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1. IlepeuyeHb MJIAHHPYEMBIX Pe3yJIbTATOB 00y4eHHs 110 JMCHUILIMHE,
COOTHECeHHBIX ¢ I1aHupyeMbiMu pe3yabraTamu OIIOII

Kon Haumeno- Kon mnnukaro- | HammenoBanue uH- | Pe3ynbTaThl 00ydeHHs, COOTHECEHHBIC
KOMIIe- | BaHUE KOM- | pa JIOCTHKEHUSl | JUKaTopa JOCTHXKE- | C MHIMKATOpaMH JOCTHXKEHHUS KOMIIe-
TEHLMH | NETEHUUU KOMIIETEHIINHU HUs KOMIIETEHIIUU TEHLHN

YK-3 | Cnocoben YK-3.4 OcymectBiisier  00- | Ha ypoBHe ymeHui:
OCYIIECTB- MeH wuH(oOpManue, | - YMeeT YCTaHaBIMBATh U TOIICPIKH-
JATh COLHU- 3HAHUSMH U OIBITOM | BaThb KOHTAaKThl, OOECIEeYHBAIOIINE
albHOE B3a- C 4WiIeHaMH  KOJI- | yCIEUIHYIO0 paboTy B KOJUIEKTHBE;
UMOJIEH- JeKTUBa (apmares- | - YMeeT NPUMEHSATh OCHOBHBIC METO-
CTBUE U pe- TUYECKOIO Ipea- | 16l 1 HOPMbI COLUAIBHOIO B3auMO-
AITN30BbI- NPUSTHUS; OLIEHUBAET | JECUCTBUA JI pealli3allid CBOEH POJIH
BaThb CBOIO WJIeU IPYTUX YJICHOB | U B3aUMOJACHCTBUSA BHYTPU KOMaH/IbI.
poib B KO- KOJIJIEKTUBA s | Ha ypoBHe 3HaHuMi:
MaH/ie JOCTH>KEHHS MIOCTaB- | - 3HAET OCHOBHBIE MPHUEMbI U HOPMBI
JIEHHOM LIeJIH COLIMAJIBHOTO B3aUMOJICHCTBUS;
- 3HaeT OCHOBHbBIE MOHATUSA U METO/bI
KOH(MIMKTOJIOTUN, TEXHOJIOTHH MEXK-
JUYHOCTHOM M TIPYNIIOBOM KOMMYHH-
Kalliy B JICJIOBOM B3aUMOJECHCTBUMU.
[IK-2 | TotoB wuc- | [IK-2.4 Hcnosnb3yer Ha ypoBHe ymenumii:
M0JIb30BAaTh 3JIEMEHTHI - YMeeT KOHTPOJUPOBAaTh BBINOJIHE-
HOPMAaTHBH SKOHOMHUYECKOTO HUE YCTAHOBJIEHHBIX TpeOOBaHUU K
ble  JIOKY- aHanu3a B | MOMENIeHUsAM U 000pyaoBaHuIO dap-
MEHTHI IO MPaKTUYECKOU MAalleBTUYECKOTO TPOU3BOJICTBA M HX
Ka4yecTBY, NESATETLHOCTH; OCY- | 00CITY>KHBaHHUIO
CTaHAapTU3 LIECTBISET - YMeeT opranu3oBaTh U KOHTPOIUPO-
anuu u OpraHU3aIII0 U | BaTh XpaHEHUE U TPAHCIOPTHUPOBKY
ceptuduka KOHTPOJIb pa0bOTHI MO | TOTOBOM MPOJYKIIUU B COOTBETCTBUU C
U1 TPO- 00ecCIIeueHUIO YTBEPKJICHHOW JOKYMEHTalMENn ISt
IYKTOB  H (GYHKIIMOHUPOBAHUS | JOCTHUKEHHSI HEOOXOIMMOTO KadecTBa
W3JEIUH, (dapmarieBTHUECKOM | - YMeeT OpraHu30BaTh U KOHTPOIUPO-
3JIEMEHTHI CUCTEMbl  KauecTBa | BaTh MPOBEJECHUE MOHUTOPUHIA YCIIO-
SKOHOMUYE JIEKapCTBEHHBIX BHI MPOU3BOJICTBEHHOU CPEJIbI
CKOro aHa- CPENCTB - YMeeT mpoBOAUTH pabOTHI O OTOO-
J3a B py u yudery obpasnos JIC, ucxomHoro
MPaKTHUYECK ChIpbSl U YIAKOBOYHBIX MAaTEpHUaJoB,
ol  gesite- MPOMEXKYTOUHON MPOAYKIIMU U O0BEK-
JBHOCTHU TOB

- Ymeer Y4aCTBOBAaTh B OICHKE 3KO-

HOMUYECKOH 3(P(PEKTUBHOCTH  JIed-
TEIBHOCTH (apMareBTHIECKOTO
PEIIPUATHS

Ha ypoBHe 3HaHmii:

- 3HaeT TpeOOBaHMUS K PETUCTPALUH
JIC;

- 3Haer ACJIOMPOU3BOACTBO, BUABI U
(bopMBI TOKYMEHTAIIMU W TPaBHIA WX
otopmienus;

- 3Haer TpeOOBaHUS CAHUTAPHOTO




Kon Haumeno- Kon mnaukaro- | HammenoBanue uH- | Pe3ynbTaThl 00ydeHHs, COOTHECEHHBIC
KOMIIe- | BaHUE KOM- | pa JIOCTHKEHUSl | JUKaTopa JOCTHXKE- | C MHJIMKATOpaMU JOCTHXKEHHUS KOMIIe-
TEHIUU | TETCHINH KOMITIETEHIINH HUSl KOMIETCHIIUN TEeHIUI

pexuMa, OXpaHbl Tpynaa, MOXKapHOU
0e30MmacHOCTH, 9KOJIOTHH
OKpY’Karollen Cpensl, MIOPSIA0K
JIEUCTBUI npu Ype3BbIYAMHBIX
CUTYaIHSIX;
- 3HaeT MeTObl MPOBEJICHUS Ay TUTOB
(camOMHCTIEKLIN );
- 3HaeT MOPSJIOK BEJEHUsl MPEAMETHO
KoJumyecTBeHHOTO yueta JIC;
- 3HaeT (hUHAHCOBBIE peCcypchl Mpen-
TIPUSITHS,
- 3HaeT ’KOHOMHUYECKHE MOKa3aTelH
JIeATETLHOCTH TIPEANIPUSATHS;
- 3HaeT BU[BI, METOJBI U ITaIlbl KO-
HOMHUYECKOTO aHaJIn3a
IIK-5 | Cnocoben | [IK 5.2 OcymectBiser Ha ypoBHe ymenwuii:
OpraHU30BbI pacrpeeneHue - YMeeT m1aHupoBaTh NOTPEOHOCTH B
BaTh paboTy 3aad = W paboT | mepcoHane MPOU3BOJCTBEHHOTO MOJ-
HCTIOTHUTE MEXITY pazneneHus
e, COTpYTHUKAMHU - YMeer oueHHBaTh MPO(ecCUOHATb-
HaxOJUTh M MoApa3aeiieHuUs, HO-KBATH(DUKAITMOHHBIN YPOBEHB TIEp-
MPUHUMATH KOHTPOJIb UX | COHaJIa TPOU3BOACTBEHHOTO MOJpa3-
yIpaBjieHYe BBITIOJTHEHUS JIeTIeHUs
CKHE - YMmeer paspabarbiBaTh MEpOIPUS-
pelieHus B THUS TI0 aJanTaIiy epcoHana
obnactu - YMeer pacnpenensarth 3alauyd U
opraHu3aim paboThl MEXTY TePCOHAIIOM
u u MoApa3ieyeHus, KOHTpPOJIb ux
HOPMHPOBa BBITIOJTHCHUS
HUS TpyJa - YMmeer paspabarbiBaTh JOJKHOCT-

Hbl€ WHCTPYKLUHU TEepCcoHajla MpPOM3-
BOJICTBEHHOTI'O IIOJIPa3AcICHUS

- YMeer opraHu3oBaTb OOydeHUE U
OLICHKY 3HaHMI IepcoHaia mojapasje-
JIEHUH 10 oGecreueHuIo KayecTBa

- YMeer pa3zpabaTbiBaTh CHCTEMY (-
(GeKTUBHOM MOTHBAllMU TE€pCcCOHaja
IIPOU3BOJICTBEHHOTO NOAPA3EIECHUS

- YMeer OpraHu3oBaTh PpETYISPHBIE
MEAULMHCKUE npoHIaKTHIECKUE
OCMOTpHI MIEpCOHANIA MOAPa3AeTCHUI
Ha ypoBHe 3HaHuii:

- 3naer TpymoBoe 3aKOHOAATEIBCTBO
P®

- 3HaerT KaApOBBIM MEHEIHKMEHT
IIpaBuna BHYTPEHHEro0 TPYAOBOTO
pacniopsinka TpeOoBaHHs CAaHUTAPHOTO
peKHMMa, OXpaHbl TpynAa, MOKapHOU
0e30macHOCTH, DKOJIOTUHI




Kon Haumeno- Kon mnaukaro- | HammenoBanue uH- | Pe3ynbTaThl 00ydeHHs, COOTHECEHHBIC
KOMIIE- | BaHUE KOM- | Pa JOCTHMXKEHHS | JAMKAaTopa JOCTHUXKE- | C MHJIMKATOPaMU JOCTHKEHMSI KOMIIE-
TEHIMH | NETEeHUUU KOMIIETEHIINHU HUsI KOMIIETEHIIUU TEHLUH

