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1. IlepeuyeHb MJIAHHPYEMBIX Pe3yJIbTATOB 00y4eHHs 110 JMCHUILIMHE,
COOTHECeHHBIX ¢ INIaHupyemMbiMu pesyabTatamu OIIOII

Kon Haumeno- Kon unnukaro- | HammenoBanue uH- | Pe3ynbTaThl 00ydeHHs, COOTHECCHHBIC
KOMIIE- | BaHUE KOM- | Pa JOCTMXKEHMS | AMKAaTopa JOCTHUXKE- | C MHJIMKATOPaMU JOCTHKEHMS KOMIIE-
TEHLMH | NETEHUUU KOMIIETEHIINHU HUs KOMIIETEHIIUU TEHLHN
OIIK-3 | Cnocoben OIIK-3.1 OcymectBiisier 1ipo- | Ha ypoBHe yMeHwii:

OCYILIECTB- (beccuoHambHYIO Je- | - YMEET OpraHu3oBarh pabOTHI B pas-
JIATH  IPO- SATETBHOCTh C Yy4Ye- | JUYHBIX MOoJpa3ieNeHusx ¢apmaies-
deccuonanb TOM  HOPMAaTHMBHO- | THYECKOI'O TMPEANPUATHS, BKIIOYAIO-
HYIO JesiTe- IIPaBOBBIX aKTOB, | M€ MPOLIECCHI: PETUCTPALUU U JIH-
JBHOCT € PEryIUPYIOIIUX OT- | LIEH3UPOBaHUS, OOecleueHus: Kade-
y4eToM 3a- HOILIEHUS MEX]y | CTBa, (papMaIleBTUYECKON pa3paboTKH,
KOHOJATEIb ¢buznuecKkuMu u | hapmakoHa30pa u ap.;
ctBa PO, B IOPUJINYECKUMH JIU- | - YMEET OLEHUBATH (uHaAHCOBO-
TOM YUCJIE B namMu Ha ¢apmaleB- | 5KOHOMHUYECKHE MOKa3aTeNu JesTelNb-
obacTu TUYECKOM PBIHKE HOCTH, OpPraHHU3alMl0 U HOPMHUPOBA-
SKOHOMUKH HUE TpyJa.
M DKOJIOTHU. Ha ypoBHe 3HaHmii:
- 3naer IlpaBuna rocygapcTBEHHOrO
perynupoBanust oopamenust JIII, pe-
TYJISATOPHBIE MPOLEAYPHl U MpPELE/ICH-
Tbl B oTHOIIEHUHU JIII, HA pa3HbIX 3Ta-
nax: (apmaneBTHUECKON Pa3paboTKH;
oOecrieueHre KayecTBa Ha (papMmanen-
TUYECKOM IIPOU3BOJCTBE Jp.
- 3Haer  coBpeMeHHBIe  HH(O-
PMAalMOHHBIE TEXHOJOTMH, B TOM
quCclie HUCHOJb3YIOIINECS YIOIHOMO-
YEHHBIMM TOCYJApCTBEHHBIMH OpTra-
HaMU HCIOJHUTEIBbHOM BIACTH IO
PEryIUpPOBaHUIO OOpalleHus JIC,
JTOKJITMHUYECKUM U KIIMHUYECKUM
uccnenoanusiM JIC, 1o dapmako-
Hanzopy JIC, perucrparuu JIIT
YK-3 | Crocoben YK-34 Ocymectnsger 00- | Ha ypoBHe ymeHHMii:
OCYIIECTB- MeH wuHdopmaruen, | - YMeeT ycTaHAaBIUBATh U TOJIEPKH-
JATh  COLHU- 3HAHUSMHU U OIBITOM | BaThb KOHTAaKThl, OOECIEeYNBAIOIINE
allbHOE B3a- C 4JeHaMH KOJI- | yCIEUIHYIO0 paboTy B KOJUIEKTHBE;
UMOJeil- nekTuBa (apmaieB- | - YMeeT IPUMEHSTh OCHOBHBIE METO-
CTBUE U pe- TUYECKOTO npel- | Abl U HOPMbI COLMAJIBHOIO B3aWMO-
aJN30BbI- NpUATHSA; OLICHUBAET | JEHCTBUS JIsl pealu3allii CBOEH poJn
BaTh CBOIO WJIeH IPYTUX YJICHOB | U B3aUMOJCHCTBUS BHYTPH KOMAH/IBI.
poiib B KO- KOJUIEKTHUBA s | Ha ypoBHe 3HaHMi:
MaHie JOCTHOKCHHS TIOCTaB- | - 3HAET OCHOBHBIE TPHUEMBI U HOPMBI
JIEHHOW LIENH COIIMAIbHOTO B3aMMO/JICHCTBHS;
- 3HaeT OCHOBHBIC TTOHATHUS U METOJIbI
KOH(MIMKTOIOTUN, TEXHOJOTHH MEXK-
JUYHOCTHOM M TI'PYNIOBOM KOMMYHH-
KallM¥ B JCJIOBOM B3aMOJICHCTBHH.
[IK-2 | T'otoB wmc- | [IK-2.4 Hcnonp3yer Ha ypoBHe ymMeHwmii:
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Kon Haumeno- Kon unaukaro- | HammenoBanue nH- | Pe3ynpTaThl 00ydeHHs, COOTHECCHHBIC
KOMIIE- | BaHUE KOM- | Pa JOCTMXKEHHS | AMKAaTopa JOCTHUXE- | C MHIMKATOpPaMU JOCTHKEHMS KOMIIE-
TEHIUU | TETCHINH KOMITIETEHIINH HUSl KOMIETCHIIUU TEeHIUI

I10JIb30BaTh 3JIEMEHTHI - YMeeT KOHTpPOJIMpPOBATh BBIIIOJIHE-
HOPMaTUBH SKOHOMHYECKOTO HUE YCTAHOBJICHHBIX TpeOOBaHUN K
bl JIOKY- aHaJm3a B | IOMENICHUSM U 000pymoBaHUIO dap-
MEHTBHl IO MIPaKTUYECKOU MAaIEBTUYECKOIO0 MPOU3BOJCTBA U UX
KauyecTBY, JESITeNbHOCTH; OCY- | 00CITYy>KHUBaHUIO
CTaHJIapTU3 IIECTBIISET - YMeeT opraHusoBarh U KOHTPOJIUPO-
aruu U OpraHU3alHI0 U | BaTb XpaHEHWE U TPAHCIOPTHUPOBKY
ceptuduka KOHTPOJIb pabOThI MO | TOTOBOM MPOIYKIIUU B COOTBETCTBUU C
LU TIPO- 00eCcreYeHHIO YTBEPKJICHHON JOKYMEHTALMEN IS
IYKTOB | (YHKIIMOHUPOBAHUS | JOCTHIKEHHSI HEOOXOIMMOT0 KauecTBa
U3J1EHH, (bapManeBTHUECKONH | - YMeeT OpraHu30BaTh U KOHTPOJIUPO-
AJIEMEHTBI CUCTeMbl  KayecTBa | BaTh IIPOBEJCHNE MOHUTOPUHTA YCIIO-
SKOHOMUYE JIEKapCTBEHHBIX BH IPOU3BOJICTBEHHON CPEIbI
CKOTO aHa- CpencTB - YMeeT mpoBOAUTH paboOThI MO OTOO-
Im3a B py u yuery obpasuoB JIC, ucxogHoro
MIPaKTUYECK CBIpbSl M YIIAKOBOYHBIX MaTEpHalOB,
ol  gesre- MPOMEKYTOYHON MPOIYKIIUU U OOBEK-
JBHOCTHU TOB

- YMeer y4yacTBOBaTh B OIIEHKE KO-

HOMHUYECKOH 3P PEKTUBHOCTH  Jes-

TEIbHOCTU (bapMareBTHYECKOT0O

PEITPUITHS

Ha ypoBHe 3HaHuii:

- 3HaerT TpeOOBaHUSA K pErucTpaluu

JIC;

- 3HaeT JeNONmpOU3BOJCTBO, BHIBI U

(GopMbI JOKYMEHTAllMU U MpaBUiIa UX

odopmieHus;

- 3Haer TpeOOBAaHUS CAHUTAPHOTO

pexuma, OXpaHbl Tpynaa, MOXKApHOU

0€e30I1acHOCTH, JKOJIOTHH

OKpYXaromien Cpensl, MOPAIOK

JEACTBUN pu YPE3BBIYANHBIX

CUTYaLUAX;

- 3HaeT METOABI MIPOBEICHUS ayJUTOB

(caMOMHCTIEKIINN );

- 3HaeT MOPAOK BEIEHUS NPEAMETHO

KonudyecTBeHHOTO yueta JIC;

- 3HaeT (pUHAHCOBBIE pecypchl NHpe-

TIPHSITHS,

- 3HaeT YKOHOMHYECKHE IOKA3aTEeIH

JESTEIIbHOCTH MPEATPUSATHUS;

- 3HaeT BHUJBI, METOJBI U 3TaIlbl KO-

HOMMYECKOT0 aHaJIn3a

IIK-5 | Cnocoben | I[IK 5.2 OcymiecTBisieT Ha ypoBHe ymeHwuii:

OpraHHU30BBI pacnpezeneHue - YMeer Mm1aHupoBaTh NOTPEOHOCTH B
BaTh paboTy 3a1ad4 = W paboT | mepcoHasie MPOU3BOJCTBEHHOTO TMOJ-
HCIIOJIHUTEI MEXIY paszneneHus

en, COTPYIHUKAMU - YMmeer oueHuBaTh NpoecCHOHAIb-
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Kon Haumeno- Kon unaukaro- | HammenoBanue nH- | Pe3ynpTaThl 00ydeHHs, COOTHECCHHBIC
KOMIIE- | BaHUE KOM- | Pa JOCTMXKEHHS | AMKAaTopa JOCTHUXE- | C MHIMKATOpPaMU JOCTHKEHMS KOMIIE-
TEHIUU | TETCHINH KOMITIETEHIINH HUSl KOMIETCHIIUU TEeHIUI

