPOJIBHBIX 00Pa3LlOB JIEKAPCTBEHHBIX CPEJCTB
(ToKyMeHTaIus)

Cucrema ueHTU(PHUKAIMA UCTIBITYEMBIX U CTaHAAPTHBIX JIEKAPCTBEHHBIX CPEJICTB;
XapaKTEPUCTHKA UCTIBITYEMbIX U CTAHIAPTHBIX JIEKAPCTBEHHBIX CPEACTB (AHAIUTUYECKUI
[acropT, TaHHBIE O CTAOMIBLHOCTH)

[Tponieypa oTO0pa pe3epBHBIX 00pa310B, TPAHCIIOPTUPOBKA U XpPaHEHHE

OOparieHue ¢ UCTIBITYEMbIMU U KOHTPOJIbHBIMH JIEKAPCTBEHHBIMU CPEJCTBAMU

TexHuka 0e30macHOCTH NP paboTe € JIEKAPCTBEHHBIMU CPEICTBAMU

dopmupoBaHUE OTUETA O JOKJIMHUYECKOM UCCIIE0BAaHUH JIEKApPCTBEHHOT'O CPEJICTBA
Aymut oTuéTa ciryx00ii (Tpynmnoit) obecrieueHus KauecTBa

IIpouenypa yrBepkAcHUA OTYETA

CranpaptHele onepanuoHusie npoueaypst (COIT)

Hopwmbr Hamexameit naboparopHoit npaktuku (GLP) u Hauiexaieit mpon3BoACcTBEHHON
npaktuku (GMP)

7.4 MeTtoauyecKkue MaTepHaJibl, ONpeaesiolie MpoueIypbl OleHMBAHUS 3HAHMIA,

YMeHHUii, HABBIKOB U (MJIH) ONBITA JAeATeIbHOCTH, XapaKTePU3yIOIIMX 3Tanbl (hOpMHUPOBa-
HHUS KOMIIeTeHIM I

OnennBanue CPOPMHUPOBAHHOCTH KOMIIETEHIIMM OCYIIECTBIISICTCS HA MPAKTUYECKUX 3a-

HATUAX B XO0€ TCKYHICTI'O KOHTPOJIA. HpI/I OLICHUBAHUHU PC3YJIbTATOB O6y‘ICHI/IH 10 JUCHUIIIINHEC
YUUTBIBACTCA:

- BBITNIOJITHEHUE UHUBUIYAIbHBIX 33 JaHHIA;

- TECTUPOBAHUE;

- cobeceloBanue.

[TpoMexyTodHast aTTecTamus OCYIISCTBIIICTCS B X0JIe COOSCEeIOBAaHUS Ha 3a4eTe.

8. YueOHO-MeTOANYECKOE 00ecieyeHHe TUCIIMILINHBI
8.1. OcHoBHas UTEpaTypa

IleyaTHBIe M3TaAHUS 3HeKTp0HHBIe H3JaAHUA

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

http://www.studentlibrary.ru/book/ISBN978597
0438985.html. — :Pesxxum mocTyna: mo moAmnucKe
1. Kpachmwoxk, U. Y. buodapmarus, niu
OCHOBBI (papManeBTUUECKON pa3paboTKHy,
MIPOU3BOJICTBA K 0OOCHOBAHUS

J3aifHa JIeKapCTBEHHBIX (hOpM : yueOHoe
noco6wue / Kpacuiok U. U. [u ap. ] - Mocksa :
I'SOTAP-Menwua, 2018. - 192 c. - ISBN 978-5-
9704-4710-9. - Tekcr : anexkTpoHHbIH / DBC
"Koncynbsrant cryaenra : [caiit]. - URL :
https://www.studentlibrary.ru/book/ISBN978597
0447109.html (nara obparenus: 28.09.2022). -
PexxuM 1ocTyma : 1o noANKCKeE.
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8.2. lonosHMTEBbHAS JUTEPATYPA

IleyaTHBIE M3TaHUS 3.]'IeKTp0HHbIe H3JAaHUA

1.YopaBienue ©  dSKOHOMHUKa  (papmanmu
[Onmexktponnbiii pecypc] / mom pem. U. A.
Hapkepuua — M.: I'DOTAP-Menaua, 2017. - 928
c. —
http://www.studentlibrary.ru/book/ISBN978597