OKpY’Karolen Cpenbl, MIOPSIA0K
JICUCTBUI npu Ype3BbIYAMHBIX
CUTYaLUsAX
YK-10 | Crocoben YK-10.2 VYuyactByet B | Ha ypoBHE yMeHumii:
IIPUHUMATH OCYILIECTBICHUU - Ymeer ¢opmupoBath HHPOpMAIU-
000CHOBaH- 3KOHOMUYECKOH OHHYIO 0a3y Al NPUHATHS OOOCHO-
HbIE IKOHO- JESTENHOCTH BaHHBIX 3KOHOMHYECKHX pELICHUH B
MHUYECKHE MOAPA3ACIICHUS Pa3IMYHBIX OOJACTSIX >KU3HEIESATEINb-
pelieHus B (apMareBTHYECKOTO | HOCTH
Ppa3IMYHBIX NpEeAnpUATUS C | - YMeeT NpUMEHATh pPa3JIUYHbIE Me-
o0macTsx y4eToOM TOAMKH IPOBEJICHUS aHATUTHYECKUX
KU3HEIes- TEOPETUUECKHUX MPOLIEAYP U UX OCYLIECTBICHUS
T€Ib-HOCTH OCHOB - YMmeer npuHUMaTh O0OOCHOBAHHBIE
X0351iCTBEHHOU SKOHOMUYECKUE peuieHus B
NS TEIbHOCTH Ha | Pa3JIMYHBIX o0nacTsx
OCHOBE 3HAHMHA 00 | KU3HEAEITEIbHOCTH
3KOHOMHYECKUX Ha ypoBHe 3HaHmii:
3aKOHOMEpHOCTSX U | - 3Haer [IpaBuna Oyxrantepckoil ot-
OTHOIIEHHUAX YETHOCTH, SKOHOMHYECKHE I10Ka3aTe-
JIU AESATENbHOCTH NPEAIPUATHUS;
- 3HaeT BUJbl, METOJbl U 3TaIlbl KO-
HOMMYECKOT0 aHAJIN3a
VYK-2 | Cnocoben | YK-2.3 [Tnanupyer Ha ypoBHe ymenuii:
OIIpEACIIATh pean3anmio 3a7a4d B | - YMeeT IUIAaHMpOBaTh pEaIU3aLuio
Kpyr 3ajad 30HE CBOEH | 3a/1a4 B 30HE CBOEH OTBETCTBEHHOCTH
B paMKax OTBETCTBEHHOCTH C | C Y4YETOM MMEIOIIUXCS PECypcoB H
IIOCTAaBJICH- Y4ETOM HMMEIOIINXCS | OTPAHUYCHH, JNENCTBYIOLIUX
HOM Lenu U pecypcoB U | IPaBOBBIX HOPM;
BbIOMpATh OTpaHUYECHUH, - YMmeer pacnpenensaTh 3aladd U
ONTHUMAJIb- JNENCTBYIOINX paboThI MEXIY IIEPCOHAJIOM
HBIE CIIOCO- MIPaBOBBIX HOPM Mo/pa3iesieHusl, KOHTPOJIUPOBATh HX
Obl ux pe- BBITIOJTHEHHUE.
IICHUsA, WC- Ha ypoBHe 3Hanmii:
X0 u3 - 3Haer TpyaoBoe 3aKOHOJATEIBCTBO
JEUCTBYIO- PO;
IUX MPaBo- - 3HaeT KaJipoBbI MEHEIKMEHT;
BBIX HODPM, - 3Haer TpeOOBAaHUS CAHUTAPHOTO
HUMEIOLINX- peKHMMa, OXpaHbl TpyJa, MOXKapHON
Csl peCcypcoB 0e301MacHOCTH, JKOJIOTHH
U  OrpaHu- OKpY>KaroIen Cpenpl, MIOPAIOK
YeHUHN JIEHCTBUN pu YpE3BBIYANHBIX
CUTYALUSIX

2. O0beM U MecTO JMCHUILUIMHBI B cTpyKTYpe OITOII

JlucuuIuinHa OTHOCHUTCSL K 4acTH, GopMHpyeMoil ydacTHUKaMHu oOpa3oBatenbHbIx oTHomeHHH OITOII,

ocBamBaeTcs Ha 3 Kypce, 5 ceMecTpe, B COOTBETCTBUH € YUCOHBIM IIAHOM OO0IIasi TPYI0EMKOCTh JUCITH-
TJTMHBI B 3a4ETHBIX €AMHUIAX cocTaBisieT 4 3. €. (144 gaca).




3. Conep:kaHue ¥ CTPYKTYpPa IMCHHUIIJIHHBI

3.1. CrpykTypa AUCIUTIIMHBI

Ne i/

HaumenoBanue
pa3jaesioB, TeM

O0beM TUCHHMIIIHHBI, YaC.

Bcero
4acoB

KonTtakTHas
padora o0yua-
HOLIMXCH € mpe-

noJaBarTejieM C

110 BUJAAM P
Y4eOHBbIX 3aHS-
THH

J |3 | m3

KO
HT

po
Jb

dopma TeKy-
LIero KOH-
TPOJs ycleBa-
€MOCTH, IIPO-
MEeKyTOYHOMI
aTTecTaluu

Cemecmp Ne

4

Pazgen 1.

['ocymapcTBeHHOE perynupoBa-
HUe cdepbl oOpalieHus JieKap-
CTBEHHBIX CPEJICTB

28

6 14 8

Tema 1.1

[ocymapcTBeHHOE peryJupoBa-
HUe cdepbl oOpalieHus IeKap-
CTBEHHBIX CPEJICTB

Tema 1.2

Perucrpanus npennpusatus H
JMUEH3UPOBAHKUE IIPOU3BOJCTBA
JIEKAPCTBEHHBIX CPEJICTB

Tema 1.3

OrteuecTBeHHas (papMarieBTUYE-
CKasl MPOMBIIIJICHHOCTh Ha CO-
BPEMEHHOM JTare

Tema 1.4

Konnenms Hamiexammx ¢ap-
MAaIeBTUYECKHX TMPAKTUK KakK
ocHOBa obecrieueHust 3ddex-
TUBHOCTH, O€30MaCHOCTH M Ka-
yectsa JII1

Tema 1.5

PapmakoHaI30p

Paznen 2

dapmanieBTHYECKas pa3paboTKa
— KaK Hay4HO - MCCIEI0BaTelb-
CKUM TpoeKT (hapmareBTHUE-
CKOT'O IPEIIpUSITUS

32

Tema 2.1

CoBpemenHbIil  (hapmareBTHYE-
CKUi prIHOK: ocobeHHocTH JIC n
IYTH pa3BUTHUS

Tema 2.2

®apmarnieBTHYeCcKasi pa3paboTka
U MCCJIEIOBAHUS

Tema 2.3

Hannexamas nabopatopHas u
KIIMHUYECKAasl MPAKTUKH

Tema 2,4

NudopmanimonHoe  COMpPOBOX-
nenue JIII kak HeoTbemiemas
yacTh (hapMalleBTUUECKON pa3-
paboTKH

Tema 2.5

Perucrparus JII1

Tema 2.6

ITocTperucTpallUOHHBI ~ MOHU-
TOPHHT KauecTBa, 3(PPeKTHUBHO-
cty u 0eszomacHoctu JIIT

Pa3nen 3

OCHOBBI yIIpaBiI€HUS

(dhapmareBTUIECKIM

44




O0beM TUCHHUIIIHHBI, YacC.
KonrakrHas
®opma TeKy-
padora o0yua-
ero KoH-
OLIUXCH ¢ pe- KO
HaumeHoBaHue TPOJIA ycleBa-
Ne n/m Bcero | mopaBarTesiem C | HT
pa3aesoB, TeM €MOCTH, MPO-
4acoB 10 BUAaM P | po .
MEeKyTOYHOM
y4eOHBIX 3aHSI- Jb
N aTTrecTanuu
THIA
J | J3 | I3
PEPUITHEM
OCHOBBI VIIPaBJIECHUSA OPEAIIPUSI-
Tema 3.1 yip PEAUIP 12 |2 4 |6
THEM
Pecypcel npennpusaTus: MaTepu-
Tema 3.2 YPCRI HIPEIUIP P 16 | 2 8 |6
aJIbHBIC, TPYJIOBBIC, U TIP.
OCHOBEI OpraHu3alu U HOPMHU-
Tema 3.3 p H p 16 | 2 8 |6
pOBaHUS TpyAa
OCHOBEI PKOHOMHUYECKOUN U
WHAHCOBOU JEATEIILHOCTH
Pasnen4d | P 5 38 | 4 18 | 16 T
(dhapmareBTUUECKOro
PEANPUSITHS
DKOHOMHUYECKHE TOKA3aTEIN
Tema 4.1 10 2 4 4
NEATEILHOCTH
€HoOoOpa3oBaHuUeE Ha JIEKap-
Tema42 | 2 p P 8 4 | 4
CTBEHHBIE CPEJICTBA
Tema 4.3 | duHaHCOBBIE PECYPCHI 10 6 4
OCHOBBI HAJTOTOO0I0XKEHUS
Tema 4.4 | papmaneBTHUECKHX 10 2 2 6
PEANPUATHI.
IIpomexxyTodHast arrecTanus 2 2 3auer (T)
Bcero 144 20 68 56

Ilpumeuanue: mecm (T).

3.2. ConeprkaHue TUCHUTITUHBI

PA3JIEJ 1. TOCYJAPCTBEHHOE PET'VJIMPOBAHUE C®EPHI OBPAIIEHNA JIEKAPCTBEH-
HBIX CPEACTB.