HaxOIuTh U MI0/Ipa3AeIICHNUS, HO-KBaJM(PHKAIIMOHHBIN yPOBEHb Tep-
MIPUHUMATH KOHTPOJIb UX | COHAla MPOU3BOJCTBEHHOIO MOJpa3-
yIpaBJeHYE BBITIOJTHEHUS JIEJIEHUS
CKHe - YMmeer paspabarbiBaTh MeEpOIpUSs-
pelieHust B THUS 110 aJanTalyy [IepcoHana
obnactu - Ymeer pacnpenensatb 3aJadyd U
OpraHusanu paboThI MEXIY [IEPCOHAIOM
u u Mo/ipa3iesieHus, KOHTPOJIb ux
HOPMHpPOBa BBITIOJTHEHUS
HUS TpyJa - YmMmeer pazpabarbiBaTh JOJKHOCT-
HbIE€ MHCTPYKLUHU IEpCOHAA MPOMU3-
BOJICTBEHHOT'O TIOJIpa3AeicHUS
- YMeer opraHu3zoBaThb OOydeHHE H
OIICHKY 3HaHUI MepcoHana Mmojapasje-
JICHUH TI0 00ECTIEYCHUIO KayeCTBa
- YMmeert pa3zpabarbiBaTh cUCTEMY -
(eKTUBHOM MOTHBAlMU IE€pCOHaja
MIPOU3BOJICTBEHHOTO MOAPA3IEICHUS
- YMeer OpraHu3oBaTh pETyJIAPHBIE
MEAUIIMHCKIE npoduIaKTHIECKHE
OCMOTpBI IIEpCOHAJIA OApa3AeIeHUI
Ha ypoBHe 3Hanuii:
- 3Haer TpyaoBoe 3aKOHOJATEILCTBO
PO
- 3HaeT KaApPOBBIA MEHEIKMEHT
[IpaBuiia BHYTPEHHETO TPYIOBOTO
pacniopsiika TpeboBaHUs CAaHUTAPHOTO
pexuma, OxXpaHbl Tpynaa, MOXKapHOU
0€e30I1acHOCTH, JKOJIOTHH
OKpYXaromien Cpensl, MOPAIOK
JIEHCTBUN npu YpE3BBIYANHBIX
CUTYaIUsAX
YK-10 | Cnocoben YK-10.2 VYyacTByeT B | Ha ypoBHe ymeHwmii:
MIPUHUMATh OCYILIECTBICHUH - Ymeer ¢opmupoBath HH(pOpMAIU-
000CHOBaH- SKOHOMUYECKOH OHHYIO 0a3zy aJii NPUHATHS OOOCHO-
HBIE DYKOHO- JEATEIBHOCTH BaHHBIX KOHOMHYECKHMX pEIICHHH B
MUYECKHE MO/Ipa3IeNIeHUs pa3IMYHBIX OOJACTIX >KU3HEIESTEIb-
pelieHus B (apMaeBTUYECKOTO | HOCTH
pa3IYHbIX MIpEeANPUATHS c | - YMeeT npuMeHATh pa3inyHble Me-
obmacTsax y4eTOM TOAVKUA TPOBEACHUS aHAIUTHYECKHUX
KU3HEes- TEOPETUUECKUX MPOLEAYpP U UX OCYLIECTBICHUS
TE€Ib-HOCTH OCHOB - YMeeT npuHuUMaTh 00OCHOBAaHHBIE
X034iCTBEHHOU OKOHOMHUYECKHUE peLIeHns B
JESTENBHOCTH Ha | pa3JInYHBIX o0macTsax
OCHOBE 3HaHHH 00 | )KU3HEAEATEILHOCTH

OKOHOMHYCCKHX
3aKOHOMCPHOCTAX H
OTHOIICHUAX

Ha ypoBHe 3HaHuii:

- 3naet IIpaBuia Gyxrantepckoi OT-
YETHOCTH, JKOHOMMYECKHE I10Ka3aTe-
JIM 1€ATENbHOCTH NPEIPUSITHS;




Kon Haumeno- Kon unaukaro- | HammenoBanue nH- | Pe3ynpTaThl 00ydeHHs, COOTHECCHHBIC
KOMIIE- | BaHUE KOM- | Pa JOCTMXKEHHS | AMKAaTopa JOCTHUXE- | C MHIMKATOpPaMU JOCTHKEHMS KOMIIE-
TEHLUHU | NETCHIMH KOMIIETCHIIMH HUSl KOMIIETCHIIUN TEHUUHI

- 3HaeT BUJbl, METOJBI U 3Tallbl KO-
HOMMYECKOT0 aHAJIN3a
VYK-2 | Cnocoben | YK-2.3 [Tnanupyer Ha ypoBHe ymeHuii:
OIIpEeACIIATh peayM3alnmio 3a7a4 B | - YMeeT IUIaHMPOBaTh pPEATU3aLUI0
Kpyr 3ajad 30HE CBOEH | 3a/1a4 B 30HE CBOEH OTBETCTBEHHOCTHU
B paMKax OTBETCTBEHHOCTH C | C Y4YETOM MMEIOIIUXCS PECypcoB H
II0CTAaBJICH- Y4E€TOM HMMEIOLIUXCS | OTPAaHUYECHUH, JNENCTBYIOLIUX
HOM Le U pecypcoB U | IPABOBBIX HOPM;
BBIOMpATH OTpaHUYCHUH, - Ymeer pacupenenarh 3aladd U
OIITUMAaJIb- JNEUCTBYIOIINX paboThI MEXIY IIEPCOHAIIOM
HBIE CIIOCO- IIPaBOBBIX HOPM NOJIpa3/ielIeHUsl, KOHTPOJIHUPOBATh HX
Obl ux pe- BBITIOJIHCHHUE.
LICHUsA, HC- Ha ypoBHe 3HaHmii:
X0 u3 - 3Haer TpyaoBoe 3aKOHOJATEIBCTBO
JEUCTBYIO- PO;
LIMX IIPaBO- - 3HaeT KaJpoBbI MEHEIKMEHT;
BBIX HODM, - 3Haer TpeOOBaHUA CAHUTAPHOTO
UMEIOLINX- peKHMMa, OXpaHbl TpyHa, IOKapHOH
Csl pecypcoB 0e301acHOCTH, 9KOJIOTMH
U  OIpaHu- OKpYXaromieu cpensl, HIOPAIOK
YeHUHI JIEHCTBHN npu YpE3BBIYANHBIX
CUTyalUsX

2. O0beM U MecTO JMcHUILIMHBI B cTpyKType OITOII

JucuumnnuHa oTHOcUTCs K o0s3arenbHol yactu OITOIL, ocBanBaetcs Ha 2 Kypce, 4 cemecTpe, B COOTBET-

CTBHH C y‘~IC6HI)IM IIJTaHOM 06mas{ TPYAOCMKOCTb AUCHUILIMHBI B 3a4YCTHBIX CAMHHIAX COCTABJIACT 43, e.

(144 gaca).

3. Conep:kanue ¥ CTPYKTYpa IMCHHUIIJIHHBI

3.1. CTpykTypa IUCUHUIIINHBI

O0beM 1MCUHMIIMHBI, YaC.
dopma TeKy-
KonTakTHas pa- ero KOH
0oTa 00yyarommXx- m
HaumeHoBaHue TpoJisl ycneBa-
Ne ni/m Bcero | cs ¢ npenoaasa-
pa3aesioB, TeM Cp €MOCTH, Npo-
YacoB | TeJieM N0 BHAaM .
. MEeKYTOYHOMH
Y4eOHBIX 3aHATHH
1] 3| 3 aTTecTalluu
Cemecmp Ne 4
['ocynapcTBeHHOE perysupoBa-
Pazgen 1. | aue cdepor obOpamenus nekap- | 28 6 14 8 T
CTBEHHBIX CPEJCTB
['ocynapcTBeHHOE perynupoBa-
Tema 1.1 | Hue cdepsl oOpaimeHHus JeKap- 4 2 2
CTBEHHBIX CPEJICTB
Perucrpauus npeanpustus u
Tema 1.2 | nuueH3upoBaHUE MPOU3BOJCTBA 8 2 4 2
JIEKAPCTBEHHBIX CPENICTB




O0beM TUCHUIIIMHBI, Yac.

Dopma TeKy-
KonTakTHas pa- p y
1ero KOH-
0oTa 00y4aroumx-
HaumenoBanue TPOJifl ycIeBa-
Ne ni/m Bcero | cs ¢ mpenoaasa-
pa3aenoB, TeM Cp €MOCTH, IIPOo-
YyacoB | TeJyieM N0 BHAaM .
. MEKYTOYHOM
Y4eOHBIX 3aHATHIH ATTeCTALMI
JI J3 | 1I3
OteuecTBeHHas (hapmarieBTHYC-
Tema 1.3 | ckasi MpOMBIIIJIEHHOCTh Ha CO- 4 2 2
BPEMEHHOM JTare
Konnenmnus namnexamux ¢ap-
MAIeBTUYECKUX TMPAKTUK KakK
Tema 1.4 | ocHoBa o0Oecrieuenus dddex- 7 6 1
THBHOCTH, 0€30IaCHOCTH M Ka-
yectna JII1
Tema 1.5 | dapmakonanzop 5 4 1
®apmarnieBTHYeCKas pa3padoTKa
— KaK Hay4HO - HCCJIeI0OBaTEllb-
Paszien 2 ¢ YA 8 32 | 4 16 | 12 T
CKUH TPOEKT apmareBTuye-
CKOTO TIPEITPUSITUS
CoBpemenHblii  (papmaneBTHUe-
Tema 2.1 | ckwuii peiHOK: ocoOenHocTu JIC n 4 2 2
MyTH Pa3BUTHUS
®dapmarnieBTUYECKasi pa3paboTka
Tema 2.2 pMall pasp 6 4 2
Y UCCJICIOBAHUS
Hannexamas mabopaTopHas u
Tema 2.3 AIERAT parop 6 4 | 2
KIIMHUYECKAs! IPAKTUKH
HNudopmalinoHHOE  COMPOBOXK-
enue JIII kak HeoTpemsiemas
Tema 124 | . 4 2 2
yacTh (apMaleBTUYECKON pas-
paboTku
Tema 2.5 | Perucrpanus JII1 6 4 2
[TocTperucTpaiMOHHBIA  MOHU-
Tema 2.6 | TopuHI KauecTBa, 3((HEKTUBHO- 6 4 2
ctu 1 6ezonacHoctu JIIT
OCHOBBI yITpaBIeHUS
Paznen 3 | ¢papmareBTHUECKUM 44 6 20 18 T
pepUsITHEM
OCHOBBI yIIpaBJI€HUS MIPEINPHS-
Tema 3.1 yip peap 12 | 2 4 | 6
THEM
Pecypcel mpenmnpustus: MaTepu-
Tema 3.2 YPCBI ISP P 16 | 2 8 | 6
aJbHBIC, TPYJIOBBIC, U TIP.
OCHOBBI OpraHu3al U HOPMHU-
Tema 3.3 p I p 16 2 8 6
pOBaHHUS TPyAa
OCHOBBI 2KOHOMUYECKOH U
WHAHCOBOM JEATEIIbHOCTH
Pasnend |9 A 38 | 4 18 | 16 T
(bapmareBTH4eCcKOro
TIPE TP THS
DKOHOMUYECKHE MMOKa3aTeIn
Tema 4.1 10 2 4 4
JESITCIIBHOCTH
Tema 4.2 | llenoobpa3oBaHue Ha jeKap- 8 4 4




O0beM TUCHUIIIMHBI, Yac.
dopma TeKy-
KonTakTHas pa-
1Iero KOH-
0oTa 00y4aroumx-
HanmenoBanme TPOJisl ycneBa-
Ne n/m Bceero | cs ¢ mpenoxasa-
pa3aenoB, TeM Cp €MOCTH, IIPOo-
YyacoB | TeJieM 10 BHAAM .
. MEeKyTOYHOI
y4eOHBIX 3aHATHI ATTeCTALIMHN
JI J3 | 1I3
CTBEHHBIE CPEJICTBA
Tema 4.3 | ®uHAHCOBBIE PECYPCHI 10 6 4
OCHOBBI HAJIOTOO0JIOKEHUS
apMaleBTUYECKUX
Tema 4.4 (apmar . 12 2 4 6 3a4yeT
NpEANPUSITHI.
[IpomexxyTouHas arrectanus
Bcero 144 20 68 56

Ipumeuanue: mecm (T).

