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[lepedenp MIaHUPYEMBIX PE3YyIbTATOB OOYUYCHHS MO TUCIMILIMHE, COOTHECEHHBIX C
w1aHupyembiMu pesyiabTaramu OITOIT

O06beM 1 MecTo AMCUMILIUHBL B cTpykType OIIOIT

CopneprxaHue U CTPYKTypa AUCLUILIMHbBI

@DOHJ OLICHOYHBIX CPEJICTB MO AUCHUILINHE

Metoanyeckue yka3zaHusl 10 OCBOSHHUIO IUCLUIIIIMHbI

VYuebHas nureparypa Juist 00y4daronuxcs 10 JTUCIUIIIIMHE
MarepuanbHo-TeXHHUECKass 0a3a, WH(POPMALMOHHBIE TEXHOJIOTUH, IPOrPAMMHOE
obecrnieueHre U NHGOPMAITMOHHBIE CIIPABOYHBIC CHCTEMBI



1. IlepeyeHb NJAHMPYEMBbIX Pe3y/JbTATOB 00y4eHHS 10 AUCHUILINHE,

COOTHECEHHBIX ¢ IUIaHupyeMbiMH pesyabraTamu OIIOII

HaumenoBa Kon HanmenoBanue
Kon Pe3ynbTarsl 00yueHusi, COOTHECEHHBIE
HUE WHMKATOpa UHMKATOpa
KoMIIe- C UHJIUKATOPaMHU JOCTUKECHHUS
KOMITETEHI] JOCTUKEHUS JOCTUKEHUS .
TEHIUU KOMIIETEHIIHH
uu KOMIIETEHIINH KOMITETEHIINH
[IK-4 | CnocoGen k NIIK-4.3 OcymectBiisier npo- | Ha ypoBHe ymeHui:

yIpaBJIeHU
10
nporeccam
u
MIPOU3BOJICT
Ba
JICKapCTBCH
HBIX
CpeacTB

BCACHUC KOMIIJICKC-
HOro asHajiauisa JO€si-
TCJIIBHOCTU I10Apas-
JCIICHUA

- VYmMmeer opraHuzoBaTh pabOThI B

Pa3IUYHBIX MOJPa3ICICHUSIX
(bapMaIieBTUYECKOTO  MPEIIpUSATHS,
BKJTIOYAOIIINE MIPOIECCHI:
perucTpanii M JIMICH3UPOBAHMUS,
obecrieueHHs Ka4yecTBa,
(dhapmareBTUIECKON pa3paboTKH,
(bapmakoHaa30pa u ap.

- YmMmeer KOHTPOJINPOBATH
BBITTOJTHEHHUS YCTaHOBIICHHBIX

TpeOOBaHUN K  TMOMEHICHUSIM U
000pyI0BaHUI0  (hapMAIIEBTHUECKOTO

IMPpOU3BOJACTBA U UX O6CJ'Iy>I(I/IBaHI/IIO

- YMmeer OpraHu30BaTh u
KOHTPOJIHPOBATh XpaHeHue |
TPAHCIIOPTUPOBKY rOTOBOM

NPOAYKIMM B  COOTBETCTBUH  C
YTBEPXKJACHHOW JOKyMEHTalWen MJIs

JOCTHIXCHHUA H€O6XOJII/IMOFO KadyecCTBa

- Ywmeer OpraHu30BaTh "
KOHTPOJUPOBATH IMPOBCACHUA
MOHUTOpPHHTA YCIIOBHI

IIPOU3BOJICTBEHHON CPEJIBI

- YMmeer TpPOBOAUTH pabOTHI IO
otbopy u yuery obpasuoB JIC,
HCXOJIHOTO CBIPbS M YHNAaKOBOYHBIX
MaTepUaJIoB, IIPOMEKYTOUHON
MPOAYKIMH U 00BEKTOB

Ha ypoBHe 3HaHmii:

- 3naer IlpaBmia rocyaapcTBEHHOTO
perynmupoBanust  obpamenus  JIII,
peryisiTopHbIe MPOLEAYPBI u
npeueneHTsl B otHoweHuu JIII, Ha
pasHbIX JTamnax: (apmaleBTHUECKON
pa3paboTKH; OOECTeUYeHHe KadecTBa

Ha ¢dapMareBTUUECKOM IMPOU3BOJICTBE
Ap.