Tema 1.1. T'ocynapcTBeHHOE perynupoBaHue chepbl oOpallieHus JeKapCcTBEHHBIX cpencTB. ['ocymap-
CTBEHHOE PEryJIMpOBaHUE OXPaHbI 3710pOBbs, oOpamenus JIC u MeauumHCKUX u3nenuid. OnpeneneHue
OXpaHbl 3/10pOBbs, MPUHIUIBI, opranu3anusa. CucreMa 3apaBooxpaHeHus. OCHOBHBIE PErVIAMEHTUPYIO-
1[e Mepsl o o0ecnevyeHuto kadecTna, 6ezonacHoctu u goctynHoctu JIII. Cornamienue o eIMHBIX MPUH-
LUIax ¥ IpaBuiax oOpaleHus JeKapCTBEHHBIX CPEACTB B paMKax EBpasuiickoro 3x0oHOMHYECKOro coro-
3a rocynapct — ujaeHoB. denepanbHble OpraHbl UCHOTHUTENBHOMN BiacTu B cdepe 37paBoOOXpaHEHUsI.
l'ocynapcrBenHble Haa30pHBIE opranbl. OCHOBHBIE (peliepalibHbIe 3aKOHBI B cepe 31paBooxpaHeHus. O3
«O0 ocHOBax oxpaHsbl 3710poBbs rpakaaH B POy». 'ocynapcTBenHoe perynuposanue oopamienus JIC. O3
«O06 ob6pamenun JIC». OcHoBHble MOHATHA.. JIulleH3upoBaHue AeaTenbHOCTH B chepe obpamenus JIC.
I'ocynapctennas peructpauust JIC. IlpousBoactso u mapkupoBka JIC. BBox B rpaxkaanckuii 060poT
JIC. Cucrema monutopunra asuwxkenus JIII qis megunuuckoro npumeHenus. Gapmanesruueckas nes-
TenbHOCTh. OnroBas Toprosis JIC. Posununas Toprosius JIII. @apmanesTuueckue opranuzanuy. Bunel
anTe4yHbIX OpraHu3aiuil. BerepuHapHble anTeuHble OopraHu3aluy. PernaMeHTanus accopTUMeHTa (ap-
MAIEBTUYECKHUX TOBApOB, U3TOTOBJICHUS M OTIycka, xpaHeHus JIII. IIpeaMeTHO-KOMMYECTBEHHBIN y4eT
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JIC pnsa mempunuuckoro npumeHenus. Ilepeuens XKHBJIIL. ['ocynapcTBeHHOE peryivpoBaHUE IIEH Ha
JKHBJIIL. TI'ocypapcTBeHHass perucTpanys HpeAesbHbIX OTIYCKHBIX LeH npousoaurenceil Ha JKHBJIIIL
lNocynapctBenHsiit KOHTpOJb 1eH. 3anpeT Ha npojaxy PJIC, HIIC, KJIC. dapmaneBTUuecKre OTXOIbI.
OcHoBanus u nopsanok ynuuroxenus JIC. IlpuocranoBneHue npuMeHeHMs JIEKapCTBEHHOIO IIpenapara.
OrpaHuyeHus, HalaraeMble Ha OpraHU3ally, 3aHUMAIOIINECs Pa3pabOTKOM, TPOU3BOACTBOM H (MJIH) pe-
anmuzanueit JIIT ans MeauIMHCKOrO MPUMEHEHUs], OpraHu3aliy, 00Jafarole MpaBaMi Ha UCIIOJIb30Ba-
HUe ToproBoro HaumeHoBaHus JIII Uit MEIMLIIMHCKOTO NPUMEHEHUS, OPraHU3alUU OITOBOM TOPIOBIIU
JIC mpu ocyliecTBIEHUH ACSITEILHOCTU B cepe oOpalleHus JeKapCTBEHHBIX CpeAcTB. Permamenranus
xparenus JIC. OTBETCTBEHHOCTD 3a HapyIIeHHE 3aKoHoaTenbcTBa PO npu obpamenuu JIC u Bo3mere-
HUE BpeJla, IPUYMHEHHOTO 3/J0POBBIO I'pax/iaH BeieacTsue npuMmenenus JIII.

Tema 1.2. [lonsTue npeanpustus. Peructpanus npeanpuaTus U JULUEH3UPOBAHNUE MPOU3BOACTBA JeKap-
CTBEHHBIX cpeAcTB. CyLIHOCTh, MPU3HAKK U CTPYKTypa npeanpustus. ['ocynapcTBeHHass perucrpanus
IOPUANYECKUX JIUL] (SIBISIOLIMXCS KOMMEPUYECKUMU OpraHU3alusMi) U UHIUMBUIYaIbHBIX MIPEANPUHUMA-
tenel. [lepeyeHb TOKYMEHTOB, MPEACTABISEMBIX B HAJOTOBBI OpraH Ajisi rOCYIapCTBEHHOW pErucTpa-
LUH OPUAMYECKUX JIML NPU UX cOo3JaHuU. [Iopsnok IuIEeH3upOoBaHUs ACSITEIBHOCTU 1O MPOU3BOJACTBY
JIC. JIunieH3nonHble TpeOOBAaHUS K COMCKATENIO JUICH3UU U JIMLIEH3UATY MPH OCYIIECTBICHUU JIATENb-
HOCTH 110 npou3BoAcTBY JIC.

Tema 1.3. Konnenuus Haanexamux (GpapManeBTUYECKUX MPAKTUK KaK OCHOBA oOecriedeHus: dPPEeKTHB-
HocTH, Oe3zomacHocTy M KadectBa JIII. OGecredeHne kavyecTBa B cdepe OOpalieHus: JEKapCTBEHHBIX
cpenctB. Konnenmus GXP. Dransl ;KM3HEHHOTO IMKJIa JIEKapCTBEHHOTO cpejicTBa. PasnnyuHble moaxosl
K BoIpocaM oOecIiedeHMsI KayecTBa JIEKapCTBEHHOIo cpeacTsa. Llenb, cyTh U coiepixaHHUe OCHOBHBIX
HQ/IJIeKAIIMX MPaKkTUK, obecneunBaromux kadectBo JII1 Ha Bcex sTamax j>KM3HEHHOro Lukia. Mcropus
pa3BuTHs MOAX0J0B K obOecnieueHuto kadectBa JIII. Konnenuus kauecTBa JeKapCTBEHHOTO CPEICTBA,
npososriamenHas BO3. [Tonutuka BO3 B oTHOmIEHNH 00paliieHust JeKapCTBEHHbBIX CPECTB.

Tema 1.4. OteuecTBeHHas (papmalieBTHUECKask IPOMBIIUIEHHOCTh HA COBPEMEHHOM 3Tarne. OCHOBHbIE
aCIEeKThl  TOCYAAPCTBEHHOIO  PEryJIMpOBaHUS  JCSATEIBHOCTH  OTEUYECTBEHHBIX  IPEANPHUATHH-
MPOU3BOJUTENIC HA COBPEMEHHOM OJTare pa3BUTUs cdepbl oOpamieHus JEKapCTBEHHBIX CPEICTB.
[Iproputer rocynapCTBEHHON MOJUTHUKA B 00JacTH JIEKAPCTBEHHOrO OOECHeUeHHs: MOAJIepKKa
OTEUYECTBEHHBIX MPOU3BOJIUTENIEH JIEKAPCTBEHHBIX cpeAcTB. OTEUeCTBEHHbIE JUAEPHl MO MPOU3BOICTBY
JIIT.

Tema 1.5. ®apmakonanzop. Benenue B @apmakonaazop. OCHOBHbIE 3Talbl HCCIeI0BaHUs Oe30MacHO-
cru JIC. ®dapMakoHa30p Kak MHCTPYMEHT roCyAapcTBeHHOro KoHTpouss 6e3omnacHoct JIC. Onpenene-
HUe, IeJb, 3a1a4n. McTopus pazButus cucreMsl @apMakoHa30p B Halleil ctpane u 3a pyoexom. Mex-
JTYHApOJIHOE COTPYJHUUYECTBO B 00JIACTH KOHTPOJIS U O€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB.  3aKOHO-
naTtenscTBO B obnactu dapmakonaazopa.

PA3JIEJT 2. ®DAPMALIEBTUYECKAS PA3ZPABOTKA — KAK HAYYHO-MCCJIEJIOBATEJIbCKUI
[MPOEKT ®APMALEBTHUYECKOI'O IIPEAITPUATUA

Tema 2.1. ®dapmaieBTHUECKUN PBIHOK: OCOOEHHOCTHU U MyTH pa3BuTUi. Muposoii u Poccuiickuii papma-
LEBTHYECKUI PHIHOK HAa COBPEMEHHOM 3Tane pa3BuThs. OCOOEHHOCTH JIEKAPCTBEHHOT'O CPEJCTBA KaK TO-
Bapa Ha pbIHKe. Kiaccudukaimu 1eKkapcTBEHHBIX CPEICTB 10 Pa3HbIM MPU3HAKAM.

Tema 2.2. @apmaneBTudeckas pa3padboTka u ucciegopanus. GapmarieBTHueckas pa3paboTka — OT MOUCKa
OMOJIOTMYECKH aKTUBHBIX BEILECTB 10 BbIBOJA Ha phIHOK JIII. MicTopust u myTu co3anust JIeKapCTBEHHBIX
cpenct. Pa3zpaborka u uccnenoBanus HOBbIX JIC (Research & Development — R&D). IlaTtenTs Ha Jte-
kapctBa. O6mme cBenenus o nateHToBanuu JIC. TepaneBTuueckas, Ouosornueckas u (papMaieBTHIE-
CKasi PKBUBAJCHTHOCTH KakK Kputepui oreHku kadectBa JIII. BwiOop nexapcTBEHHBIX MpenapaToB s
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pa3paboTku. MapKeTHHTOBBIC MccaeAoBaHus, npenmecTBytomue Beioopy JIIT mius paspabortku. Paspa-
00TKa KpUTEpUEB 0TOOPA JIEKAPCTBEHHBIX MPEMApaToB s pa3padoTKu