3.2. ConeprxkaHue AUCHUTUIMHBI

PA3JIEJ 1. TOCYJAPCTBEHHOE PEI'YJIMPOBAHUE C®EPLHI OGPAIIEHUSA JIEKAPCTBEH-
HBIX CPEACTB.

Tema 1.1. T'ocynapcTBeHHOE perynupoBaHue chepbl oOpalieHus JCKapCTBEHHBIX cpencTB. ['ocymap-
CTBEHHOE PEryJIMpOBaHUE OXpaHbl 370poBbs, oOpaiieHus JIC n menuuuHckux usnenuil. Onpenenenue
OXpaHbl 3/10pOBbs, MPUHIUIBI, opranu3auus. Cucrema 3apaBooxpaHeHus. OCHOBHbIE PErJIaMEHTUPYIO-
M€ MEpBI 110 00ecreYeHnIo KauecTBa, 6e3onacHocT U foctynHoctH JIIT. Cornamenne o eAMHBIX IPUH-
LUIax ¥ npaBuUiIax oOpaleHus JEKapCTBEHHBIX CPeJICTB B paMkax EBpa3uiickoro 3KOHOMHUYECKOTO COIO-
3a rocynapctB — wieHoB. DesepaibHble OpraHbl UCIOJHUTENBHON BIacTU B chepe 3ApaBOOXPaHEHMUS.
I'ocynapcTBeHHbIe Haa30pHbIE opranbl. OCHOBHBIE (heiepalibHbIe 3aKOHBI B cepe 3apaBooxpaneHus. O3
«O06 ocHOBax OXpaHbl 310poBbs Ipaxaad B POy». ['ocynapcTBenHoe perynupoBanue oopaenus JIC. @3
«O6 obpamenun JIC». OcHOBHBIC MOHATHS.. JIUIICH3UpOBaHUE ACITENLHOCTH B cdepe odpamernus JIC.
I'ocynapcrsennas peructpauust JIC. IlponsBoactso u mapkuposka JIC. BBog B rpaxxgaHckuii o6opot
JIC. Cucrema monuTopunra aswxkenus JIII mias menuunnckoro npumeHeHus. @apmaneBrudeckas Jes-
tenbHOCTh. OnroBas Toprosis JIC. Pozununas Toprosius JIII. @apmaneBTruueckue opranuzanuu. Busel
anTe4YHbIX OpraHu3aluii. BerepuHapHble anTeuHble opraHu3aluy. PerimameHTanus accopTUMeHTa (ap-
MAalleBTUYECKUX TOBAapOB, U3IrOTOBIICHU U OTIycKa, XpaHeHus JIII. IIpenMeTHO-KOIMYECTBEHHBIN ydeT
JIC mna memuumuckoro npumenenus. Ilepeuens JKHBIIIL. T'ocynmapcTBeHHOE perynupoBaHUE LEH Ha
JKHBJIII. I'ocynapcTBeHHast perucTpanus NpeAesbHbIX OTIYCKHBIX LieH mpousBoauteneid Ha JKHBIIIL.
lNocynapctBeHHbI KOHTpOJB 1eH. 3anpeT Ha npojaxy PJIC, HIIC, KJIC. dapmarieBTUYeCcKHe OTXOIbI.
OcHoBanus u nopsanok yauuroxenus JIC. IlpuocranoBnenue npuMeHeHHs JIEKapCTBEHHOIO Mpernapara.
OrpanuueHus, HajlaraeMble Ha OpraHU3aluy, 3aHUMaroluecs: pa3paboTKOM, MPOM3BOACTBOM U (UJIH) pe-
amm3anueit JIIT st MeAuIMHCKOTO TPUMEHEHHUsI, OpraHu3aiuu, o0JaJaroniie IpaBaMu Ha UCIOJIb30Ba-
HUE TOproBoro HauMmeHoBaHus JIII U1 MEIMLMHCKOTO NMPUMEHEHUS, OPraHU3alMU OITOBOM TOPIOBIIU
JIC mpu ocCyIIecTBIEHUH JAEATENbHOCTU B c(hepe oOpalleHus JeKapCTBEHHBIX CpeAcTB. Permamenrarus
xpanenus JIC. OTBeTCTBEHHOCTh 3a HapylleHHe 3aKoHoaaTesbeTBa PO npu obpamenun JIC u Bozmerne-
HUE BpeJa, IPUYNHEHHOIO 3I0POBBIO IPAXKJIaH BeieAcTBUe npumenenus JIII.

Tewma 1.2. [lonarue npeanpusatus. Perucrpanus npeanpusaThs 1 JIMLEH3UPOBAaHUE MPOU3BOJICTBA JIEKap-
CTBEHHBIX CcpelcTB. CyIIHOCTh, NPU3HAKH M CTPYKTypa NpeanpusaTusa. I'ocyrnapcTBeHHas perucrpanus
IOPUANYECKUX JIUI] (SIBJSIONINXCS KOMMEPUYECKUMU OpraHu3alusMi) U UHIUBUIYaIbHBIX MPEANPHHIMA-
teneld. [lepeyeHb JOKYMEHTOB, MPEACTABISIEMBIX B HAJOTOBBIM OpraH Iisi TOCYAapCTBEHHOW PErucTpa-
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LUU IOPUANYECKUX JIMI NIPU UX co3naHuu. Ilopsanok nuneH3upoBaHus ACATEIBHOCTH MO IPOU3BOACTBY
JIC. JIuuen3noHHbIe TPEOOBaHMS K COMCKATENIO JTUICH3UU M JIMLEH3UATY MPH OCYLIECTBICHUH JEATENb-
HOCTH 110 npou3BocTBY JIC.

Tema 1.3. Konnenuus Haanexamux (GpapManeBTUYECKUX MPAKTUK KaK OCHOBa oOecriedeHus: dPPeKTHB-
HocTH, Oe3zomacHocTH M kaudectBa JIII. OGecreyeHne kadyecTBa B cdepe OOpalieHus JEKapCTBEHHBIX
cpeactB. Konnenuuss GXP. Dtanbl )KU3HEHHOTO LMKJIA JIEKAPCTBEHHOT'O CPEeACTBA. Pa3anyHbIe MOIXO0IbI
K BoIlpocaM 0OeCleueHMs KauecTBa JEKapCTBEHHOTo cpeicTBa. llenb, cyTh M cojepikKaHHE OCHOBHBIX
Ha/IIeKAIIMX IPaKkTUK, oOecnieunBarominx kadectBo JIIT Ha Bcex 3Tamax j>KM3HEHHOro Lukia. Mcropus
pa3BuTHs noaxonoB K oOecneueHuto kadectBa JIII. Konuenuus kauecTBa JIeKapCTBEHHOIO CPEICTBA,
npososriamennas BO3. [Tonutuka BO3 B oTHOmEHNH 00palieHust JeKapCTBEHHBIX CPEICTB.

Tema 1.4. OteuecTBeHHas (papmarieBTHUECKasi MPOMBIIUIEHHOCTh HA COBPEMEHHOM dTare. OCHOBHBIE
aCleKThl  IOCYAAPCTBEHHOIO  PEryJIMpOBaHUS  JACSITEIBHOCTH  OTEUECTBEHHBIX  IPENNPHUSITHIMA-
MPOU3BOUTENICHI Ha COBPEMEHHOM JTale pa3BUTUS CQepbl OOpalIeHUs JIEKAPCTBEHHBIX CPENICTB.
[Ipuoputer rocynapcTBEHHOW IOJUTUKM B OOJACTH JIEKAPCTBEHHOIO OOECNEUeHUs: MOAJdepKKa
OTEYECTBEHHBIX TPOU3BOJUTENIEH JIEKAPCTBEHHBIX CpeAcTB. OTEUYECTBEHHBIE JUAEPHI IO IPOU3BOACTBY
JIIL
Tema 1.5. ®apmakonanzop. Brenenue B @apmakonaazop. OCHOBHbIE 3Talbl HCCIEI0BaHUs OE30MacHO-
cru JIC. ®apMakoHa 30p Kak HHCTPYMEHT rOCyAapCTBEHHOTo KoHTpouss Oe3onacHoct JIC. Onpenerne-
HUe, Lenb, 3af1aun. Victopus pazsurus cucremsl @apmakoHan30p B Hallel cTpaHe U 3a pyoesxom. Mex-
JYHapOJHOE COTPYAHUYECTBO B 00JIACTU KOHTPOJISI U 0€30I1aCHOCTHU JIEKAPCTBEHHBIX CPEACTB.  3aKOHO-
natenbcTBO B obsactu dapmakonazopa.

PA3JIEJT 2. DPAPMALIEBTUYECKAS PA3ZPABOTKA — KAK HAYYHO-UCCJIEJIOBATEJILCKUN
ITPOEKT ®APMALEBTHUYECKOI'O ITPEAITPUATHUA

Tema 2.1. ®apmaneBTHUECKUN PBIHOK: OCOOEHHOCTHU U MyTH pa3BuTui. Muposoii u Poccuiickuit hapma-
LEBTHUUYECKUI PHIHOK HAa COBPEMEHHOM 3Tane pa3BuTus. OCOOEHHOCTH JIEKaPCTBEHHOI'O CPEJCTBA KaK TO-
Bapa Ha pbiHKe. Kilaccudukanuu 1ekapcTBEHHBIX CPEJICTB 110 Pa3HbIM IIPU3HAKAM.

Tema 2.2. @apmanieBTrueckas pa3paboTka u uccienoBanus. @apmaneBTuueckas pa3padoTka — OT OUCKa
OMOJIOTMYECKH aKTHUBHBIX BEIIECTB JI0 BbIBOJa Ha pbIHOK JIII. McTopus n nmytu co3nanus JeKapCTBEHHbIX
cpenctB. Pa3paborka u uccnenoBanus HOBbIX JIC (Research & Development — R&D). [latenTsr Ha Jse-
kapcTBa. O6mue ceepenust o nateHroBanuu JIC. TepaneBTuueckasi, 6uonoruueckas u QgapmareBTuye-
CKasl HKBUBAJIEHTHOCTH Kak KpuTepuil ounenku kadectsa JIII. BpiGop jekapCTBEHHBIX MpenapaToB A
pa3paboTku. MapKeTHHIOBble HCCcieoBaHMs, npeamecTBytomue Boioopy JIIT ans pazpaborku. Paspa-
00TKa KpUTEpUeB 0TOOPA JIEKAPCTBEHHBIX MPENapaToB s pa3padoTKu