Kon
KOMIIE-
TCHIIUN

Haumenona
HHUC
KOMIICTEHI]
HHn

Kopx
HHIAKATOpa
JIOCTHIKEHUS

KOMIICTCHIINN

HammMmenoBanme
WHJIUKaTopa
JTOCTHIKCHUS

KOMIICTCHITNH

Pe3ynbpTaTel 00yueHusi, COOTHECEHHBIE
C MHJIUKATOpaMu JOCTUKEHHUS
KOMIIETEHIIUN

- 3HaeT TpeOOBaHHS K PETUCTPAIMH
JIC;

- 3Haer JenoNnpOu3BOACTBO, BHIBI U
(bopMbI TOKYMEHTALIUU U MPaBHIIA UX
odopmieHus;

- 3naer TpeOOBaHHMA CAHUTAPHOTO
peKHMa, OXpaHbl TpyHa, TMOXKAPHON
0€301IaCHOCTH, 9KOJIOTHH
OKpYyXarolei
NEUCTBUI

cpenpl, TOPSIJIOK
npu Ype3BbIUAITHBIX
CUTYAIIHSIX;

- 3HaeT MeTOAbl IPOBEJCHUS ayTUTOB
(camouHCHeKIUA);

- 3HaeTr MOpAAOK BCACHUA MPEAMCTHO
KonudyecTBeHHOTO yuera JIC;

-  3Haer (UHAHCOBBIC

pecypcbl
PEIPUITHS

I1K-5

CnocobeH k
OpraHu3aiu
u  paboThI
nepcoHaa
MIPOU3BOJICT
BEHHOTI'O
moJipasyielie
HUS

WJIIK-5.2

OcyecTBisier pac-
MpeieICHHE 3a/1a4 1
paboT Mexay COT-
PYIHUKAMH TTOIpa3-
JIeJIeHUs, KOHTPOITh
HX BBIMTOJIHEHUS

Ha ypoBHe ymeHuid:
- YMeer m1aHupoBaTh NOTPEOHOCTH B

nepcoHae IIPOU3BOJICTBEHHOT'O
M0/Ipa3IeJIeHUs

- YmMmeer OLICHUBATh
npodeccuoHanbHO-
KBaJTM(PUKAITMOHHBIT YPOBEHb
nepcoHasna IIPOU3BOJICTBEHHOTO
MOJIpa3/IeIeHus

- YMmeeT pa3pabaTeiBaTh MEPOIPHUATHS
0 a/IaNTalNK MepcoHaa

- YMeer pacnpenensrh 3aj1a4u u
paboTHI MEX Ty TIEPCOHAIOM
M0/Ipa3/IesIeHUs, KOHTPOJIb UX

BBITIOJTHEHUSI
- Ymeer paspabaTbIBaTh
JIOJIKHOCTHBIE MHCTPYKIUU
nepcoHalia IIPOU3BOJICTBEHHOTO
MO/Ipa3IeJICHUS

- YMeer opraHu3oBaThb OOyueHUE U
OLIEHKY 3HAHUU

MOJpa3IeICcHui 1O

nepcoHala
o0ecreueHnIo
KayecTBa

- Ymeer paspabaTbiBaTh CHCTEMY




HaumenoBa Kon HanmenoBanue
Kon Pe3ynbraTsl 00y4eHus1, COOTHECEHHBIE
HUE UHIUKATOpa MHIMKATOpa
KoMIIe- C UHJIUKATOPaMHU JOCTUKECHHUS
KOMIIETEHI] JOCTUKEHUS JOCTHKEHUS .
TEHIUU KOMITETEHITHIA
uu KOMITETEHITHH KOMIIETEHIIH
3¢ pexTUBHONW MOTHBAIMK TIEpCcOHAa
MIPOU3BOJICTBEHHOTO MOAPA3/ICICHUS
- YMeeT opraHu3oBaTh peEryJsSIpHbIC
MEAULIMHCKUE npoHIaKTHIECKUE
OCMOTpBI IIEPCOHANIA MOAPA3AEIECHUI
Ha ypoBHe 3HaHuii:
- 3Haer TpyaoBoe 3aKOHOAATEIHCTBO
PO
- 3Haer KaApOBBIM MEHEIHKMEHT,
[IpaBuiia BHYTPEHHETO TPYAOBOTO
pacmopsiika, TpeGoBanus
CaHUTAPHOTO PEXKUMa, OXPaHbl TPY/A,
MOXKapHOi 0€30MacHOCTH, HSKOJIOTHH
OKpYXaroIein cpenbl, MOPSAI0K
JIEHCTBHN npu YpE3BBIYANHBIX
CUTYaIHSIX
YK-9 Crniocoben NIYK-9.2 VYyacteyer B ocy- | Ha ypoBHe ymenuii:
MPUHUMATH IIECTBIICHUU HKOHO- | - Ymeer dbopmupoBarthb
000CHOBaHH MUYECKOM JesiTeNb- | HHHOPMALMOHHYIO 6azy TUIs
ble HOCTH TPEINPUSITUS, | IPUHATHS 000CHOBAaHHBIX
SKOHOMMYE B TOM quclie | SKOHOMUYECKUX pelieHuit B
CKHE (hapMaIeBTUUECKOTo | Pa3IMIHBIX obacTsax
pelieHus B , C Y4EeTOM Teope- | JKU3HEIeATEIbHOCTH
pa3IMYHbIX TUYECKUX OCHOB | - VYMeeT NpUMEHATb pa3InyHbIe
obmacTsax XO3SIICTBEHHOM i€~ | METOJIUKH IIPOBEJCHUS
KU3HEESTE TEJIbHOCTH HA OCHO- | QHAIUTHYECKUX MPOLENYyp U  HUX
Jb-HOCTH BE 3HAaHUU 00 | ocylecTBIEHHE
9KOHOMMUYECKUX - YMeeT npuHuUMaTh 00OCHOBAaHHBIE
3aKOHOMEPHOCTSIX U | SJKOHOMHUYECKHE pemeHHs B
OTHOIIEHUSAX pa3IMyYHbIX o0mnacTsx
KU3HEESITEIbHOCTH