Tema 2.3. Hagnexamas maboparopHasi ¥ KIMHUYECKast MpakTuku. Jloxnmumanyeckue uccnenoBanus JIII.
Hcropus Bonpoca. Ilonstue GLP xak cucteMbl HOpM, IpaBUJI U YKa3aHUM, HAaIIpaBJIEHHBIX Ha obecrieye-
HUE COIJIaCOBAaHHOCTH M JIOCTOBEPHOCTH pE3YJIbTATOB J1a0OpaTOpHBbIX HccienoBaHuil. HopmaTuBHBIE
IIPAaBOBBIE AKThI, PErJIaMEHTUPYIOIUE HOKIMHUYECKHE HcCleoBaHus 0e30nacHOCTH U 3((HEKTUBHOCTH
JeKapCTBEHHbIX cpeacTB B PD. OObeM AOKIMHMYECKHX MCCIENOBAHUM Ui PErucTpalii BOCIIPOU3Be-
JNeHHbIX ¥ opuruHanbHbIX JIII. ITnaHupoBanue MOKIMHUYECKOTO MCCIIENOBAHMS, COCTABICHUE IIPOTOKO-
na/mnaHa uccienoanus. O6paboTka AaHHBIX Pe3ylbTaTOB AOKIMHHMYECKOro uccienoBanus. Cocrasie-
Hue orueta. KOHTpOJIb KauecTBa MPOBEIEHUS JOKIMHUYECKOTO UccieqoBaHus. KnuHuueckue uccieno-
BaHUS: UCTOpHUECKas cnpaBka. Ponp kimHndeckux uccnepoBanuii JIC B coBpeMeHHO# cucteme obecrie-
yenust kauectsa JIC. [lonsatue o GCP kak 0 MeXIyHapOJHBIX MpaBUiax CO3/1aHUS, BHEIPEHUS U MIPOU3-
BOJICTBA HOBBIX JIEKAPCTBEHHBIX CpeACTB. OCHOBHbIE HOPMATUBHO-IIPABOBbIE U METOJUYECKHUE JOKYMEH-
THI 110 IPABWJIaM Ka4ECTBEHHOW KJIIMHUYECKOW NMpakTUKu. Llenn n Buapl kimHndyeckux uccienosanuit JIC.
Mertoab! IIaHUPOBaHUS U TpeOOBaHUA K 00beMy KimHHYecKuX uccnenoanuii JIC. CTOpoHbI-y4acTHUKU
KJIMHUYECKUX MCCIIEeI0OBAaHUMN, UX MpaBa U 00A3aHHOCTU. DTUYECKHUE aClEKThl IPOBEACHUS KIMHUYECKUX
UcclieIoBaHUi. DTudeckue npoOieMbl IPOBEACHUS UCCIIEI0BaHUM Ha 0c000 YsI3BUMBIX IPpYINax NalKueH-
TOB (JI€TH U MOJAPOCTKH, KEHIIUHBI PETIPOTYKTUBHOTO BO3PACTa, IOXKHIIBIE JIFOIH, AIIMEHTHI B OeCCo3Ha-
TEJIBEHOM COCTOSTHUH | TIp.). PazpaboTka qoKyMeHTanuu AJisl KIMHUYECKUX uccienaoBanuii. [IpoTokon uc-
cienoBanus U Opomrtopa uccinenosarens 1 CRF. MabopMupoBaHHOE coriacue NalueHTa u BeJIeHUe mep-
BUYHON MEMIIMHCKOM JOKYMEHTAIUH B X0J1€ HccienoBanus. PazpaboTka MHANBUYyaTbHON PErUCTpaIi-
OHHOM KapThl IPH KIMHUYECKUX UCCIIEI0BAaHUAX JIEKAPCTBEHHBIX CpeACTB. [IpaBuia ee 3anoiaHeHus], BHe-
ceHue uaMeHeHuid. OOpaboTka MaHHBIX KiIMHMYeckux uccienoBanuit JIC. KonTpones 3a mpoeneHuem
KJIMHUYECKUX HCCIIE0OBAaHUM JIeKapCTBEHHBIX cpeAcTB. IIpuHImMNIbI obecriedeHns KadecTBa M MOPSI0K
(YHKIIMOHMPOBAHUS CUCTEMbl MEHEPKMEHTA KauecTBa B HCCIIEI0BATENbCKON OpraHU3aliH.

Tema 2.4. Nudopmanmonnoe compoBoxiaeHue JIII kak HeoTbemiemas 4acTh (papmaneBTUUYECKOMH
pa3zpaboTku. HopmaruBHO-paBoBasi 0a3a, pErIAMEHTUPYIOLIAs COCTABJIIEHUE WHCTPYKLUUU IS
MeaunuHckoro npumeHenust JIII. OcHoBHbIE 00s3aTenbHBIE pa3/eiabl MHCTPYKUUU AJI MEAUIIMHCKOIO
npumenenus JIII. Mnpopmanrionnsie ucTOYHUKU HamosiHeHus: pasaenoB UMIL. Tpebosanus EADC k
nH(popManmonHomy compoBoxkaenuio JIIT - OOmias xapakTepucTUKe JEKapCTBEHHOIO Mperapara s
MEIUIIMHCKOTO MPUMEHEHHSI U JIMCTOK — BKJIAJBIII JJIs ALUEHTA.

Tema 2.5. Peructparus jgekapcTBeHHbIX NpenapaToB. HopmaTtuBHO-nipaBoBas 6a3a, periiaMeHTHPYOIas
skcnieptu3y u peructpauuto JIC B Poccuiickoit @enepanuu. [IpaBuia u nopsaok perucTpanuu jekap-
CTBEHHBIX cpelcTB. PopMHUpoBaHue peructparoHHoro gocke Ha JIII. OcHoBHBIE TpeOOBAaHUS MPEIbsIB-
nsieMble K 00beMy U 0(OPMIICHUIO JJOKYMEHTAIIMH PErUCTPALMOHHOIO J0Che, BHECEHUSI U3BMEHEHUH B pe-
ructpaunonHoe gocke Ha JIII. T'ocymapctBennbiit peectp JIC. XapakTepuctuka rocygapCTBEHHOTO pe-
ectpa JIC, ero poisb B mporiecce sxcniepTu3bl U peructpanuu JIC. IIponenypa MexIyHapOIHOM TapMOHH-
3a1My OOpaleHus JIeKapCTBEHHBIX cpeacTB B pamkax EBpA3DC. TpeboBaHus K SKCIEPTU3E U pErucTpa-
uuu B EBpA39C.

Tema 2.6. [TocTpeructpaiiiOHHBIE MOHUTOPHHT KauecTBa, 3¢ (HeKTUuBHOCTH U Oe3omacHOCTH. OCHOBHBIE
IIPUYMHBI Pa3BUTHUS HEXKENATENbHbIX JIEKAPCTBEHHBIX peakuuil. OnpeneneHue NOHIATHN: «kauecTBO JIC»,
¢ dextuBHocTh JIC», «be3onmacnocts JIC». HopmaruBHas npaBoBast 0aza, perijaMeHTUpPYIOIIas MOHH-
topuHr 6e3omacHoctu JIC. Tunsr HexenarenbHbiX peakiuit JIC nmo knaccudukamuun BO3. dakTops! prc-
Ka UX BO3HUKHOBeHU:. «[lapaMennkaMeHTO3HBIE» HEKEIATCIIbHBIC JIEKaPCTBEHHBIC PEAKIUHU: TOJIKOBA-
Hue, npodunakTuka. OCOOEHHOCTH BOZHUKHOBEHUS U METOJIbI NIPEYNPEKICHNS HEeXKeIaTeIbHbIX JIeKap-
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CTBEHHBIX peaklUWi y pa3HbIX KaTeropuil morpeOuTenel JeKapCTBEHHBIX IpernaparoB (netu, OepemMeH-
Hble, ToXuIbIe). [lopsanok opranuzanuu (papmMakoHaa30pa Ha MOCTPECTPALMOHHOM dTare oOpalieHus
JIC. ABtomaTtu3upoBaHHas HH(pOpMaIMoOHHas cucTemMa (hapMaKoHAA30pa: Ha3HAUYEHHE W MPUMEHEHUE
IIPU OCYILECTBICHUH (papManeBTH4UecKoi npakTHkH. [1opsaok oprann3anu MOHUTOPUHTA O€30MIaCHOCTH
B anTeyHoW opranm3auuu. O0s3aHHOCTH (apMaIeBTUYECKOTO CHEIHMAINCTa B PAMKAaX OCYIECTBIICHHS
(dapmakoHag30pa Ha YpOBHE anTeuHoil opranmszauuu.  COop u mepegada nHpopManuu o 6e30MacHo-
ctu JIC nipu ocyuiectBiieHnd (apMaleBTUYECKOM 1eATeIbHOCTH.

PA3JIEJI 3. OCHOBBI YIIPABJIEHUS ®APMALIEBTUYECKUM ITPEAITPUATUEM

Tema 3.1. OcHoBbI yrpaBieHus npeanpustueM. [loHATHE MEHEIKMEHTa U €ro CYHIHOCTHas (PYHKIIHS.
OOm1ee u pa3nuyuus MEKIY yIpaBlIeHHEM U MEHEDKMEHTOM. [IpuHimmne! ynpasnenus. Mcropust pa3Butus
MeHekMeHTa B Poccun. Crienmguka pocCUiCKOT0 MEHEKMEHTa Ha COBpeMeHHOM 3Tare. OcobeHHOCTH
yrpasieHus: GpapmaneBTudeckuM npeanpustiaeM. Cnenuduka yrnpaBieHHs )KEHCKIM KOJUIGKTUBOM. Xa-
PaKTEepUCTHKA OCHOBHBIX (DYHKUHMH yrpaBieHus. OpraHu3alliOHHBIE CXEMBI YIPABICHUS TPEATIPHUITH -
MHU.

Tema 3.2. Pecypcel npennpusitus: MaTepuaibHble, TPYAOBbIe, U mp. CocTaB TPYAOBBIX pecypcoB ¢gapma-
L[EBTUYECKOTO TMPEANPUATHUS, KATETOPUU MPOMBINIIICHHO-ITPOU3BOJCTBEHHOr0 MepcoHana. [lokazarenu
TUHAMHUKU (KO3 (GUIIUEHTH TeKY4eCTH, MMOCTOSHCTBA U O0IIero o0opoTa KaapoB) U cocTaBa (SBOYHAs,
CIIMCOYHAs U CPEIHECIIMCOYHAs YUCIEHHOCTh) IIepCOHala.