Tema 2.3. Hamnexamas nabopaTopHas M KIMHUYECKash MpakTHKH. JloknuHudeckue uccinepoBanus JIIT.
Wctopus Bonpoca. Ilonstue GLP xak cucreMbl HOpM, paBUJl U yYKa3aHUM, HAaIlpaBJIEHHBIX Ha obecrieye-
HUE COTJIaCOBAaHHOCTH M JIOCTOBEPHOCTH pE3yNbTAaTOB J1abOpaTOpHBIX wuccienoBaHuil. HopmaTuBHBIE
[IPaBOBbIE AKTHI, PETIAMEHTUPYIONINE JTOKIMHUYECKUE HCCIe0BaHusl 0e30MacHOCTH U 3(PPEKTUBHOCTH
JeKapCTBEHHbIX cpelcTB B PD. OObeM MOKIMHUYECKUX HCCIIETOBAaHUM Ul PETUCTPallii BOCIPOU3BE-
NeHHbIX U opurnHanbHbIX JIII. ITnaHupoBanue TOKIMHMUYECKOTO MCCIENOBAHMS, COCTABIEHUE IIPOTOKO-
na/mnaHa uccienoanus. OO6paboTKa JaHHBIX Pe3yIbTaTOB JOKIMHHUYECKOTro uccienoBanus. Cocrasie-
Hue orueta. KOHTpOJIb KauecTBa MPOBEAEHUS JOKIMHUYECKOTO MccienoBaHus. KnuHudeckue uccieno-
BaHUS: UCTOpHUECKas cnpaBka. Ponp kinHudeckux uccnepoBanuii JIC B coBpeMeHHO# cucteme obecrie-
yeHus kayectBa JIC. [Tonarne o GCP kak 0 MeXIyHapOAHBIX MPABWIIAX CO3JAHUS, BHEAPEHUS U MPOU3-
BOJICTBA HOBBIX JIEKAPCTBEHHBIX CpeACTB. OCHOBHbIE HOPMATUBHO-IIPABOBBIE U METOJUYECKHE JOKYMEH-
ThI 110 IPaBHJIaM KayeCTBEHHOW KIMHUYECKOU MpakTuku. Llenu n Buap! kinHudyeckux uccienoBanuii JIC.
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Mertoapl IIIaHUPOBAHUS U TPeOOBaHUA K 00beMy KIMHUYECKUX ucciaeaoBanuii JIC. CTOpOHBI-y4YaCTHUKH
KIIMHUYECKUX UCCIICJIOBAHMM, UX TIPaBa U O0S3aHHOCTH. DTUYECKUE ACTIEKTHI MPOBEACHUS KIMHUIECKHIX
MCCIIEIOBAaHMA. DTHYECKUE MPOOIeMbl TPOBEACHHUS UCCIIETOBAaHH HA 0CO00 YSI3BUMBIX IPYIIaX MaIHeH-
TOB (1€TU U MOAPOCTKH, )KEHUIUHBI PENPOAYKTUBHOTO BO3pacTa, MOKUIIbIE JIIOU, TALIUEHTHI B OeCCO3Ha-
TEJILHOM COCTOSTHUHM M T1p.). PazpaboTka qoKyMeHTanuu sl KIMHAYECKHX uccienoBanuii. [IpoTokon nc-
cienoBanus u Opouatopa uccnegosarens 1 CRF. MadopmupoBanHoe coryiacue naiueHTa u BeIeHUe nep-
BUYHOM MEIUIIMHCKOM JOKYMEHTALlUU B X0/i€ HcciaenoBaHus. Pa3paboTka HHIUBUIYaIbHON pErucTpalu-
OHHOM KapThl IIPU KIIMHUYECKUX HCCIIETOBAHMIX JIEKAPCTBEHHBIX cpeacTB. [IpaBuia ee 3anmonHeHus, BHe-
cenue m3MeHeHud. OOpaboTka MaHHBIX KiuHUYeckux ucciaenoBanuii JIC. KoHTpons 3a mpoBeneHueM
KIIMHUYECKUX HCCIICIOBAHUI JICKAPCTBEHHBIX CPEACTB. [IpMHIMIBI OOecreueHus] KayecTBa M MOPSIOK
(YHKIIMOHMPOBAHUS CHCTEMBI MEHEPKMEHTA Ka4ecTBa B HCCIIEI0BATEIBCKON OpraHU3aIHH.

Tema 2.4. Huadopmanmonnoe compoBoxaenue JIII kak HeoTbemsemas 4YacTh (apMaleBTUUECKOH
pa3pabotku. HopmartuBHO-mipaBoBasi 0a3a, pErIaMEHTHUPYIOIIAas COCTABJICHHE WHCTPYKLUUU ISt
meaunuHckoro npumeHenust JIII. OcHoBHbIE 00si3aTenbHBIE pa3Aeiabl MHCTPYKUUU I MEAUIIMHCKOTO
npumenenus JIII. Mudopmanrionnsie ucTouHuKU HanonHeHus: pasnenoB MMIIL. Tpe6osanus EADC k
unpopmanronHomy compoBoxkaenuto JIII - OOmias xapakTepuCTHKE JEKapCTBEHHOTO Ipernapara Juis
MEIULHUHCKOTO IPUMEHEHUS U JINCTOK — BKJIA/IBIII JIJISl TALMEHTA.

Tema 2.5. Peructparnust JeKkapcTBEeHHbBIX NpenapaToB. HopmaTuBHO-TIpaBoBasi 6a3a, periiaMeHTHPYIOIas
skcneptusdy u perucrtpauuto JIC B Poccuiickoit @eneparuu. [IpaBuna u mopsiiok peructpanuu Jiekap-
CTBEHHBIX cpeacTB. opmupoBanue perucrpauoHHoro gocbe Ha JIII. OcHoBHBIE TpeOOBaHUS MPEIbSB-
asieMble K 00beMy U 0(OPMIIEHUIO JJOKYMEHTAIIMN PErUCTPALMOHHOIO JOChE, BHECEHUSI U3MEHEHUH B pe-
ructpauronHoe nocse Ha JIII. 'ocynapcrBennsiii peectp JIC. XapakrepucTtuka rocyJapCcTBEHHOTO pe-
ectpa JIC, ero poisb B mpouecce 3xcnepTussl U perucrpauuu JIC. IIpouenypa Mex1yHapoJHOM rapMOHH-
3a1uy OOpalleHHs JIeKapCTBEHHBIX cpecTB B pamkax EBpA3DC. TpeboBanus K SKCIepTU3E U perucrpa-
uuu B EBpA3OC.

Tema 2.6. [locTpeructpallnOHHBIII MOHUTOPUHT KauecTBa, A dekTuBHOCTH U O6e3omacHOCTH. OCHOBHBIE
MIPUYUHBI Pa3BUTHUS HEXKEJIATEIbHBIX JIEKAPCTBEHHBIX peakiuid. OnpeneneHue noHatuii: «kadectro JICy,
«3pdextuBHOCTh JIC», «b6e3omacHocTs JIC». HopmaTuBHas npaBoBas 0aza, periiaMeHTHPYIOLas MOHU-
topuHr 6e3onacHoctu JIC. Tumnbl HexxenarenpHbIX peakiuil JIC no knaccuduxaruu BO3. daktopsl puc-
Ka UX BO3HUKHOBeHUs. «[lapamennkaMeHTO3HbIE» HEXKeIaTelbHbIE JEKapCTBEHHbIE PEAKIMU: TOJIKOBA-
Hue, npodunakTuka. OcoOeHHOCTH BOSHUKHOBEHHS M METOIbI MMPEAYIPEKICHHS HEXKeTaTeNbHbIX JeKap-
CTBEHHBIX pEaKlWi y pa3HBbIX KaTeropuil MoTpeOuTeNnel JeKapCTBEHHBIX MpenaparoB (neTd, OepeMeH-
Hble, noxuisie). [lopsnok opranmzamuu GapMakoHaa30pa HA MOCTPECTPALIMOHHOM 3Tare oOpalieHus
JIC. AstomarusupoBaHHass UH(pOpMalMOHHAs crcTeMa (apMaKOHAI30pa: Ha3HAUCHUE M MPUMEHEHHE
P OCYILECTBICHUHU (papMalieBTHUECKON MPakTUKU. [lopsaok opraHu3aluu MOHUTOPUHTa 0€3011acCHOCTH
B anTeuyHou opranm3anuu. O0s3aHHOCTH (HapMalleBTHUECKOTO CIEIUAIUCTa B paMKaX OCYIIECTBICHUS
(dapmakoHaa30pa Ha ypoBHE anTeuHol opraHuzanuu.  COop u nepegada uHpopManuu o 0€30MacHo-
ctu JIC nipu ocyuiectBiieHnn papMaleBTUYECKOM 1eATeNbHOCTH.

PA3/IEJI 3. OCHOBBI YIIPABJIEHUA ®APMALEBTUYECKUM IMPEAITPUATUEM

Tema 3.1. OcHOBBI yrpaBieHus TpeanpustueM. [loHATHEe MEHEIKMEHTa U €ro CYNTHOCTHAas (PYHKIIHS.
Oo1iee U pa3nuyus MEXIY YIIpaBICHHEM U MEHEKMEeHTOM. [IpuHiumne! ynpaBneHus. Micropus pa3Butus
MeHekMeHTa B Poccun. Crienugpuka pocCHiCKOro MEHEKMEHTa Ha COBpeMeHHOM 3Tare. OcoO0eHHOCTH
yrmpasieHus ¢apmareBTHueckuM npennpustueM. Crenuduka yrnpaBieHUs )KEHCKUM KOJUIEKTUBOM. Xa-
paKkTeprcTUKa OCHOBHBIX (DyHKIHMI ympaBieHus. OpraHu3aiimOHHBIE CXEMbI YIPABJICHUS TMPEATNPUITHSI-
MH.
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Tema 3.2. Pecypchl npeanpusitus: MaTepralibHbIe, TPyAOBbIe, U Tip. CocTaB TPYIOBBIX pecypcoB (apma-
LIEBTUYECKOTO TPEANPUATHUS, KaTETOPUH IPOMBIIIJIEHHO-IIPOU3BOJACTBEHHOrO IepcoHana. Ilokazarenu
TUHAMHUKHU (KO3 OUIIUEHTH TeKY4YeCTH, MMOCTOSHCTBA M O0IIero o00poTa KaapoB) U cocTaBa (SBOYHAS,
CIIMCOYHAs U CPEHECIIMCOYHAs YUCIEHHOCTD) IIEpCOHala.

Tema 3.3. OcHOBBI OpraHuzalui U HOpMHUpOBaHUs Tpyda. OCHOBBI OpraHu3anuu Tpynaa. Paznenenue u
Koornepauus Tpyaa. Opranuzanus 1 o0ciayKuUBaHUE paboyero Mecra. Y CIOBUS TPyJia, IPUEMbI U METO/IbI
Tpyna. JucuumnHa Tpyna, peXuM TpyAa W oTAbixa. IIpaBuina BHYTpEeHHEro TPyAOBOTO paclopsika.
Pacnpenenenue o6si3aHHOCTEN Mexy paOOTHUKaMU, AOJDKHOCTHasE MHCTpyKuus. Hopmuposanue Tpyna,
cojiepKaHue M Lenu HopMmupoBaHus Tpyna. Hopmel Tpyaa. Knaccudukanus 3atpat padodero BpeMeHH.
MeToabl n3yueHus TPyIOBBIX MPOIIECCOB U 3aTpar pabodero BpemeHu. [Ipon3BoauTENbHOCTD Tpyda. 3a-
pabotHas muara u ee QyHKOUH. [IpuHIMIBI opraHu3anuu 3apaboTHON TUIaThl. MUHMMAIBHBIA pa3mep
omiatel Tpyaa (MPOT) B Poccuu u nopsiiok ero pacuera. CpaBuurenshbiii ananu3z MPOT B Poccuu u
psize 3apyOexxHbIX cTpaH. TapugHas cucreMa oriaThl Tpy/a U €€ OCHOBHBIE dJieMeHTHl. [loBpemenHas u
crenbHas GopMbl omaTel TpyAa. becrapudHbie 1 cMelaHHble CUCTEMBbI OIUIaThl Tpyna. Buasl nomnar u
Ha/10aBOK K 3apaboTHOM Iu1ate pabOTHUKOB (hapmareBTHUecKoro npeanpusatus. Ilnanuposanue donna
OIJIaThl TPyZJa M BEIMYMHBI CTPAxXOBBIX B3HOCOB BO BHEOMOKETHblE (DOHIBI Ha (hapMalleBTUUYECKOM
IIPEAIPUATHH.