0442265.html. — Pesxum gocTyma: 1mo moamucKe
2.IIpombInieHHas OMOTEXHOJIO-
rUs JICKAPCTBEHHBIX CPEJICTB [D51eKTpOHHBIN
pecypc] : yuebHoe mocodbue / 5. M. Cranumies-
ckuii. - M. : I'DOTAP-Memua, 2021. URL:
https://www.studentlibrary.ru/book/ISBN97859

70458457.html. — Pexxum gocTyna: mo mojirmmc-
Ke

9. Ilpodeccuonanbubie 0a3bl JAHHBIX U UHGPOPMANMOHHBIE CIIPABOYHBbIE CHCTEMBbI,

IBC

. IIpoexTHas AeATeNbHOCTh U KOMIUIEKCHBIE IOCTaBKU OMOTEXHOJIOIMYECKOr0 000PYA0BaHUs /
Caiit opranmszauun. — Pexxum poctyna: http://www.biotechno.ru. — 3arn. ¢ skpana (nara 06-
pamenus: 12.04.2014).

. Ilpoext «Bcst 6nonorus». PyOpuku: Onomorusi, SBOIIONMS, TEHETHKA, YKOJIOTHS, MOJIEKYJIISp-

Has OWOJIOTHs, HEHpOOHMOJOIUs, MEIUIMHA, OHOTEXHOJOTHHM. — PeXuM nocryma: WWW.
sbio.info . — 3aru. ¢ akpana (mara oopamenus: 12.04.2014).
O6miectBo  OmoTexHOO0roB Poccuu. Ilens oOmiectBa — pas3BUTHE OMOTEXHOJIOTHHU

1 OMOPKOHOMUKHM, OCHOBAaHHOW Ha 3HaHUsX, B Poccuiickoit denepanmu. XKXypHan «BecTHuk
ouotexHosorum». — Pesxum noctyma: Www. biorosinfo.ru. — 3ari. ¢ skpana (gara oopaiiie-
Hus: 10.04.2014).

. BHOTEXHOIOTHSI — COCTOSIHUE M MEPCHEKTUBBI pa3BUTHsS. COOBITUS M MEPONIPHUSATHS HA TEMY
OMOTEXHOJIOTHH: KOHIPECCHI, KOH(PEPEHIINH, BEICTABKH, KOHKYPCHI. — PEKUM J0CTyma: WWW.
mosbiotechworld.ru. — 3aru. ¢ sxpana (nara oopaienus: 1.04.2014).

5. IHTepHET-)KypHAT 0 KOMMEPYECKUX TEXHOJIOTHUSIX. — pexuM goctyma: http://cbio.ru/. — 3arm.

¢ okpaHa (nara oopamenus: 4.05.2014).

6. http://www.biblioclub.ru 9BC «YuuBepcuteTckas OnOIHOTEKA OHIAWH)

7.www.e.lanbook.com DBC U3znarenscrBa «JIAHDb»

10. JIueH3uOHHOE U CBOOOAHO PACNIPOCTPaHsieMOe MPOrpaMMHOe o0ecreyeHmne

Hanmenosanue orosop

CepBuC NPOBEPKU YHUKAIBHOCTH TEKCTA KonTpaxt Nel170/3T o 11.08.2025

1C: Yuusepcurer IIpod Jorosop Ne 27 ot 30.04.2014

kaspersky endpoint security Kontpakr 189/9T ot 25.08.2025

Apxusarop 7-zip becruiatHbii

Adobe Acrobat Reader DC becnnatHblit

Astra Linux Common Edition Jloroop Ne 199/9T ot 12.09.2023

1C: DnextponHoe obyuenue. Kopnoparus- Horosop Ne 78/3T ot 06.06.2022
HBII YHUBEPCUTET

1C: DnexktpoHHoe o0y4yeHue. Beb-kabuner Horosop Ne 78/3T ot 06.06.2022
MIPEeToIaBaTelisl M CTyICHTA

KoncynpranT [lmoc Kontpakt 303/3T ot 16.12.2025
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11.0nucanue MaTepuaJIbHO-TEXHUYECKON 0a3bl, HeOOXOAMMOM [JIf OCYLIEeCTBJICHUS
00pa3oBaTeILHOIO NMpPoIecca Mo JUCUUIIHHE.
11.1.1Momenenus Ajsi NPoBeeHUsT Y4eOHbIX 3aHATHI