Ha ypoBHe 3HaHmii:

- 3naer [IpaBuia OyxranTepckoit
OTYETHOCTH, 3KOHOMHYECKHUE
[IOKA3aTeNN IEATEIbHOCTH
MPEATIPUATHS;

- 3HaeT BUJIbI, METO/BI U TaIIbI
HSKOHOMHYECKOTO aHAIIN3a

2. O0beM U MecTO AUCHHUILUINHBI B cTpyKType OITOII




JucrunnmHa oTtHOcuTcs K oOs3atensHo wactu OIIOII, ocBamBaercs Ha 2 Kypce, 4 cemecTpe, B
COOTBETCTBUHU C y‘Ie6HLIM IIJIaHOM O6H_[a51 TPYAOCMKOCTb JUCHUIIJIMHBI B 3a4YCTHBIX CANHUIIAX COCTABJIACT
4 3. e. (144 akan. yaca).

3. Coep:xkaHue U CTPYKTYPA AUCUMILTUHBI

3.1. CTpykTypa AUCIHUILITUHbI

O0BbeM TUCHUILIMHDBI, Yac.
KonTtakTHas pa6ora
o0yuarouuxcsi ¢
HaumeHnoBanue
Ne ni/mm Bcero npenogasartesiem 1o
pa3naesioB, TeM
4acoB BH/JaM Y4eOHBbIX
3aHATHIA

J |3 | m3

®opma
TeKyl1ero
KOHTPOJIst
CP | ycneBaemocTH,
MPOMEKYTOYHO

M aTTecTalliu

Cemectp Ne 4

I'ocynapcrBenHoe
peryaupoBaHue chepbl
oOpaillieHusi JeKapCTBEHHBIX
CpEeICTB

Pazpgen 1. 28 6 14 8 T

I'ocynapcrBenHoe
peryaupoBaHue cdepbl
oOparllleHusi JeKapCTBEHHBIX
CpEICTB

Tema 1.1

Perucrpanus npennpusitus u
JULEH3UPOBAHUE
IIPOU3BOJICTBA
JIEKApCTBEHHBIX CPEJCTB

Tema 1.2

OTteuecTBEHHAS
(bapmaneBTHUECKAS
MIPOMBIIIITIEHHOCTh Ha
COBPEMEHHOM dTare

Tema 1.3

Konunenmums HaJIJIe)KAIUX
(hapmalleBTUUECKUX MPAKTUK
Tema 1.4 | kak ocHOBa oOecHeYeHUs 7 6 1
s dexTuBHOCTH,

Oe3omacHocTH ¥ KauecTna JIII

Tema 1.5 | ®apmakoHan3op ) 4 1

dapmarieBTHUECKAS
pa3paboTka — Kak Hay4YHO -
Paznen 2 | uccrmenoBaTenbCKUit  MPOEKT 32 4 16 12 T
(bapMareBTHYECKOro
PEaNPUATHS

CoBpemMeHHbIN
(hapMareBTUUECKHil  PHIHOK:
ocobennoct JIC u myTtH
pa3BUTHSI

Tema 2.1

Tema 2.2 | @apmanieBTHUeCKast 6 4 2




O0beM TUCHHUILIHHBI, Yac.