PA3JIEJT 4. OCHOBBI SKOHOMUYECKON U ®UHAHCOBOW JNESATEJILHOCTH ®APMAILIEB-
TUYECKOI'O ITPEAITPUATUAL.

Tema 4.1. DKOHOMHYECKHE MOKA3aTEIU JEATEIbHOCTH. JKOHOMUYECKHUE TOKa3aTeld MPEeANpUATUS, 3a-
TpaThl MPEIIPUATHS U cebecTonMocTh npoaykiuu. Kinaccnpukarus 3aTpar Ha MPOU3BOACTBO U Peaju-
3anuio npoaykiuu. Cmera 3aTpaT U KalbKyisinusa cedectouMocTd. OCHOBHBIE HalpaBJICHUS CHHKCHMS
ce0eCcTOMMOCTH MPOIYKIMH (papMalieBTHYecKoro npeanpusatus. Touka 0e3yObITOUHOCTH U KPUTHUECKUI
00bEeM MPOU3BOJCTBA: IpapUUECKUil U aHATUTUYECKUH MeTo/bl pacyera. [IpuObUIL Kak OCHOBHOW MOKa-
3aTellb, XapaKTepU3YIOIUN pe3ynbTaThl X035MCTBEHHON NesITeIbHOCTH (apMalleBTUYECKOIO MpeaIpHus-
tus. Oynkuuu npubsii. Buast npubsun. [opsnok dopmupoBaHus mnokasaTeneil npuObUIN HpearnpHsi-
Tus. OCHOBHbIE HAlpaBJICHUS YBEJIMYEHHUS MPUObUIM B (apMalleBTUUECKOTo Npeanpustus. Penradens-
HOCTb U €€ POJIb B OLIEHKE 3(PPEKTUBHOCTH I€ATENbHOCTH (hapmalieBTHUecKoro npennpustus. [lokasare-
JU peHTa0eIbHOCTH U METOJMKA UX pacdyera. DKOHOMHUYECKHE pecypchl (hapMalleBTUUECKOTo Mpeanpusi-
tus. IlpuHUMIIHANbHBIE pa3IU4Msl MEXAY OCHOBHBIM U OOOpOTHBIM KamuTanoM. [loHsTue, coctaB u
CTPYKTYpa OCHOBHBIX ITPOM3BOACTBEHHBIX (DOHIOB (hapMalieBTUYeCcKoro npeanpustus. [InanupoBanue u
y4eT OCHOBHBIX IPOM3BOJCTBEHHBIX (POHMOB. BHUIBI CTOMMOCTHBIX OLEHOK OCHOBHBIX NPOU3BOJICTBEH-
HBIX ()OHJIOB (IIEpBOHAYANIbHAS, BOCCTAHOBUTEbHASI, OCTaTOYHAsI, TUKBUAALMOHHAs, OaTaHCcoBast U Cpeji-
HEro/ioBasi CTOUMOCTh). MI3HOC, BOCIIPOM3BOJICTBO M aMOPTHU3AIMsl OCHOBHBIX NPOU3BOACTBEHHBIX (OH-
70B (papMarieBTUYECKOTO MPEANPUSITHSL.

Tema 4.2. llenooOpa3oBaHHe Ha JIEKapCTBEHHbIE CPEACTBA. ['0CYyIapCTBEHHOE PETYIMpPOBAaHUE IIEH Ha
JKHBJIIL. TI'ocypapcTBeHHast perucTpanys MpeaesibHbIX OTIYCKHBIX IeH npousBoauteneil Ha JKHBJIIIL
I'ocynapcTBeHHBINM KOHTPOIIb LIEH.

Tema 4.3. dunancoBblie pecypebl. [IpUHIMIBI 1 QYHKIIUN OpTaHU3AMK U YIpaBiIeHUs: (pUHAHCOBOM ses-
TEJNBHOCTBIO (hapMaIeBTHUECKOTO npeanpusTus. GuHaHCOBBIE pecypchl papMalieBTUYECKOTO MpeapHsi-
THUS, ICTOYHUKH MX (OPMHUPOBAHUS U HAINPaBIICHHUs MUCMOIb30BaHuUs. [IpUHIIMN HEPaBHOLIEHHOCTH JICHET
BO BpeMeHU. [IponeHTsl 1 XxapakTepucTHUKU uX onpexaeinstomue. Hapamenne u nuckontuposanue. Ilpo-
CTBI€ U CIIO’KHBIE MPOLIEHTHBIE CTABKH: YCIOBUS UX MPUMEHEHUS M METO/bl HauucieHus. BHyTpuronossie
MIPOLIEHTHBIE HAUUCITICHHSI. DKOHOMUYECKUI cMbICH 3 (HEKTUBHON TO0OBOM MPOLEHTHON CTaBKH.
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Tema 4.4. OcHOBBI HaJIOTOOOJIOKEHHS (DapMaleBTHUECKUX Tpeanpustuid. [loHsTHE M CyIIHOCTH 00s13a-
TenbHBIX oTuncieHuil. Knaccugukanus nanoroB u coopoB. Hamorosast cucrema Poccun. DneMeHTHI
Hanoroo6moxxenus. Hamoroseie nbroTel. HamoroBeie pexumbl. DKOHOMHYECKAs CYIIHOCTh, COCTaB H
CTPYKTypa 0OOPOTHBIX CpelcTB (apmarieBTudeckoro npennpustus. Ctaauu Kpyroodopora 000pOTHBIX
cpeactB. Mcrounnku GopMupoBaHust 00OPOTHBIX CPEACTB (hapMaleBTHUECKOro npeanpustus. Hopmu-
pOBaHME U pacyeT MOoTpeOHOCTU B 000POTHBIX cpeacTBax. [lokazaTenu 3¢p¢GeKTUBHOCTH HCTIOIb30BAHUS
00OpPOTHBIX CPEJICTB U METOMKA X pacuera. [Iytu yckopenust o060paunBaeMocT 000POTHBIX CPE/CTB.

4. ®oH/I OLIEHOYHBIX CPEJICTB MO JUCIUIINHE

4.1. ®opmbl 1 MaTeprallbl TEKYIIETO KOHTPOJIS.

4.1.1. B xozne peanuzanuu qucuuiuinibel 51.B.06 OcHoBBI ynipaBienus hapManeBTHUECKUM MPEATIPHSITH-
€M HCIOJIB3YIOTCS cieayronme (GopMbl TEKYIET0 KOHTPOJS YCIIEBAEMOCTH OOYYalOMIMXCS: TECTUPOBA-
HHUE.

4.1.2. Marepualibl TEKYIIIETO KOHTPOJISI YCIIEBAEMOCTH.

TecToBbIi KOHTPOJIb

1. JlexapcTBEHHBIN Mpenapar, OTKPhIBAIOLINI HOBBIN KJlacC COeIMHEHUH, Ha 0a3e KOTOPOro Mo3/Hee
OyAyT CHHTE3UpOBaHbl OpUTMHAJbHbIE Ipernaparbl, O0JQAAoUMe HHBIMH (apMaKoJIOTHUYECKUMH,
(apMaKOKMHETHYECKIMH U (hapMaKoIMHAMUYECKIMH CBOMCTBAMH — 3TO:

> NHHOBaMOHHBIN JIEKAPCTBEHHBIN Mpenapar.

2. [IpenMeToM naTeHTOBAHMSI B OCHOBHOM IIATEHTE Ha JIEKAPCTBEHHOE CPEJICTBO BCE, KPOME:

A. Cnioco0 npou3BoCTBa JIEHCTBYIOIIETO BELIECTBA;

b. Xumunueckas hopmyia 1eHCTBYIOIIETO BEIIECTBA;

B. Cnoco0 npruMeHeHus JIeKapCTBEHHOT'O CPEJICTBA.

3. [Tpuunzbl pocTa 3aTpat (hapMaleBTHUECKUX KOMIIaHUH Ha co3anue HoBbIX JIC Bce, kpome:

A. duHaHCcOBas cTparerus KpynHeHmux (apmaneBTHYeCKUX KOMIIAHWM, HarpaBlieHHass Ha MHQIALUIO
pacxoz0B, mpenBapsoumx JIoHy, 1 UMeromas cBoel LEeIbI0 CO31aTh YCIOBUS ISl pOCTa OTHOCUTEIbHBIX
JI0XO0JI0B OT IPOAAXKHU, KaK CJIEJICTBUE, pOCTa KalIUTaIN3a1H;

b. Poct notpebiienns gekapCcTBEHHBIX IPENapaToB.

B. Poct ypoBHS TpeOOBaHMIA K MOJHOTE U Ka4€CTBY UCCIIEJOBAHUNM CO CTOPOHBI HAIIMOHAIbHBIX OPraHOB
Y Ha/IHALIMOHAJIBHBIX UHCTUTYTOB;

I". HeuMoBepHO BBICOKUI YPOBEHb KOHKYPEHIIMM KOMITAHUH MEX a1y co00ii.

4. HctouHuku nHGOpMaluu sl COCTABICHUS THUIIOBOW MHCTPYKLIMU Ha JIEKAPCTBEHHBIN MpenapaT
(ToKyMeHTa sIBIISIOLIErocs O0s3aTeNbHBIM Ui  TOCYJApPCTBEHHOM pErucTpalMy  JIeKapCTBEHHBIX
npemnaparos Juid MeauiuHckoro npuMeHenus 10 01.01.2021 roaa) Bce 3a UCKITIOUEHUEM:

a) MHCTPYKUUs 1o npuMeHeHHuto pedepentHoro JIII, yrBepxnennas B Poccuiickoit @enepanuu, u
pa3MelleHHass Ha TMopTaje 1o BeleHUI0 [ocyaapCcTBEHHOrOo peecTpa JIEKapCTBEHHBIX CPEACTB
(http://grls.rosminzdrav.ru)

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

c) uHpopManMoHHbIe MuchkMa Mun3apasa no 6ezonacuoctu JIII, pasmemiennsie Ha noprane ['PJIC
(http://grls.rosminzdrav.ru)

d) KpaTkas xapakrepuctuka npenapara (SPC), onoOpenHas B crpane pazpaboTuuka (HHHOBAaTOpaA)

e) uHpopmanus EBponelickoro areHTCTBa 1o JekapcTBEeHHBIM cpencTBaM (EMA)

) nHpopmanysg YHpaBieHUs MO HaA30py 3a KaueCTBOM IHUIIEBBIX MPOJYKTOB U MEIUKAMEHTOB
(FDA)
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g) nHpopmanusa B cnpaBouHuke «denepanbHoe PYKOBOACTBO MO HCMHOJIb30BAHUIO JIEKAPCTBEHHBIX

CPEICTBY.

4.1.3. llIxana olleHUBaHUS JJIsl TEKYILIETO KOHTPOJIS.