Tema 3.3. OcHOBBI OpraHu3aluu ¥ HOpMHUpPOBaHUs Tpyaa. OCHOBBI opraHu3anuu Tpynaa. Paznenenue u
Koorepanus Tpyna. Opranuzamus 1 00CIyXKHBaHHE paboyero Mecra. Y CIOBUS TPy, IPUEMBI M METO/IBI
Tpyna. JucuuiuivHa Tpyaa, pexuM TpyAa U oTAbixa. lIpaBuna BHYTpEeHHEro TPyAOBOTO pacropsijika.
Pacnpenenenue o6s13aHHOCTEN MeXly paOOTHUKaMHU, TOJDKHOCTHAs MHCTpykius. Hopmuposanue Tpyna,
coJiepKaHue U Lenu HopMmupoBaHus Tpyna. Hopmel Tpyaa. Knaccudukarus 3atpat pabodero BpeMeHH.
MeToabl n3yueHus TPyIOBBIX MPOIIECCOB U 3aTpaT pabodero BpeMeHu. [Ipon3BoauTenbHOCTh Tpyda. 3a-
paOoTHas muata u ee QyHKUMM. [IpUHIMIIBI opraHu3anuu 3apabOTHOM IuIaThl. MUHUMAaNBHBINA pa3mep
omnatel Tpyaa (MPOT) B Poccun u nopsinok ero pacuera. CpaBautenbhblii aHanmu3 MPOT B Poccun u
psae 3apyOexxHbIX cTpaH. TapugHas cuctema OoIiaThl Tpy/a U €€ OCHOBHbIE 3eMeHThl. [loBpemeHHas u
caenbHas GopMbl oratel Tpyaa. becrapugnbie 1 cMelIaHHbIE CUCTEMBI OILIAThl TpyAa. Buasl nomnat u
Ha70aBOK K 3apa0OTHOM mijaTte pabOTHUKOB (hapMmalleBTHUECKOro mnpeanpuatud. [lnanupoBanue ¢onaa
OIJIaThl TPY/Aa W BEJIMYMHBI CTPaxXOBBIX B3HOCOB BO BHEOMOKETHbIE (DOHABI Ha (papMaleBTUYECKOM
NPEIIPUATHH.

PA3JIEJT 4. OCHOBBI SKOHOMUWYECKOU U ®UHAHCOBOM JTEATEJIBHOCTU ®APMAILIEB-
TUYECKOI'O ITPEAIIPUATUAL.

Tema 4.1. DxoHOMHUYECKHE MOKA3aTENH ACSITEIBHOCTH. JKOHOMMUYECKHE MOKA3aTeNu MPEANPUATHUS, 3a-
TpaTbl OpeanpusITus u cedbectouMocTh nmpoaykiuu. Kinaccudukanus 3aTpaT Ha MPOU3BOACTBO U peau-
3anuio npoaykuuu. Cmera 3aTpaT U KanbKymsinus cedectouMocTH. OCHOBHbBIE HaNpaBiIeHUS CHIXKEHUS
ce0ecTOMMOCTH MPOAYKINH (hapMalleBTUUECKOTo npeanpusatis. Touka 6e3yObITOYHOCTH U KPUTUYECKUI
00beM TTPOU3BOCTBA: TpadUUECKUil U aHATUTHICCKUNA METObI pacueTa. [IpuObUTh Kak OCHOBHOM TTOKa-
3aTellb, XapaKTepU3YIOIUH pe3ynbTaThl X035 MCTBEHHON NesITeIbHOCTH (hapMalleBTUYECKOTO Mpeanpus-
tust. Oynkuun npubsud. Buasl npubsuin. Topsaok ¢popmupoBanus nmokasarenaei MpUOBLIN Mpeanpus-
Tusi. OCHOBHBIE HANPaBJICHUS YBEJIWYEHHUs NMPHUOBUTH B (apMalieBTUUECKOro mpeanpustus. Pentadensb-
HOCTB U €€ pOJib B OIIEHKE 3()()EeKTUBHOCTH ACATENBHOCTU (hapMareBTHUecKoro npeanpustus. Ilokaszare-
JU peHTa0eIbHOCTH U METOJMKA UX pacdyera. DKOHOMHUYECKHUE pecypchl (hapMalleBTHUECKOTO MpeAnpusi-
Tud. [lpuHOMIIMANbHBIE pa3NUyMsl MEXAY OCHOBHBIM KM OOOpOTHBIM KamuTanoMm. [lonstue, coctaB u
CTPYKTypa OCHOBHBIX ITPOU3BOJICTBEHHBIX (POHIOB (hapmalieBTUUECKOTo npeanpustus. [Inanuposanue u
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y4eT OCHOBHBIX MPOU3BOJACTBEHHBIX ()OHIIOB. BHIIbI CTOMMOCTHBIX OIIEHOK OCHOBHBIX IPOU3BOJICTBEH-
HBIX (OHJIOB (NIEpBOHAYANIbHAS, BOCCTAHOBUTEIbHAS, OCTATOYHAS, JTUKBUIAIIMOHHAS, OaJaHCOBAst M CPE/I-
HET0/I0Basi CTOUMOCTH). MI3HOC, BOCIIPOM3BOJICTBO M aMOPTHU3AIMsl OCHOBHBIX NPOU3BOACTBEHHBIX (OH-
70B (hapMareBTHYECKOTO MPEAIPUSITHS.

Tema 4.2. LlenHooOpa3oBaHue Ha JEKapCTBEHHbIE CpelCTBa. [ OCymapCTBEHHOE pPEryJlMpoBaHUE LIEH Ha
JKHBJIII. T'ocynapcTBeHHast peructpanus npeaeabHbIX OTIYCKHBIX LIeH mpou3BoauTeneil Ha XKHBJIIIL.
l'ocynapcTBeHHBIN KOHTPOJIb 1IEH.

Tewma 4.3. ®unancobie pecypcebl. [IpuHINBI U GYHKIIUKA OPTaHU3aIlMN U yIIpaBieHUus (UHAHCOBOM Jies-
TEIBHOCTHIO (hapMalleBTHUECKOTo npeAnpusatus. GuHaHCOBBIE PECYPChl (papMalleBTUUECKOTO MPEeANnpuUs-
THUS, ICTOYHUKH WX (DOPMHUPOBAHWS U HANPABICHUS HUCIIOJIb30BaHUs. [IpHHIIUIT HEPABHOIICHHOCTH JICHET
BO BpeMeHU. [IponeHTsl 1 xapakTepucTuKu uX onpezaesnstomue. Hapamenne u nuckontuposanue. Ilpo-
CTBIC U CJIO’KHBIE TIPOLICHTHBIE CTABKH: YCIOBUS UX IPUMEHEHUSI U METObl HAYUCIICHH. BHyTpUronoBsie
MIPOIICHTHBIC HAYUCIICHHS. DKOHOMUYECKHUIA CMBICI Y(PPEKTHBHOMN r0I0BOM MPOIEHTHON CTaBKH.

Tema 4.4. OcHOBBI HaOrooONMOXKEeHHS (apMaleBTUUECKUX Tpeanpustuid. [lonsTre u cymuocTs o0s3a-
TeNbHBIX oTuncieHuil. Knaccudukanus HamoroB u cObopoB. HamoroBas cucrema Poccun. DiemeHTHI
Hanoroo6noxkenus. Hanoroseie nbrotel. HamoroBblie pexumbl. DKOHOMHYECKAs CYIIHOCTb, COCTaB U
CTPYKTypa OOOPOTHBIX CpeAcTB (apmarieBTUyeckoro mpennpusatus. Ctaauu Kpyroodopora 000pOTHBIX
cpeactB. Mcrounnku (GopMupoBaHusi 00OPOTHBIX CPEACTB (hapMaleBTHUECKOro mpeanpustus. Hopmu-
pPOBaHKE U pacyeT MOTPeOHOCTH B 0OOPOTHBIX cpeacTBax. [lokazaTenu 3p(EeKTUBHOCTH HCIIOb30BAHHMS
00OPOTHBIX CPENICTB M METOAMKA UX pacueTa. [lyTu yckopeHust o6opaunBaeMocTi 00OPOTHBIX CPEICTB.

4. @DoHJ O1LIEHOYHBIX CPEaACTB IO TUCIHUIIJIUHE

4.1. ®opMbl U OLICHOYHBIE CPECTBA JJISI TEKYIIET0 KOHTPOJIS.
4.1.1. B xone peanuzanuu nucuuiuinabl 51.B.06 OcHoBbI ynipaBineHus (papMalieBTUUECKUM MPEeANpUsSTH-

€M HCIIOJIb3YIOTCA ClIeAyomue (pOopMbl TEKYIIEro KOHTPOJS YCIEBAEMOCTU OOYyJaroIMXcs: TECTUPOBa-
HUE.

4.1.2. OueHouHBbIE CPE/ICTBA AJIsl TEKYILEr0 KOHTPOJISI YCIIEBAEMOCTH.
TecToBbIli KOHTPOJIb

1. JlexapcTBeHHBIN Ipenapar, OTKPBHIBAIOIINK HOBBIM KJIacCc COeITMHEHUH, Ha 0a3e KOTOPOro Mo3aHee
OydyT CHHTE3MpOBaHbl OpHUIMHAIbHBIE IIpernapaThl, OOJafarolMe HHBIMU (apMaKoIOrHUYEeCKUMH,
(hapMaKOKMHETHYECKUMHU U (hapMaKoIMHAMUYECKUMH CBOWCTBaMHU — 3TO:

> NHHOBalIMOHHBIN JIEKAPCTBEHHBIN Mpenapar.

2. IIpeameToM NMaTeHTOBaHNS B OCHOBHOM IIATEHTE HA JIEKAPCTBEHHOE CPEJICTBO BCE, KPOME:!

A. Crioco06 npou3BOICTBA ACUCTBYIOILIETO BELIECTBA;

b. Xumunueckas opMyna 1eHCTBYIOIIETO BEIIECTBA;

B. Cnoco6 nprMeHeHus 1eKapCTBEHHOTO CPE/ICTBA.

3. [Tpuunnbl pocta 3aTpart hapmaleBTHUECKUX KOMIaHHii Ha co3aanue HoBbIX JIC Bce, kpome:

A. ®uHaHCOBas CTpaTerus KpymHeHImux ¢apManeBTUYECKUX KOMITaHWM, HampaBieHHas Ha WHQIAIUIO
pacxo1oB, nmpeasapsomux JIOHY, 1 uMeromas CBOEH LENbI0 CO3/1aTh YCIOBHS JUIsl pOCTa OTHOCUTENBHBIX
JIOXOJ0B OT IIPOJIaXKH, KaK CIEACTBUE, POCTA KAIUTAIA3ALUH;

b. Poct noTpebienus rekapCcTBEHHbBIX penapaToB.