dopma
KonrakTHasi pa6oTta P
TeKYyIIero
00y4aroumuxcs ¢
HaumenoBanue KOHTPOJIst
Ne ni/mm Bcero npenogasartesiem 1o
pas3aenoB, TeM CP | ycueBaemocru,
4acoB BU/IaM y4eOHBIX
. MPOMEKYTOYHO
SARATEH i aTTecrauuun
JI JI3 3
pa3paboTKa U MCCIeA0BaHUS
Hannexamas maboparopHas
Tema 2.3 | oona patop 6 4 2
Y KJIMHUYECKask MPAaKTUKU
Nudopmanmonnoe
conpoBoxkaeHue JII  kak
Tema 2.4 | HeoThreMeMas 4acTh 4 2 2
bapMareBTHYECKOU
pa3paboTKu
Tema 2.5 | Peructparus JII1 6 4 2
[TocTperncrpanOHHBIN
MOHHUTOPHUHT Ka4yecTBa
Tema 2.6 P ’ 6 4 2
a¢ddexTuBHOCTH u
6e3omacuoctu JIIT
OCHOBBI yTpaBJICHUS
Paznen 3 | papmarieBTHYCCKHM 44 6 20 18 T
MPEANPUATHEM
OCHOBBI TIpaBJICHUS
Tema 3.1 yip 12 2 4 6
PEIIPUATHEM
Pecypchr MPEIPUSITHS:
Tema 3.2 | marepuanbHble, TPYIOBBIE, U 16 2 8 6
mp.
OCHOBBI  OpraHu3al U
Tema 3.3 P " 16 2 8 6
HOPMHUPOBAHHUS TPY/1a
OCHOBBI 5 KOHOMHYECKOU U
WHAHCOBOH JESITeTbHOCTH
Pa3zpen 4 ¢ A 38 4 18 16 T
(bapMareBTHYECKOTro
MPENPUATHS
DKOHOMHMYECKHE MOKa3aTeIn
Tema 4.1 10 2 4 4
JeSITeIbHOCTH
e€HoOoOpazoBaHue Ha
Tewa 4.2 | LeHO00P 8 4 4
JIEKapCTBCHHBIE CPEJICTBA
Tema 4.3 | ®uHAHCOBBIE peCcypChl 10 6 4
OCHOBBI HAJIOTOOOIOKEHHS
Tema 4.4 | hapmarieBTHUECKUX 10 2 4 4
MPEATPUITHI
[IpomexxyTouHas arrecraius 2 2
Bcero 144 20 68 56

Ipumeuanue: mecm (T).

3.2. ConepkaHue AUCUUTUIHHBI




PA3/IEJI I. I'OCYJAPCTBEHHOE PETYJIMPOBAHUE COEPHI OBPAIIEHNA
JIEKAPCTBEHHbBIX CPEJICTB.