Tecr

Kputepuu u 1mkana olleHUBaHUS TECTa

Onenka «OTINYHO» KomnuectBo npaBuiibHbIx 0TBETOB 90-100%
Onenka «Xopouio» KonuuecTBo npaBuiibHbIX 0TBETOB 75-89%
Onenka «Y 10BJIETBOPUTEIBHO» KonuuecTtBo npaBuibHbIX 0TBETOB 60 - 74%
Onenka «HeynoBaeTBOpUTEIBHOY KonuuecTBo npaBuIbHBIX OTBETOB 59% 1 MeHee

OnuchIBarOTCA KPUTEPHH U IIKaJIa OLIEHUBAHUS [T KaXKI0H (OPMBI TEKYILIETO KOHTPOJIS.

4.2. ®opMbl U MaTepUaJIbl IPOMEKYTOUHOU aTTECTALIUH.

4.2.1. TlpomexyToyHast aTTECTAIUs POBOAUTCS B opMe:

TectupoBanue

4.2.2. O1ieHOYHbIE CPEICTBA JJISI HPOMEXKYTOUYHOM aTTECTALUH.

1. T'ocymapcTBo-ujieH, B KOTOPOM JIEKapCTBEHHBIN Ipenapar 3aperucTpupoBaH (pPErucTpupyercs) ¢
IIPOBEJCHUEM HKCIEPTU3bl, BKIIOYAIOIIEH OLEHKY 3KCHEPTHOIO OTYeTa 00 OlLIEHKE O€30MaCHOCTH,
5pGEKTUBHOCTH W  KadecTBa JICKAPCTBEHHOTO Iperapara, IOATOTOBIEHHOTO  pedepeHTHBIM
rocyJ1apcTBOM — 3TO:.

> ["ocynapcTBo-nipu3HaHUE.

2. Cpok mpoBeACHHS PETUCTPALIUU U SKCIIEPTU3bI JIEKAPCTBEHHOT'O Mpernapara B peepeHTHOM rocyaap-
CTBE HE JIOJKEH MPEBBILIATh:

a) 210 xaneHgapHBIX JHEH ¢ JaThl MOJa4y 3asBJICHUS HA PETHCTPAIUIO JIEKApCTBEHHOTO Mpenapara
IO JIEHb BbIIaYH PErUCTPALIMOHHOTO YIOCTOBEPEHUS;

b) 90 xaneHIapHbIX JTHEH C JaThl 0JIa4M 3asiBICHUS HAa PErUCTPALIMIO JIEKapCTBEHHOTO Mpernapara
I10 JIEHb BbIJIa4M PErUCTPALIMOHHOTO Y10CTOBEPEHUS;

c) 300 kaneHgapHBIX AHEW ¢ AAThI IOJAauu 3as8BJICHUS HA PErMCTPALUIO JIEKApCTBEHHOTO Ipenapara
IO JIEHb BbIJIaYM PETUCTPALIMOHHOTO Y10CTOBEPEHUS;

3. JleueHTpalln30BaHHasl MPOLEAYpa PETUCTPALUU JEKAPCTBEHHBIX MIPENapaToB — 3TO:

a) OJIHOBPEMEHHAsl PETUCTpaLUs B HECKOJIBKMX I'OCYJapCTBaX-WICHaX;

b) NOCJIEA0BATENbHASI PETUCTPALM B HECKOJIBKUX FOCY1apCTBaX-wWIEHAaX B COOTBETCTBUHM C NIEPBO-
HayvalbHOH peructpanueil B pe)epeHTHOM TOCyAapCTBE.

4. B cooTBeTCTBHH C HaJIeXallel mpakTuko Gapmakonamzopa EBpazuiickoro 3KOHOMHYECKOTO COI03a
«100as HelpeHaMepeHHasl OlnOKa pabOTHHUKA CUCTEMBI 3/IpaBOOXPAHEHNS, MMAlIUEHTa UK MTOTpeduTe-
7 B HA3HAYEHUHU, OTITyCKE, I03UPOBKE, BBEIEHUN WM ITPUEME JIEKapCTBEHHOT'O IIperaparay - 3T0:

> «omuOKa MPUMEHEHHS JIEKAPCTBEHHOIO IIperapaTay.

4.2.3. lllkana oLleHNBaHUS.

Tect

Kpurepun u mkana olleHUBaHUS TECTa

Onenka «OTAMYHO» KonnuecTtBo npaBuibHbIX 0TBETOB 90-100%
Onenka «Xopomoy» KonnyecTBo npaBriIbHBIX OTBETOB 75-89%
Ouenka «Y 10BIETBOPUTEIIHHOY KonuyecTtBo nmpaBmiibHBIX 0TBeTOB 60 - 74%
Onenka «HeynoBaeTBOpUTENBHOY KonnuecTBo npaBuibHBIX 0TBETOB 59% 1 MeHee

OnuchIBatOTCS KPUTEPUH U I1IKaJIa OL[CHUBAHUSI.
4.3. COOTBETCTBHE OLIEHOYHBIX CPEJICTB MPOMEKYTOUHOM aTTeCTallK 10 JUCUUIUTMHE (OPMHUPYEMBIM
KOMIIETEHIIUSM

14



Kox kom- | Kox HMHAMKATOpa NOCTHIKEHUS O1neHOYHBIE CPENICTBA IPOMEKYTOUHOM aTTECTALlMH
IICTCHIO U KOMIICTCHIINU Tect
OIIK-3 WJIOIIK-3.1 +
VK-3 UJIVK-3.4 +
TK-2 WJIITK-2.4 +
IK-5 WIIIK 5.2 +
VK-10 HUJIYK-10.2 +
VK-2 UJIVK-2.3 +

4.4. Kputepuu oueHKH cHOPMHPOBAHHOCTH KOMIIETCHIIMA B paMKaX MPOMEXKYTOUYHOW aTTeCTaIluH IO

TUCIUTLTAHE
Ko Koz CrpykrypHbie Kpurepuu olieHKH c(OpMHUPOBAHHOCTH KOMIETEHIIUN
commere | HAMKaTOpa AIIEMEHTHI
HIUH oSt oeroTnbI He cdopmupoBana CdopmupoBana
KOMIICTCHITHH CPEICTB
YK-3 NAYK-3.4 Tect He Bnanmeer mndopmanueii, | Bnageer uHpopmanuei,
HEOOXOMUMOM Il Ocy- | HEOOXOOUMOW ISl OCy-
IIECTBJICHUS  3aHMMAeMOM | IIECTBICHUS  3aHUMaeMOM
JOJDKHOCTH Ha (papMarieB- | JOJDKHOCTH Ha (apMares-
TUYSCKOM TIPEINPUATHN, HE | THYECKOM  TIPEIANPUSITHH,
yMeeT OICHUBaTh HJIEU | yMEET OICHUBATh  UJEU
JIPYTUX YJICHOB KOJIJIEKTHBA | APYTUX YICHOB KOJUICKTHBA
U OCYIIECTBISATh B3aMMO- | U OCYILECTBISATh B3aUMO-
JNEHCTBUE IS TOCTHIKEHUS | JCHUCTBHE IS JOCTHKCHHUS
oOmelt 1enu oOmelt 1enu
OIIK-3 NJOIIK-3.1 Tect He 3HaeTr ocHOBHbIE MOJO- | 3HAET OCHOBHBIE IMOJIOXKE-
JKEHUS W TIpaBWJIa OIpese- | HUsl U IpaBUiia OMpeelieH-
JICHHBIE B  HOPMATHBHO- | HBIC B HOPMAaTUBHO-
MPAaBOBBIX aKTaX, pErylu- | IPaBOBBIX aKTaX, pEryiu-
PYIOIIMX OTHOMIICHHUS MEX- | PYIOIIUX OTHOIICHUS MEXK-
Iy GU3NIECKUMU U IOpUIH- | 1y QU3UYECKUMH U FOPH]IU-
YECKMMH JIMLIaMHd Ha Qap- | YeCKUMHU JIMlaMu Ha Qap-
MAaIEeBTUYECKOM PBIHKE MAaIeBTUYECKOM PBIHKE
YK-10 NAYK-10.2 Tect He 3maer Tteopernueckue | 3HaeT TEOPETUUECKHE OCHO-
OCHOBBI XO3SMCTBEHHOM Jie- | BBl  XO3SMCTBEHHOM  Jes-
ATETPHOCTH,  OKOHOMHYE- | TEIBHOCTH, YKOHOMUYCCKUE
CKH€ 3aKOHOMEPHOCTH U | 3aKOHOMEPHOCTH U OTHO-
OTHOIICHMSI, BO3HUKAIOIIUE | IIIEHUS, BO3HHUKAIOIINE B
B IIPOLIECCE MPOU3BOJICTBA. | MPOIECCE MPOU3BOJICTBA.
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I1K-2 NIIK-2.4 Tecr He chopmupoBanst 3nanus | ChopMHpPOBAHEI 3HAHUSA
HKOHOMHUYECKHUX 3aKOHO- | 9KOHOMHYECKHUX 3aKOHO-
MEpPHOCTEM W OTHOIIECHWH, | MEPHOCTE W OTHOIICHHH,
BO3HHMKAKIIUX B IPOLECCE | BOSHUKAKOIIMX B IpoLEcce
MPOU3BOJICTBA,  OCHOBHBIX | IPOU3BOJICTBA,  OCHOBHBIX
AKOHOMHUYECKHUX MOKa3a- | FKOHOMUYECKUX MoKasa-
Tenel paesTenbHOCTH ap- | Tenel aedareabHocTH dap-
MalEBTHUYECKOr0 IPEANpPHUs- | MaLlEeBTUYECKOTO npe-
TUs, TPUHIMIBI o0ecre- | MPUATHs, TPHUHIHUIL 0b0ec-
YEHHOCTH pecypcaMu sl | IEUEHHOCTU pecypcamu Jyist
s dexTuBHOrO QYHKIMOHU- | 3PPEeKTHBHOTO  (PYHKIIHO-
poBaHusA HUPOBaHUs IPOU3BOJCTBA.