[Tomemienust aisi MpoBEACHHUS Y4YEOHBIX 3aHSATHHA, COOTBETCTBYIOUIME JEHCTBYIOIIUM
IPOTUBOIOXKAPHBIM IIPAaBUJIaM U HOpMaM
11.2.Texnu4yeckue cpeacTBa 00yueHust
Jlis peasin3aluy IMCHMILIMHBL UCIIONb3YIOTCS CIEAYIOIINE TEXHUUECKUE CPEICTBA:
— TEXHUYECKHE CPEJCTBA Mepenayn yueOHoH nH(popMauy — MPOSKIMOHHAS anmnapary-
pa LIMPOKOIro Ha3HAYCHMS,;
— TEXHMUYECKHUE CPEACTBA KOHTPOJI 3HAHUI — KOMIBIOTEPHBIE NIPOTrPAMMBI, IIPUMEHS-
IOLIMECs /IS IPOBEJCHUS TEKYILIEro KOHTPOJIS 3HAaHUN yJaluxcs;
Tpenaxxepbl 1 000pyAOBaHUE:

AxBaguctuisaTop aekrpuueckuii PHS AQVA
boxkc pns ITHP — Ananuza UVT — B - AR
Becn ananutnueckue BCJI — 200/0,1 A
Nuky6atop Covatutto S4 Digitale Automatica na S4 siia
Memanka marautHast MM - SM
Mukpockorn Mukpomen 2 Bapuant 2-20
MHuKpockon cTepeocKonnueckuii mankparndeckuii MC-2 Zoom
Hacoc Bakyymusiii 2 HBP — S/IM1
pH-metp cran HI 2210, pH/mB/C - metp
pH/okcu — metp HI mopraTuBHbIi, 6€3 TPOBEpKH
Crepunmsatop mapoBoil aBTOMAT C BO3MOKHOCTBIO BbIOOpa pexnMoB crepuimsanuu ['Ka-
25113
12. VaerpasBykoBas moiika Elmasonik S10H (0,8:1) ¢ HarpeBoM
13. Ilentpudyra meaunuHckas tadopatopHas «Armedy»
14. Mxad cymmnsnsiii HIC-80-01 CITY
15. Tepmocrar anektpuueckuii cyxoBo3aymnsiii TC-1/80 CITY
16. Boxc abakTepuanbHbIid Bo3aymHOU cpeapl BAB — «Jlamunap-c»-1,2
17. XonoauneHUK KOMOMHUPOBaHHBIN abopaTtopHblit XJI-340 «POZIS»
18. Tepmocrat mporpamMmmupyemsbiid st nposeneHus [P — amanmu3a deThIpeXKaHAIBHBINA
TTI4-ITL[P-01-«Tepuux»
19. JImodwmisHas cymka Va Co2
20. Ucnaputens poraumonnsiii HP-1JIT
21. TlepememmBaromiee ycrpoiicteo LOIP LS-120 (JIAB —I1Y-02)
22. bnennep BL 1500
23. Becsl (hacoBoUHBIC

RO Nookwn =

=

11.3. IlomemeHust A1 CaMOCTOSITEIbHON PadoThI

ITomemneHust OCHAIEHBI KOMITBIOTEPHOU TEXHUKOW ¢ BO3MOXKHOCTBIO MTOAKIIIOUEHUS K Ce-
i VHTepHeT M oOecredeHHeM J0CTyla B 3JIEKTPOHHYI0 MH(YOPMAIMOHHO-00pa30BaTEIbHYIO
cpeny yHUBEPCUTETA
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Pabouas nporpamma nucuuIuiMHbI «JlOKIMHUYECKUE UCCIe0BaHNs B OM0o(papMaKoIOrum»

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

OOcyxeHa:
Ha 3ace/laHnu Kadeapbl OMOTEXHOJIOTHH,
1.0. 3aB.Kadenpoi bonatuues A./].

CornacoBaHa U peKOMEHJIOBaHA K MCIOJL30BaHUIO B 00Pa30BaTEILHOM IIpOLIecCce sl 00ydaro-
mxcsl mo HanpapieHuro noarotoBku 19.04.01 buorexnonorus 2026 roma Habopa 3a04HOU
dbopmbr 00yuenust 27.05.2026.

PykoBonurens OIIOII BO Tomunit M.B.

Hekan daxynbpreTa ryMaHUTAPHOTO
U MEIUKO-OHOJIOTHYeCKOro o0pa3oBaHus I'epacumenko 1.H.
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