B. Poct ypoBHs TpeOOBaHUI K TOJTHOTE M Ka4eCTBY MCCIEIOBAHUN CO CTOPOHBI HAI[MOHAIBHBIX OPTaHOB
1 Ha/IHALIMOHAJIBHBIX UHCTUTYTOB;

I". HeuMoBepHO BBICOKUI YPOBEHb KOHKYPEHIIMH KOMIIAHUN MEXIy cO00il.
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4. Wctounuku nHdopManuu A COCTABICHUS TUIIOBOM MHCTPYKLIMU Ha JIEKAPCTBEHHBINA Mperapar
(TOKyMeHTa  SIBIISIIOLIETOCS O0s3aTENbHBIM JUII  TOCYNApPCTBEHHOW PETUCTpAIlMM  JIEKapPCTBEHHBIX
npenaparoB Juist MeauiuHckoro npuMmenenust 110 01.01.2021 roxa) Bce 3a UCKITIOUEHUEM:

a) MHCTPYKIHUA 1o npuMeHeHunio pedepentHoro JIII, yreepxaennas B Poccuiickoit @enepaunu, u
pa3MelleHHasT Ha TMOopTajle @0 BeIEHUI0 [0CyaapCTBEHHOrO peecTpa JIEKapCTBEHHBIX CpEACTB
(http://grls.rosminzdrav.ru)

b) HHCTpYyKIuu B3aumo3amensiembix JIIT (http://grls.rosminzdrav.ru)

c) nHpopMannonHsie muchkMa Mun3apaa no 6e3onacHoctH JIII, pasmemennsie Ha noptaie ['PJIC
(http://grls.rosminzdrav.ru)

d) KpaTkas xapakrepuctrka npenapara (SPC), omoOpenHnas B crpane pazpaboTunka (HHHOBATOpA)

e) uHpopmanus EBporeiickoro areHTcTBa 1o JieKapcTBeHHBIM cpeictBam (EMA)

f) nHpopManus YTpaBlIeHUS MO HAI30py 32 KAUYECTBOM ITUIIECBBIX MPOIYKTOB U MEIUKAMEHTOB
(FDA)

g) uHpopmanusg B cnpaBounuke «DenepanbHoe PYKOBOACTBO MO MCHOJIB30BAHUIO JIEKAPCTBEHHBIX
CPEICTBY.

4.1.3. IlIkana ouleHMBaHUA 15l TEKYILIETO KOHTPOJIS.

Tect

Kpurepnu n nmkana oneHuBaHus TeCTa

Ouenka «OTIMIHO»

OreHka «XO0poIo

OreHka «Y JOBICTBOPUTEIHLHOY
Ouenka «HeynoBieTBOpUTETBHO

KonuuecTtBo npaBunbHbXx 0TBETOB 90-100%

KonunuecTBo npaBuiibHbIX OTBETOB 75-89%

KonuuectBo npaBuiibHbIX 0TBETOB 60 - 74%
KonuuecTBo npaBuiibHBIX OTBETOB 59% U MeHee

OnuceIBaroTCS KpUTCPUHU U IIKAJIa OICHUBAHUSA IS Kaxa0u q)OpMBI TEKYLICTO KOHTPOJIA.

4.2. ®opMmbl U OLIEHOYHBIE CPENICTBA ISl IPOMEKYTOUHOM aTTEeCTAIINH.
4.2.1. Kputepuu oueHkH c(hOpMHUPOBAHHOCTH KOMITETEHIIMI B paMKax IMPOMEXYTOYHOH aTrTecTa-
MU TI0 y4eOHOMY MPEAMETY, TUCIUIUIHHE (MOYIIIO0)

Kon
KOMIICTC
HIIUA

Kon
WHJMKaTopa
JOCTUXCHUA

KOMITETCHIIUT

CrtpyKTypHbBIE
DIIEMEHTBI

OLOCHOYHBIX
CpenCTB

Kputepun orieHku c(opMHUPOBAHHOCTH KOMITETEHIIMU

He chopmupoBana

CdopmupoBana

YK-3

UJIYK-3.4

Tect

He Bnageer mnpopmariuei,
HEOOXOaUMOM  mnst  Ocy-
IIECTBIICHUS  3aHUMaeMOM
JOJKHOCTH Ha (apMalies-
TUYECKOM MPEINpPUATHU, HE
yMEeT  OIIEHUBATh  HJIEU
JIPYTUX YJICHOB KOJUICKTHBA
U OCYIIECTBIATH B3aMMO-
JIEeUCTBUE JJI JOCTYDKCHUS
oOmIeit 1enu

Bnaneer uHdopmanuen,
HEOoOXOMuMOM Al Ocy-
IMECTBICHUS  3aHMMaeMOu
JOJDKHOCTH Ha (apMarieB-
TUYCCKOM NpEeANpUITHH,
yMEeT OLICHUBaTh  HUJIEU
JIPYTUX WICHOB KOJUICKTHBA
U OCYIIECTBIATh B3aMMO-
JCUCTBUE IS JTOCTHIKCHUS
oO1me nenu
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YK-10

NAYK-10.2

Tect

He 3Haer Tteopernueckue
OCHOBBI XO3SMCTBEHHOU Je-
ATEJIbHOCTH,
CKME 3aKOHOMEpPHOCTH U
OTHOUIEHUS, BO3HHUKAIOIINE
B MIPOLIECCE TPOU3BOJICTBA.

3KOHOMMHYC-

3HAaeT TEOPETUUECKUE OCHO-
Bbl XO3SMCTBEHHOM JI€s-
TEIbHOCTH, YKOHOMHUYECKHE
3aKOHOMEPHOCTH M OTHO-
IIEHUs, BO3HUKAIOIIKE B
Mpouecce Mporu3BO/ICTBA.

[1K-2

WJIIK-2.4

Tect

He cdopmupoBanbl 3HaHUS
HSKOHOMHMYECKHUX  3aKOHO-
MEpPHOCTEM W OTHOILICHUH,
BO3HUKAIOIIUX B IIpoLiecce
MPOU3BOJICTBA,  OCHOBHBIX
HKOHOMUYECKUX MoKasa-
TeJNeH MACSITeNbHOCTH (ap-
MalEeBTUYECKOrO MpeAnpusi-
TUs, TPUHIMIBI obecrie-
YEeHHOCTH pecypcaMu JUIs
3¢ PeKTUBHOTO PYHKIIMOHU-

pOBaHUS

CdopmupoBaHbI
IKOHOMHYECKUX

3HAHUA
3aKOHO-
MEpPHOCTEM W OTHOIICHUH,
BO3HUKAIOIIUX B IpOLIECCe
MPOU3BOJICTBA,  OCHOBHBIX
HKOHOMUYECKUX MoKasa-
TeJNeH JAeSITeNbHOCTH dap-
MalEeBTUYECKOIO npen-
MOPUATHSI, TPUHLHUIBI 0bec-
MEYEHHOCTH PECypcamu JUIst
spdexTuBHOTO  (PYHKIHO-

HUPOBAHUS [TPOU3BOJICTBA.

YK-2

UJIYK-23

Tect

He 3HaeT Tpynosoe
3aKOHOJATEIILCTBO P®D;
OCHOBBI KapoBOro
MEHEI)KMEHTa; TpeOoBaHUI
CaHUTApPHOTO pexuma,
OXpaHbl TpyJa, MOXKapHOU
0€e30I1acHOCTH, JKOJIOTHH
OKpYXKaroleun cpenpl,
NOPANOK  ACUCTBUU  IIpU
YpE3BBIYANHBIX CUTYALUSIX

3naer TpynoBoe 3akoHOMAa-
TelIbCTBO P®; OCHOBBI Ka-
pOBOTO MEHEI)KMEHTA;
TpeOOBaHUS  CaHUTAPHOTO
pexuma, OXpaHbl Tpyaa,
nokapHoii  0e30MacHOCTH,
9KOJIOTUH OKpYXKaroIen
cpedbl, TOPSAOK JEUCTBHI
MpU YpPE3BbIYAWHBIX CUTYa-
UAX
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[TK-5 NAIIK 5.2

Tect

He Bmameer ocHoBamu
TUTAHUPOBAHHS notpeo-
HOCTH B nepcoHale
MIPOU3BOJICTBEHHOTO
MoJIpa3ielieHus, pPa3padoT-
KU1 MEPONPUATHIA o
alanTamnun nepcoHasa,
pacripeniesieHust  3agad = U
paboT MexIy NepcoHAIOM
MOJpa3/ieNeHus,  BKJIIOYAs
KOHTPOJIb UX BBINIOJIHECHUS,
pa3pabOTKN  OIHKHOCTHBIX
UHCTPYKLUN nepcoHaia
MPOU3BOJICTBEHHOTO  TOJI-
a3[eNCHHs,  OpTraHU3aIUH
0o0Oy4YeHHsI U OLEHKY 3HAHUIA
pa3paboTKu
s dekTuBHOU
nepcoHana

nepcoHana,
CHUCTEMBI
MOTHUBALIUH
MPOU3BOJICTBEHHOTO  TOJ-
pasfenieHus, OpraHu3aluu
PETYJSPHBIX MEIUIIMHCKUX
MPOPUIAKTUYECKA  OCMOT-
pOB  TepcoHana MoApas-
JIEJICHUI

Bnaneer ocHoBamMH ILIaHH-
pOBaHUS TOTPEOHOCTH B
MepCcoHaNe MPOU3BOICTBEH-
HOTO MOJpa3AeieHus, pa3-
pabOTKH MEpONpUATHI 110
ajlanTaluy MepcoHasna, pac-
npeneieHus 3agad U padbot
MEXAYy MEepPCOHAIOM TOJ-
pas3zeneHus, BKIIOYasi KOH-
TPOJb UX BBIOJHEHUS, Pa3-
paboOTKH JOHKHOCTHBIX HH-
CTPYKLMH IepcoHana mpo-
M3BOJICTBEHHOI'O TOJIpa3ie-
JIeHUs, OpraHu3aluu o0y-
YeHHs] U OICHKY 3HaHUU
nepcoHana, pa3paboTKu
cucteMbl 3G (HEKTUBHON MO-
TUBAIMH TIEPCOHANA MPOU3-
BOJICTBEHHOTO TIOJpa3/elie-
HUS, OPraHU3alNH PETyIsIp-
HBIX MEAMIMHCKHX Tpodu-
JAKTHYECKH OCMOTpPOB TIep-
COHaJsIa MOApPA3AEIECHUN

Komnerenmus cunutaercs chopMUpOBAaHHONW Ha ypoBHE TpeOOBaHUM K AMCHUMILINHE (MOIYIIO) B
COOTBETCTBUH C 00pa30BaTEIILHOMN MPOrPaMMOii, €CITH 110 UTOTaM MMPUMEHEHHS OIIEHOYHBIX CPEJICTB MPO-
MEXYTOUHOM aTTeCTallMi WU MX OTIEIbHBIX JIEMEHTOB PE3yJIbTaThl, IEMOHCTPUPYEMbIE 00YyUaAIOIINM-
Csl, OTBE€YAIOT KPUTEPHIO CPOPMUPOBAHHOCTH KOMIETEHIIUH.