YK-2 NAYK-2.3 Tect He 3HAET TpynoBoe | 3naer TpynoBoe 3aKoHOA-
3aKOHOJIaTEJILCTBO P®; | tenbctBO P®; OCHOBEI Ka-
OCHOBBI KapOBOT'O | pOBOTO MEHEKMEHTA;
MEHE)KMEHTa; TpeOoBaHUU | TpeOOBaHUS ~ CAaHUTAPHOTO
CaHUTAPHOTO pexuma, | peknuma, OXpaHbl Tpyna,
OXpaHbl TpyJa, MOKAPHOH | MOXKApHOU  OE30MaCHOCTH,
0€30MacHOCTH,  SKOJOTHH | SKOJOTUU OKpYKaroIieu
OKpY’Karolen Cpelbl, | cpeabl, MOPSIAOK JIEUCTBUIA
MOPSIIOK  ACMCTBUN TP | IPU YPE3BBIYAMHBIX CUTya-
YpE3BbIYANHBIX CUTYAlMSIX | IHUSIX

I1K-5 MJITIK 5.2 Tect He Bmapmeer ocHoBamu | Biazmeer ocHOBaMM INIaHU-
IJIAHUPOBAHUS notped- | poBaHUs TOTPEOHOCTH B
HOCTH B MIepCOHAJIE | MepCOHANE MPOU3BOACTBEH-
MIPOU3BOJICTBEHHOT'O HOTO TOApAa3ACNICHUs], pas-
noJpas3JielieHus, pa3paboT- | pabOTKU MEPONPUITHI 10
K1 MEpONPUATHIA 10 | ajanTanuu MepcoHania, pac-
azlanTauu MepCOHANIa, | MPEJCICHHs 3a1ad U paboT

pacripenieieHust  3agad U
paboT Mexay mepcoHaIoOM
MoJpa3JeNieHns,  BKIOYas
KOHTPOJIb HX BBIIIOJIHCHUA,
pa3pabOTKH  JTOJHKHOCTHBIX

UHCTPYKLIUH nepcoHana
IPOU3BOJICTBEHHOTO  MOJ-
a3feleHusl,  OpraHHU3aLUH
00y4eHHUs U OLIEHKY 3HAHUU
nepcoHana, pa3paboTku
CUCTEMBI 3¢ deKTUBHON
MOTHBAIIH HepcoHaa

MPOU3BOJCTBEHHOTO  TIOJI-
pasziefieHusi, OpraHu3aluu
PETrYJSPHBIX MEIUIIUHCKUX
MPOPUITAKTHIECKA  OCMOT-
pOB  MepcoHaia Mojpas3-
JIETICHUI

MEXIy NEepCOHAIOM TOJ-
paszeneHus, BKJIIOYas KOH-
TPOJb UX BBIMIOJIHEHUS, pa3-
pabOTKU JOKHOCTHBIX HH-
CTPYKLIMH TMepcoHana Mpo-
W3BOJCTBEHHOIO TOApa3Jie-
JIeHUs, OpraHu3alnuu ooy-
YeHUST M OLEHKY 3HaHHU
nepcoHara, pa3paboTku
cucteMsl 3¢deKkTuBHON MO-
TUBALlUU TNIEPCOHAJIA TIPOU3-
BOJICTBEHHOI'O IOJIpa3felie-
HUS, OPraHU3allK Perysip-
HBIX MEIMIIMHCKHUX Tpopu-
JAKTUYECKH OCMOTPOB IEp-
COHaJja noapa3aeaIeHU
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5. MeToauuyecKkue YKazaHud M0 OCBOCHUIO TUCHHUIIJIHHBI

MeTtoaudeckue marepuanbl At qucuuiuimabl b1.B.06 OcHoBBI ympaBneHus: hapmMareBTHIeCKUM Tpe/I-
npusTHEM (MOJIHBIH KOMIUIEKT METOAMYECKUX MaTepuaioB IO IUCIHMIUIMHE HAXOAWTCS Ha Kadeape
yIpaBiIeHUs U 3KOHOMUKHU (apMallin).

6. YueOnas nurepatypa sl O0yJarOIIMXCS 1O JUCITUTIIMHE

6.1. OcHoBHag nUTEpaTypa.

1. Bepr JI.B. Hayuynas opranmsanus Tpyna B ¢apmaueBTuueckoMm mnpousBozactse [Tekcr] / JI. B.
bepr, 10.B. Edumuenko, M. 1O. Epumuenko. - Mocksa : Meaununa, 1981. - 224 c.: un. Jlurt.: c. 222-
223.-1-70.

2. Menemxment [Teker]: [yueb.mocobue s cryneHToB By3oB| / mon pen. B. B. Jlykamesuua, H.
N.AcraxoBoii. - Mocksa: FOHUTH, 2005. - 255 c.: un. - (Beicuiee npodeccuoHaibHOe 00pa3oBaHumeE,
MenemxmenT). - JIut.: c. 249-252. - ISBN 5-238-00764-7: 86-40.

3. ®uHaHCOBBIM MEHEIKMEHT: ymnpapieHue puuancamu npeanpustus [Tekcrt]: [yueOHUK I BY30B]
/TuxomupoB EBrenunii ®enopoud. - Mocksa: Akamnemusi, 2006. - 381 c.: wi. - (Bpeiciiee npodeccuo-
HaibHOE oOpa3oBanue). - JIut.: ¢. 375-376. - ISBN 5-7695-2508-8: 228-30.

4. DxoHomuKa U commonorus Tpyna [Tekct]: yaeOnuk ms By30B / B. B. Agamuyk, O. B. Pomaros, M.
E.Copokuna. - M.: KOHUTH, 1999. - 407 c. - bBubnuorp.: ¢.401-402. - ISBN 5-238-00042-1: 66-00.6.2.

5. DOxonomwmka npeanpusatus [Tekcr]: [yueOnuk st By3oB] / mon pen. B. f. loppunkensa. - 5-e
u3 . nepepad. u gom. - Mocksa: FOHUTH, 2009. - 767 c.: . - (3010T0N (HOHI POCCHICKUX YIEOHHKOB).
-JIut: c. 740-743. - ISBN 978-5-238-01284-1: 272-00.

6. Omune, J.Jlx. [Ipou3BOACTBO JIEKAPCTBEHHBIX CPEICTB. XUMHUUEcKas TexHojorus ot R & D no npo-
u3BojcTBa [Tekct] : mep. ¢ anrn. / Ouge J.Jx. - Cankr-IletepOypr : [Ipodeccus, 2015. - 1280 c. : um. -
bubnuorp.: c. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (¢papmayesmuueckas ompacis, npous-
800CMBO IeKAPCMBEHHbIX NPpenapamos, hapmayesmuyeckue npousso0CmeeHHble npoyeccsyl)

7. HapkeBuu WU.A., YrpaBienue u s3xoHOMUKa (apmanuu [DneKTpoHHbI pecypc]| / moxa pen. U. A.
Hapxesuua - M. : I'DOTAP-Menua, 2017. - 928 c. - ISBN 978-5-9704-4226-5 - Pexum pocrymna:
https://www.rosmedlib.ru/book/ISBN9785970442265.html

8. dapmareBTHUeCKas pa3padOTKa: KOHIICTIHS U TMpaKTUYecKue pexkomMeHaanuu [TekcT| : HaydHO-
MPAKTUYECKOe PYKOBOJCTBO IS (papmarieBTudeckoir otpaciu / mon pena. C.H. beikoBckoro [u mp.]. -
Mockga : Ilepo : @apmkonTpakt, 2015. - 472 ¢

9. baceBuy, A.B.CoBpemeHHBIE acHeKThl CHUCTEMbl OOECTeueHUs KadecTBa Ha (apMaieBTUYECKOM

npeanpusitiu [ Tekct] : yuebHoe mocodue / A. B. bacesuy, U. E. Kayxogsa ; Cankr-IletepOyprckuii rocy-
JapCTBEHHBIM XUMHUKO-(apmalnieBTHUeckuil yHuBepcurer. - Mocksa : KHOPVYC, 2020. - 318 c. : un. -
(AcniupanTypa u Maructparypa). - bubnuorp.: c. 313-318. (koumponv kauecmsa na papmayesmuueckom
npeonpusimuu, KOHMpOIb Cblpbsi HA HaApMayesmuieckom npeonpusimuu, Xono0008ds Yenb NepegosKu
Gapmayesmuueckux npenapamos, ynpagieHue puckamu Ha Gapmayesmuieckom npeonpusmui,)

6.2. /lononHUTENBHAS JINTEPATYPA

10. Ymopasnenue u sxoHomuka (gapmanuu [Texcr] : B 4 1. T.3 : DKOHOMHKA aNTEYHbIX OpraHU3alUil /
nox pen. E.E. Jlockyrosoil. - M. : Akanemus, 2008. - 428 c.

11. Yopasnenue u sxoHomuka (papmanuu [Tekcr]: B 4 1. T.1: ®apmaneBTuueckas aearenbHocTb. Opra-
Huzauus u peryaupoanue / nox pen. E.E. JlockyroBoii. - M.: Akagemus, 2003. - 380 c.: ui. - (Boiciiee
npodeccuoHabHOe 00pazoBanue). - bubmuorp.: c. 377-378.
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12. YmupaBnenue u skoHoMuKka ¢dapmaruu [ Tekcr] : yaeOHuK 11t By30B / mof pen. B.JI. baruposoii. - M.
: Meaununa, 2004. - 720 c. (@apmayesmuueckas 3Ko0HOMUKA, hapmayesmuyeckuli pblHOK, YeH08ds No-
quUmuKa apmayesmuueckol opanuzayuu, @GapMaKodIKOHOMUKA, GapmayesmudecKuti MeHOMCMeHm,
Gapmayeemuueckull Mapkemune, Mo8aAPHAs NOJUMUKA DAPMAYe8MUYECKOU OpeaHusayul, uHgpopmayu-
OHHOe obecneuenue hapmayeemuuecko2o busHeca, OusHec-niaHuposanue (gpapm.), roeucmura (ghapm.)
13. Momnax, A.X. VYmnpapienwe puckamu B ¢dapmareBTuueckoM mpousBojacTBe [Tekcr] = Risk
Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing : niep. ¢ aari. / A. X.
Monnax, M. Jlonr, I'. C. baiicMeH. - [2-e u3a., ucnp.]. - Mocksa : BUAJIEK, 2017. - XXI1V, 440 c. : umn. -
bubnuorp. B xoHue kaxaoi raasel. - ISBN 978-5-904723-02-6 (pyc.) : 500-00. (papmayeemuueckoe
npouzeo0cmeo, ynpasienue Kaiecmeom 6 papm. IIpomviuiennocmu, npou3eo0Cmeo ieKapCmeeHHbIX
cpedcme, IPOU3BOJICTBO OUONOSULECKUX NPENAPAMOs, NPOU3800CME0 OUOMEXHOIOSUYECKUX NPEenapamos,
ganuoayus 6 papmayesmuieckom npou3eoo0cmee, acenmuyeckoe ghapmayesmuyeckoe npouzso0cmao,
ynpasnenue puckamu 6 gpapm. Ilpouzsoocmee)

14. ®enoros, Anekcanap EsrenbeBud. OcHoBel GMP. [Ipon3BoicTBO ekapcTBEHHBIX cpeacTs [Teker] /
®denoroB Anekcannp ErenseBud. - Mocksa : ACUHKOM, 2012. - 576 c. : un. - bubauorp.: 569-571.
(ITpousBoactBo JekapcTBeHHbIX cpeactB, GMP B ¢dapmanum, KOHTpOIb KauecTBa JIEKapCTBEHHBIX
CPEICTB, TOKyMEHTAalUs B (hapMarium)

ba3el maHHBIX, HTHPOPMAITMOHHO-CIIPABOYHBIC M TIONCKOBBIC CHCTEMBI - IHTEpHET pecypchl, OTBEYAIOIIHE
TEMAaTHUKE AUCIUIUIMHBI, B TOM YHCIIE:

1. MunuctepcTBo 3apaBooxpanenus PO https://www.rosminzdrav.ru/

2. MuHucTEepCcTBO NPOMBILUIEHHOCTH M ToproBiu Poccum http:/ minpromtorg.gov.ru / ministry /
governance/

3. @enepanbHas ciryx0a 1o Haa30py B cepe 3apaBooxpaneHus http://www.roszdravnadzor.ru/