Ecnu mo utoram mpoBeeHHOW MPOMEKYTOUHON aTTecTalliu XOTs Obl OJIHA U3 KOMIETEHIIUN He
chopMupoBaHa Ha ypoBHE TPeOOBaHMI K NUCHUILIMHE (MOJYJIO) B COOTBETCTBUM C 00Opa30BaTEIbHOMN
MIPOrpPaMMOii, pe3yabTaThl 00YJarOIIET0Cs HE COOTBETCTBYIOT KPUTEPUIO CHOPMUPOBAHHOCTH KOMIIETEH-

oHu.

4.2.2. TlpomexyTouHasi aTTECTAIMs TPOBOAUTCS B popMe:

TectupoBanue

4.2.3. OueHOYHBIE CPECTBA IS IPOMEKYTOUHON aTTECTALIUH.
1. TocynapcTBo-uiieH, B KOTOPOM JIEKQpCTBEHHBIN Mpenapar 3aperucTpupoBaH (PErUCTPUPYETCs) C
MIPOBEICHUEM OHKCIEPTHU3bl, BKIIOYAIONIEH OLEHKY 3KCIIEPTHOTO OT4eTa 00 OIleHKe Oe30MacHOCTH,

3¢ (HEeKTHBHOCTH U  KadecTBa
TOCYJapCTBOM — 3TO:.
> ['ocynapcTBo-nipru3HaHUE.

JICKAapCTBECHHOT'O

npernapara,

IOATOTOBJICHHOI'O

pedepeHTHBIM

2. Cpok mpoBeJeHUs PETUCTPAIIMU U DKCIIEPTU3bI JIGKAPCTBEHHOTO MperapaTta B peepeHTHOM rocyaap-

CTBC HC JOJKCH IIPEBLIIIAThL:

a) 210 xasleHJapHbIX JHEH ¢ JaThl IOJa4y 3asiBICHUS HA PErUCTPALIMIO JIEKapCTBEHHOTO Mpenapara

MO0 ICHDb BbIAa4YU PCTUCTPALIUMOHHOT'O YIOCTOBCPCHUA,
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b) 90 kaneHJapHBIX AHEH C AaThl MOJIaYy 3asBJICHUS] HA PErUCTPAIMIO JIEKAPCTBEHHOIO Mpenapara
I10 JIEHb BbIJIa4 PETHCTPALIMOHHOIO YA0CTOBEPEHUS;

c) 300 xaneHgapHbIX AHEW ¢ AAThI IOJAuu 3as8BJICHUS HA PErMCTPALUIO JIEKApCTBEHHOIO Ipenapara
I10 JIEHb BbIJIa4 PETUCTPALIMOHHOTO Y0CTOBEPEHUS;

3. JleueHTpain30BaHHasl MPOLEAYypa PETUCTPALIUU JIEKAPCTBEHHBIX IIPENapaToB — 3TO:

a) OJIHOBPEMEHHasl PETUCTpaIusi B HECKOJIbKHX TOCYJapCTBaxX-WieHaX;

b) nocie0BaTelbHasi perucTpalus B HECKOJIBKUX FOCYAapCTBaX-YIEHaX B COOTBETCTBHH C MIEPBO-
HavyaJbHOM perucrpaiyeil B pe)epeHTHOM rocyAapcTBe.

4. B cooTBeTCTBHH ¢ HaJyIeKalleld mpakTUKor (papmakoHam3opa EBpazuiickoro 3KOHOMHUYECKOTO COr03a
«1r00as1 HeTpeTHaMepeHHast OMIMOKa pabOTHUKA CUCTEMBI 3paBOOXPAHEHUs, MAIIMEHTA WK TIOTpeOuTe-
7 B HA3HAYEHUHU, OTIIYCKE, I03UPOBKE, BBEICHNUN WM IIPUEME JIEKAPCTBEHHOI'O IIpenaparay - 3To:

> «omuOKa MPUMEHEHUS JIEKAPCTBEHHOI'O IIperapaTa.

4.2.4. lllkana olileHUBaHHUS.

Tect

Kputepuu u mikana olieHUBaHUS TECTa

Onenka «OTINYHO» KonuuectBo npaBuiibHbix 0TBETOB 90-100%
Onenka «Xopouio» KonuuecTBo npaBuibHbIX OTBETOB 75-89%
Onenka «Y 10BJIETBOPUTEIBHO» KonuuecTtBo npaBunbHbIX 0TBETOB 60 - 74%
Onenka «HeynoBieTBOPUTETHEHOY KonuyecTBo npaBuiibHBIX OTBETOB 59% 1 MeHee

OnuceIBaroTCA KpUTCPUHU U HIKaJIa OLICHUBAHUWA.
4.3. CoOoTBETCTBHE OIEHOYHBIX CpCIACTB HpOMeHCYTOQHOﬁ aTTcCTaluu 110 JUCLHHMIIIINHE (bOpMI/IpyeMLIM
KOMIICTCHIIUAM

Kon kom- | Kon WMHIMKAaTOpa TOCTHIKEHHS O1eHOUHBIE CPEACTBA MIPOMEKYTOUHOW aTTeCTAIINN
METCHIUU | KOMIIETEHIHH Tect

YK-3 NAYK-3.4 +

[1K-2 NTIK-2.4 +

[1K-5 NATIK 5.2 +

YK-10 NAYK-10.2 +

YK-2 NAYK-2.3 +

5. Meroan4yeckue yKa3aHusl 10 OCBOCHHI0 IMCUMUILINHBI
Meroanueckue matepuaisl o qucuuruinae (Ipunoxenue 1).

6. YueOHasi 1uTepaTypa Ajis 00yUAIOUIUXCS 10 JUCIHUIIMHE

1. Makcumenko I.M., Menemxment [Tekcr] : ydeOHoe mocobOue st cTyneHToB BY30B /
I'.b.Makcumenko — Mockga ; [lamkoB u K, 2007. — 363 c. : un.-JIut.: ¢.354-357

2. DOxonommka mupennpustus (pupmer) [Tekct] : yueObnuk / H.b. Axynenko, B.I'. Craemyxwus,
0O.B.3a6emuna ; Poccuiickas sxoHOoMuueckas akagemus um. [.B. Ilinexanosa ; mox pea. N.O. Bonkosa,
O.B. leBarkuna. — 3-e uznanue, nepepad.u gomn. Mocksa: UTHOPA — M, 2003. — 600 c. (Beiciee 006pa3o-
Banue). ISBN —5-16-000842-X: 127-50
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3. Omupne, H.Jlx. [Ipou3BOACTBO JIEKAPCTBEHHBIX CPEACTB. XUMHUUECKasi TexHoJorusi oT R & D no npo-
u3BojcTBa [Tekct] : mep. ¢ anrn. / Duae J1.Jx. - Cankr-IlerepOypr : [Ipodeccus, 2015. - 1280 c. : um. -
bubnmorp.: ¢. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (papmarieBTrdeckass oTpacib, MpOU3-
BOJICTBO JICKQPCTBEHHBIX MPEMapaToB, (hapMarieBTUIECKUE MPOU3BOICTBEHHBIC TTPOIIECCHI)

4. ®dapmarieBTHYEeCKas pa3padOTKa: KOHIEHIMS U MpakTHIeCKue pekoMeHaanuu [Tekcer] : HaydHo-
MPaKTHYECKOe PYKOBOJCTBO Il (hapmarieBTuueckor orpaciu / mon pea. C.H. beikockoro [u ap.]. -
Mockaa : Ilepo : ®apmkonTpakT, 2015. - 472 ¢

5. VYmpasnenue u s3xoHoMuKa dapmaruu [Tekct]: B 4 1. T.1: ®apmaneBTudeckas aesTenbHocTb. Opra-
Huzanus u perynupoanue / moxa pen. E.E. JlockyroBoii. - M.: Akagemus, 2003. - 380 c.: wi. - (Beiciiee
npodeccuoHanbHoe 00pazoBanue). - bubmmorp.: c. 377-378.

7. MaTepuajabHO-TeXHHYeCKas 0a3a, MHGpOPMaLMOHHbIE TEXHOJOTHH, IPOrPaMMHOe
o0ecrnevyeHue, COBpeMeHHbIe MpogeccHoHATbHbIE 0a3bl JAHHBIX U HHGOPMALIMOHHbIE
CIPaBOYHbIE CHCTEMBI

1. CneuunanpHble TMOMEUICHUS C TOCAJOYHBIMH MECTaMH JUIsS MPOBEICHHS 3aHATHH JICKIMOHHOTO
THUIA, 3aHATUH CEMUHAPCKOTO THUIA C UCIOJIB30BaHUEM MYJIBTUMEIUIHHOTO 000PYIOBAHUSL.