4. MexnyHapoanas denepauus papmareBTHUECKUX TPpou3BoguTenei http://www.aipm.org/

5. CaliT rocy1apCTBEHHOI'O pEecTpa JIEKapCTBEHHBIX cpeacTB. https://grls.rosminzdrav.ru/grls.aspx

6. Acconmanus Poccuiickux dapmarieBTHYECKUX pou3BoauTeei http:// www.arfp.ru/

7. Bcemupnas opranuzanus 3apaBooxpanerus http:// www.who.int/ru

8. Cerp E-LEK mist pycckoroBopsinux crpan OTaena OCHOBHBIX JIEKAPCTB U JIEKAPCTBEHHOW MOJIUTUKHU
BO3: auckyccroHHBIH KIy0 KIMHUYECKHX (hapMaKoJIOroB, HOBOCTH B 00JacTH NMPUMEHEHHUs JeKap-
CTBEHHBIX CpeACTB. http://www.essentialdrugs.org/elek/

9. Odunmanbubiii caiit EBpa3uiickoro 3koHOMHU4ecKoro coro3a http://www.eaeunion.org/

7. MarepuajibHO-TeXHHYecKas 0a3a, ”H(GpOpPMAIHOHHBIE TEXHOJIOTHH,
NPOrpaMMHoOe o0ecnedyeHne 1 HH(POPMaLMOHHbIE CIIPABOYHbIE CHCTEMBI

1. CHeI_II/IaJ'ILHBIe IoOMCEUICHUA C IMMOCAAOYHBIMU MECTAMU TSI IIPOBCACHUS 3aHATUH JIEKITUOHHOI'O THIIA,
3aHATUH CCMHUHAPCKOI'0 TUIIa C UCIIOJIb30BAHUCM MYHLTHMCHHﬁHOFO O60pyL[OBaHI/I$I.

2. TexHMUYECKHE CPECTBA O0YUEHHS: IEPCOHAIbHBIM KOMITBIOTEP; MYJIbTUMEIUNHBIE TPOEKTOPBHI.
3. JInueHnsnoHHble nporpaMMHuble npoaykTel: Windows, Microsoft Office (Excel, PowerPoint, Word).

Crienmanu3upoBaHHbIE  y4yeOHble ayJUTOPUH, OCHALICHHBIX HAIJIAAHBIM  MaTepHalioM M|
JUTEPaTypoi, HEOOXOAUMBIMHU JUIS U3YUYEHHUS BOIPOCOB JAUCIUIUIMHBI: YTBEP)KICHHBIMU METOIUYECKUMU
yKa3aHUSMH, CHEHUAJIBHON JIMTEpaTypod M COBPEMEHHONW HOPMAaTUBHON AokyMmeHTanuen. Kaxmaplii
o0yyaromuiicst obecrnedeH 10CTyrnoM K OMOIMOTEeYHbIM (DOHIAM aKaJIeMHH U Kadeaphl.
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AHHOTAIIUSA PABOYEHN ITPOT' PAMMBI JIUCIIUTLIIAHBI

51.B.06 OcHoBBI viipaBiaeHus dhapMalleBTUYSCKUM IIPEANPUITUEM

Kon n HaumeHOBaHue HanpaBJeHHUs1 NOATOTOBKH, mpopuis: 18.03.01 Xumuueckas TexHoaorus. Xu-
MUYeCKasi TEXHOJIOTUS JIEKAPCTBEHHBIX CPEJICTB.

KBamndukanus (creneHb) BLINYCKHUKA: OakaaBp.

®dopma o0yueHHsI: OUHas.

®opmupyemas (bie) KoMIeTeHuusi(n):

OIIK-3 — crioco6eH oCcymecTBIATh MPOPECCHOHAIBHYIO JEATEILHOCTh C YU€TOM 3aKOHOJIaTeIbCTBA PO,
B TOM YHCJIE€ B 00JaCTH SKOHOMHKH U 3KOJIOTHH.

NOIIK-3.1 — ocymiecTBisieT MpoPeCcCHOHANBHYIO JIEATEIBHOCTh C YYETOM HOPMATHUBHO-IIPABOBBIX aK-
TOB, PETYIHMPYIOUINX OTHOLICHUS MEXAY (PU3MUECKUMH U IOPUAMYECKUMH JHIIAMU Ha (apMmarieBTuye-
CKOM pBIHKE.

YK-3 — cnocobeH ocyIIecTBIATh COLIMATBLHOE B3aUMO/JICICTBIE U PEaTn30BbIBATh CBOIO POJIb B KOMAHIE.
NIYK-3.4 — ocymectBisier oOMeH uHbopMaIueil, 3SHaHUSIMU U OTBITOM C 4WieHAaMH KOJUIeKTHBa dapma-
LIEBTHUYECKOTO MPEANPUATHS; OLIEHUBAECT UJIEU APYTUX YJIEHOB KOJUIEKTHBA JUJISl JIOCTUKEHUS MOCTABJICH-
HOMU IIEJIN.

[1K-2 — roToB HMCHOJIb30BaTh HOPMATUBHBIE JOKYMEHTHI 110 Ka4E€CTBY, CTAaHAAPTU3ALUU U CEpTUUKALIUN
MIPOJIYKTOB U U3JEJINUN, JIEMEHThl SJKOHOMUYECKOT0 aHAJIN3a B IPAKTUUECKOMN AESATEIbHOCTH.

NAIIK-2.4 — ucrionb3yeT 3JeMEHTh SKOHOMHUYECKOTO aHajiM3a B MPaKTUYECKOW nearenbHocTH; Ocy-
IIECTBIISIET ~ OOPraHW3allMI0 M KOHTPOJIb  paboTel 1o  obecriedyeHUI0  (yHKIMOHUPOBAHUS
(bapmaleBTUUECKOI cUCTEMbI KaueCTBa JICKAPCTBEHHBIX CPEJICTB.

[IK-5 — cnocobeH opraHu3oBbIBaTh pabOTy MCHOJHUTENEH, HAXOOUTh M MPUHUMAThH YIPaBICHYECKHE
pelieHus B 00JacTi OpraHu3alui ¥ HOPMUPOBAHUS TPY/a.

NTIK-5.2 — ocymecTBisieT pacnpenesieHne 3aiad M padoT MEXIy COTPYIHUKAMH TOApa3/eicHHs,
KOHTPOJIb UX BBIIIOJHEHHUS.

VYK-10 — cnocoOeH mnpuHUMaTh OOOCHOBaHHBIE AKOHOMUYECKHE PEIIEHUS B Pa3IMYHbIX O00JACTIX
KHU3HEICSITEIbHOCTH.

NAYK-10.2 — yyacTByeT B OCYIIECTBICHHMH 5SKOHOMHMYECKOW JIEATETLHOCTH TOJpa3/eleHus
(bapMaleBTUUECKOTO HPEANPUITHSI C YUETOM TEOPETHUECKHUX OCHOB XO3SIICTBEHHOM AESTENBbHOCTH Ha
OCHOBE 3HaHUIl 00 YKOHOMHUECKUX 3aKOHOMEPHOCTSIX M OTHOIIECHUSX.

NYK-2 — cnoco0OeH onpenensaTh Kpyr 3ajad B paMKax IMOCTaBJIECHHOH LeNH M BHIOUPATh ONTHMAJIbHbIE
CIOCOOBI UX peIIeHUs, UCXO U3 ACUCTBYIOUIMX MPAaBOBBIX HOPM, UMEIOIUXCS PECYPCOB M OrpaHHue-
HUM.

NAVYK-2.3 — mnanupyeT peanu3anuio 3a7ad B 30HE CBOEH OTBETCTBEHHOCTH C YYETOM HMEIOIIMXCS
pPECYpCOB U OTPAaHUYEHUH, JEUCTBYIOIIMX TPABOBBIX HOPM.

O0beM 1 MecTO JMcUMILIMHBI B cTpyKType OITIOII:

JucnunnuHa oTHOocUuTes K oosi3arensHoit yactu OIIOII, ocBauBaercs Ha 2 Kypce, 4 ceMecTpe, B COOTBET-
CTBMHU C y4eOHBIM IIJIAHOM 0O0II1ast TPYI0EMKOCTh AUCHUIUIMHBI B 3aY€THBIX €JMHUIIAX COCTABIsET 4 3. €.
(144 yaca).

Conep:xanue TMCUUILTHHBI

Paznen 1. I'ocymapcTBeHHOE peryinupoBaHHe cdepbl OOpalleHus JeKapcTBEHHbIX cpencTB. Tema 1.1.
l'ocynapcTBeHHOE peryiaupoBaHue cepbl oOparieHus JeKapcTBEHHbIX cpeAcTB. Tema 1.2. Perucrpanms
NPEeNNpUsATHs U JIMLEH3UPOBAaHHE IPOU3BOJCTBA JIEKapCTBEHHBIX cpelacTB. Tema 1.3. OredecTBeHHAs
(dhapmarieBTHUECKasT MPOMBIIIUICHHOCTh Ha coBpeMeHHOM dtare. Tema 1.4. Konmenmus Hamiexammx
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(hapMmaIreBTHUeCKNX MPaKTHK KaK OCHOBa oOecmedeHus 3P GeKTUBHOCTH, Oe3omacHocTH 1 Kadectna JIIT.
Tema 1.5. ®apmakonaazop.

Pazmen 2. ®apmaneBTuueckas  pa3paboTKa — KaKk  HAayYHO-HCCIEIOBATEIbCKUH  MPOEKT
¢dapmaneBrrueckoro npennpuatus Tema 1.1. CoBpemeHHBIN (papmaneBTHUECKUN PBIHOK: 0COOEHHOCTH
JIC m nyrm pasButus. Tema 1.2. PapmaneBTuueckas paszpaborka u wucciefoBanus. Tema 1.3.
Hannexamas naboparopHast U KiuHUYecKast npakTuku. Tema 1.4. MHbopManimoHHOE COMPOBOKICHHE
JIIT xak HEoTheMIIEMas YacTh (papmarieBTUUYECKON pa3padoTku. Tema 1.5. Perucrpamus JIII. Tema 1.6.
[TocTperucrpalliOHHbBIN MOHUTOPUHT KauecTBa, 3¢ dexTuBHOCTH U Oe3onmacHocTu JIII.

Pazgen 3. OcHoBbl ynpaBieHus (apmaneBTHYeckuM mpeanpustueM Tema 3.1. OCHOBBI yIpaBieHUS
npeanpustuem. Tema 3.2. Pecypcbl npeanpusitusi: MaTepuaibHbie, TpyaoBbie, u np. Tema 3.3. OcHOBBI
OpraHM3ali U HOPMUPOBAHUA TpyAa.

Paznen 4. OCHOBBI KOHOMHYECKOH M (PUHAHCOBOW NEATEIHHOCTH (DapMaleBTUUECKOTO MPENNpUSTHUS.
Tema 4.. 1OxoHOMUYECKHE TIOKa3aTenu AedrenbHocTd. Tema 4.2. LleHooOpazoBaHue Ha JEKapCTBEHHBIE
cpenctBa. Tema 4.3. ®unaHcoBbie pecypcbl. Tema 4.4. OCHOBBI HaJIOTOO00KEHHS (hapMaIleBTUICCKUX
MPEeATPUATHH.

®opMa NpPoMeKYTOUHOI aTTecTAllMU — 3a4eT.
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