2. TexHuYecKHe CPEeICTBA O0YUEHHS: IEPCOHAIBHBIA KOMITBIOTEP; MYJIbTHMEIUIHHBIE IPOCKTOPHI.

3. JluuensuonHbie nporpamMmmubie npoaykTel: Windows, Microsoft Office (Excel, PowerPoint,
Word).

4. Cneuuanu3upoBaHHBIE Y4eOHBIC ayIUTOPHH, OCHAUICHHBIX HArJISAHBIM MaTepHalioM H
JTUTEPaTypoil, HEOOXOAMMBIMH JUISI HM3yYCHHS BOIPOCOB JUCIMIUIMHBL yTBEP>KICHHBIMU
METOAMYECKUMH YKa3aHMUSMH, CHEIMaIbHON JHUTEpaTypol M COBPEMEHHOW HOPMaTHUBHOMN
nokymeHnrtanuei. Kaxnaplii oOyuaromuiics obecriedeH JOCTynoM K OMOIMOTEYHBIM (OHIaM
aKaJieMuu U Kadeapsl.

bas3zvl oannvix, ungopmayuonno-cnpagounsvle u nouckosvie cucmemst - Hnmepnem pecypcoi, omee-
yarouue memamuke OUCHYUNIUHbBL, 6 MOM Yucae:
1. MunuctepcTBo 3apaBooxpanenus PO https://www.rosminzdrav.ru/
2. MuHuUCTEpCTBO MNPOMBIIUIEHHOCTH U ToproBiu Poccum http:// minpromtorg.gov.ru/ministry /
governance/
3. ®enepanbHas ciyx06a 1o HaaA30py B cepe 31paBooxpanenus http://www.roszdravnadzor.ru/
4. MexnyHapoanas denepanus papmareBTHIECKUX Tporu3BouTenei http://www.aipm.org/
5. CaliT rocy1apcTBEHHOI'O PeecTpa JEKapCTBEHHBIX CpeAcTB. https://grls.rosminzdrav.ru/grls.aspx
6. Acconmanus Poccuiickux dapmarieBTHuecKux npousBoauteneit http://www.arfp.ru/

7. Bcemupnas opranuzanusi 3paBooxpanenus http:// www.who.int/ru

8. Cetp E-LEK nns pycckoroBopsimux crpan OTzesia OCHOBHBIX JIEKAPCTB U JIEKAPCTBEHHOUW MOJUTHKU
BO3: auckyccuoHHBIH KIy0 KIMHUYECKHX (DapMakKoJIOroB, HOBOCTH B 00JAacTH MPUMEHEHHUs JeKap-
CTBEHHBIX CpeACTB. http://www.essentialdrugs.org/elek/

9. Odunuanpublii caiit EBpa3zuiickoro sKOHOMHUYECKOT0 coro3a http://www.eaeunion.org/
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AHHOTAIIUSA PABOYEN TIPOT' PAMMBI JIMCIIUTLJIAHBI

B51.B.06 OcHoBSI ynipaBieHus hapManeBTHYECKUM MPEIPUITHEM
Kon n HaumeHoBaHue HanpaBjeHus1 NOAToTOBKH, mpopuis: 18.03.01 Xumuueckas texHonorus. Xu-

MUYECKAasi TEXHOJIOTHUs JICKAPCTBEHHBIX CPEICTB.

KBamndukanus (creneHb) BLINYCKHUKA: OakaaBp.

®opma o0yueHHsI: OUHasl.

®opmupyemas (bie) KoMIeTeHuusi(n):

VYK-3 — cnocobeH ocyIIecTBIATh COLIMATBLHOE B3aUMO/JICHCTBIE U PEATU30BbIBATh CBOIO POJIb B KOMAaH/E.
NYK-3.4 — ocymectBisieTr 0OMeH uHGOpMaIueil, 3SHaHUSMU | OIBITOM C WICHAMH KOJUIEKTHBa (apma-
LIEBTUYECKOTO MPEANPUITHS; OLICHUBACT UJICU JPYTUX YJICHOB KOJJICKTUBA JUISl TOCTHXKEHUS MTOCTABIICH-
HOU LIEJIH.

[1K-2 — TOTOB MCHOJIb30BaTh HOPMATHUBHBIE JOKYMEHTHI TI0 KA4€CTBY, CTAHIAPTU3AINH U CEPTUDUKAIIIH
MIPOAYKTOB U U3JIEIUMI, DIIEMEHTbl SJKOHOMUYECKOTO aHAJIN3a B MPAKTUUECKOU IEATEIbHOCTH.

NAIIK-2.4 — ucnonb3yeT 37€MEHThl S’KOHOMUYECKOTO aHajlvM3a B IPAKTUYECKOH nearenbHocTH; Ocy-
IIECTBIISIET  OOPraHM3AIMI0 W KOHTPOJIb  paboTel 1Mo  ofecrneyeHuro  (YHKIIMOHUPOBAHUS
(hapmalleBTHUECKOI cCTEMbI KaueCTBa JIEKApPCTBEHHBIX CPEJICTB.

[IK-5 — cmocobeH opraHu30BBIBaTh padOTy WCTIOTHUTENCH, HAXOAWTh M TMPUHUMATh YIPABICHUECKUC
pelieHrs B 00JaCTH OpraHu3alliid 1 HOPMUPOBAHUS TPY/IA.

NAIIK-5.2 — ocymiecTBiasieT pacnpeneieHue 3aad U padoT MEeXAy COTPYIHUKAMHU TMOApa3AeiICHUs,
KOHTPOJIb UX BBITIOJHEHUS.

YK-10 — cnocobeH mpuHUMaTh OOOCHOBAaHHBIE AKOHOMHUYECKHE PEIIEHUS B Pa3IMYHBIX O00JACTIX
KU3ZHEIEATEIbHOCTH.

NAYK-10.2 — yyacTByeT B OCYIIECTBICHHMH 5SKOHOMHMYECKOM JI€ATEIbHOCTH MOJApa3/eIeHUs
(hapMalleBTUUECKOTO TPEANPUITHS C YI€TOM TEOPETHUECKUX OCHOB XO3SIICTBEHHOW AESITENbHOCTH Ha
OCHOBE 3HaHUH 00 IKOHOMUYECKHX 3aKOHOMEPHOCTSIX U OTHOILICHUSX.

NVYK-2 — criocoOeH onpenensTh KPyr 3a1ad B paMKaxX IMOCTaBJICHHOM 1€ U BIOMPATh ONTHMAaJIbHBIC
CIOCOOBI UX PEIICHUS, UCXOMAS U3 JCUCTBYIOIIMX MPABOBBIX HOPM, UMEIOIIUXCS PECYPCOB U OTpaHHUYe-
HUH.

NAVYK-2.3 — mnaHupyeT peanu3anuio 3a7ad B 30HE CBOEH OTBETCTBEHHOCTH C YYE€TOM HMEIOIIUXCS
PECYpCOB U OTPaHUYEHUH, AEMCTBYIOIIMX MTPABOBBIX HOPM.

O0bem n MecTo AucnuIUIMHBI B cTpykType OIIOIL:

JucuumnuHa oTHOcHUTCS K o0s3arenbHoU yactu OITOIL, ocBanBaetcst Ha 3 Kypce, 5 cemecTpe, B COOTBET-
CTBUU C Y4eOHBIM TUTAHOM 00IIasi TPYIOEMKOCTh AUCIUILTNHBI B 3aU€THBIX €UHHIIAX COCTABISET 4 3. €.
(144 gaca).

Conep:kanue QM CHUTIIHHBI

Pazgen 1. T'ocymapcTtBenHOe perynupoBaHue cdepbl oOparieHus JeKapCTBEeHHBIX cpenacTB. Tema 1.1.
lNocynapcTBeHHOE perynupoBaHue cdepbl oOpareHus JeKapcTBEHHbIX cpeAcTB. Tema 1.2. Perucrpanms
NpeAnpUsITHS U JULEH3UPOBAHUE MPOU3BOACTBA JIEKApCTBEHHBIX cpenctB. Tema 1.3. OtedyecTBeHHas
(dapmalieBTHUECKas MPOMBIIIICHHOCT, Ha coBpeMeHHoM dTame. Tema 1.4. Konumenmms Haamexammx
(hapmalleBTHUECKUX MPAKTUK KaK OCHOBa oOecrieueHus: 3P(GeKTUBHOCTH, Oe3omacHocTH U KadectBa JIII.
Tema 1.5. ®apmakoHaazop.

Pazgen 2. ®apmareBTuueckas  pa3paboTka — KAk  HAYYHO-HCCIICIOBATEIbCKUM  TPOEKT
(dhapmarnieBTrueckoro npeanpustus Tema 1.1. CoBpeMeHHBIN (apMalleBTUUECKH PBIHOK: OCOOCHHOCTH
JIC m myrm pazButumsa. Tema 1.2. dapmaneBtudeckas pa3paboTka W ucciaenoBanus. Tema 1.3.
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Hannexamas maboparopHas u KIuHUYeCKas NpakTuku. Tema 1.4. MadopmanmoHHOE COMPOBOXKICHHE
JIIT xak HeoTbeMiIeMasi 4acTh (hapmareBTHUeCKoi paspaboTku. Tema 1.5. Perucrpauus JIII. Tema 1.6.
[TocTperucTpaliOHHBII MOHUTOPUHT KauecTBa, ¢ pexTuBHOCTH U 6e30onmacHoctu JIII.

Paznen 3. OcHoBbl ympaBieHusi (gpapmaneBTuueckuM mnpeanpustueM Tema 3.1. OCHOBBI yIpaBiieHUs
npeanpustuem. Tema 3.2. Pecypcbl npeanpusiTis: MatepuaibHbie, TpyaoBbie, 1 mp. Tema 3.3. OcHOBBI
OpraHu3ali U HOPMUPOBAHUS TPYZa.

Paznen 4. OcHOBBI SKOHOMHYECKON M (PMHAHCOBOH JAeATEeIbHOCTU (HapMalleBTHUECKOTO MPEeIrpHUsITHS.
Tema 4.. 19koHOMUYECKHE MMOKa3aTeau aesTelbHOCTH. Tema 4.2. IlenooOpa3zoBaHue Ha JEKapCTBEHHbBIC
cpenctBa. Tema 4.3. ®unancoBbie pecypcebl. Tema 4.4. OCHOBBI HaJIOTOO0J0KEHHS (hapMaIleBTUICCKUX
HPEATPUATUI.

®opMa NpPOMeKYTOUYHOI aTTecTallMU — 3a4ET.
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