Tema 1.1. TocymapctBeHHOe perynupoBaHue cdepsl oOpalieHus JEKapCTBEHHBIX CPENCTB.
l'ocynapcTBeHHOE peryJMpoBaHHUE OXpaHbl 3J0poBbs, oOpamieHuss JIC M MEOUIUMHCKUX W3ACIUMN.
Omnpenenenre OxpaHbl 3/0pOBbs, NPUHUUIBL, opraHu3auusa. Cucrema 3apaBooxpaHeHHsl. OCHOBHbIE
perJaMeHTHPYIOIINE MEPHI Mo 00ecreyeHno KauecTBa, 6e3onacHoctu u nocrynHoctu JIII. Cornamenue
O eIWHBIX MPHUHIMMIAX M MpaBWiIax OOpalleHUs JIEKApCTBEHHBIX CPEACTB B pamkax EBpasuiickoro
SKOHOMMYECKOTO COI03a TOCyIapcTB — WwieHOB. DeepalibHbIE OpraHbl UCIOIHUTENBHON BIAcTH B cdepe
3npaBooxpaHeHus. ['ocynapcTBeHHble Haa30pHBIe opranbl. OCcHOBHBIE (eepaibHble 3aKOHBI B cdepe
3npaBooxpaHeHus. D3 «OO0 ocHOBax oOXpaHbl 310poBbs Tpaxkaan B Pdy». TocymapcrBeHHOE
perymupoBanue obpamenus JIC. @3 «O6 obpamenun JIC». OcHoBHBIC TOHsTHS.. JIMIEH3MpOBaHHE
nestensHocT B cdepe oOpamenus JIC. TocymapctBennas peructpamus JIC. ITlpom3BoactBo wu
mapkupoBka JIC. BBox B rpaxnanckuii ob6opor JIC. Cucrema monutopunra asmwkenus JIII pms
MEIUUUHCKOro npumeHeHus. PapmaneBruueckas aesTenbHocTb. OntoBas Toprosist JIC. Po3HunuHnas
toproist JIII. ®dapmainieBTuyeckue opraHuzanvu. Bujpl anTedyHbIX OpraHu3anuid. BerepuHapHbie
anTeuHble opraHu3anuu. PernmamenTanus accopTuMeHTa (papManeBTUYECKUX TOBApPOB, U3TOTOBICHUS U
ormycka, xpaHeHus JIII. IlpenmerHo-konmnuectBeHHbld yueT JIC 1 MEOUUMHCKOrO HPUMEHEHUS.
[Tepeuens XKHBJIIIL. I'ocynapcrBennoe peryaupoBanue 1ieH Ha JKHBJIIL. I'ocynapcTBeHHas perucrpauus
MpeACNIbHBIX OTIYCKHBIX IIeH npousBoauteneid Ha KHBJIIL. T'ocynapcTBeHHBIN KOHTPOJb 1IEH. 3ampeTr
Ha nponaxy PJIC, HIIC, KJIC. ®apmaneBtudeckue orxoabl. OcHoBaHUS U Nopsaaok yHuuToxxkenus JIC.
[IpyocTaHoBiieHHE NPUMEHEHHUS JIEKApCTBEHHOro Inpenaparta. OrpaHudeHus, Hajaraemble Ha
OpraHM3alfy, 3aHuMaroluecs pa3paboTkoil, mnpousBoacTBOoM U (wiHm) peanuszanmenn JII ans
MEIUIIMHCKOTO TMPUMEHEHHsI, OpraHu3aluu, OOJiaJarolike IpaBaMH Ha MHCIOJB30BAaHUE TOPrOBOTO
HauMmeHoBanus JIII gnsg meauIIMHCKOro npuUMEHEHMs, opraHu3zauuu ontoBod Ttoproeiau JIC mnpu
OCYILECTBICHUHM JIEATEILHOCTU B cpepe oOpallieHus JeKapCTBEHHbBIX CPeJICTB. PernaMenTanus XpaHeHus
JIC. OTBeTCTBEHHOCTD 3a HapylleHHe 3akoHoAarenbcTBa PD npu obpamenun JIC u Bo3meleHune Bpeaa,
MIPUYMHEHHOTO 3/I0pOBbIO IpaXkaaH BcaeacTBue npumeHenus JII1.

Tema 1.2. Ilonsatue mnpennpusTus. Perucrpamus npennpusaTuss W JIHIEH3UPOBAHHE MPOM3BOJCTBA
JIeKapCTBEHHbIX cpeAcTB. CylIHOCTb, MNPU3HAKU U CTPYKTypa mnpeanpusarus. [ocynapcrBeHHas
perucTpanms IOpUINUECKUX JIML (SBJISIOMIKMXCS KOMMEPUYECKHMMH OpraHU3alusMu) U UHAUBHUIYAIbHbIX
npennpuHumareneii.  IlepedeHb  JOKYMEHTOB, IPEICTAaBISEMbIX B HAJOrOBBIM  OpraH  Juisd
rOCy/IJapCTBEHHON PpErucTpaluy MOPUAUMYECKUX JHUI NP UX co3AaHuu. [lopsnok JMIeH3upOoBaHUS
aesrenbHocT 1o mpou3BojcTBY JIC. JIMneH3MOHHBIE TpeOOBaHUS K COMCKATENIO JIMIEH3UU MU
JULEH3UATY IIPHU OCYIIECTBICHNN AESITEIBHOCTH IO ponu3BoacTBy JIC.

Tema 1.3. OteuecTBeHHas (apMareBTHUECKass MPOMBIIUICHHOCTh Ha COBpEeMEHHOM J3Tare. OCHOBHBIE
aCreKThl  TOCYAApCTBEHHOTO  PEryJUpOBaHUS  JESATENbHOCTH  OTEYECTBEHHBIX  IMpPeaNpHUsATHIi-
MIPOM3BOJUTENICH HAa COBPEMEHHOM OJTare pa3BUTHs cdepbl oOpamieHus JEKapCTBEHHBIX CPEJCTB.
[Iproputer rocyJapcTBEHHON TMOJMTUKU B OOJACTH JIEKAPCTBEHHOTO OOECMedYeHHs: MOAJIepIKKa
OTEUYECTBEHHBIX ITPOU3BOJUTENEH JIEKAPCTBEHHBIX CpeACcTB. OTEUECTBEHHBIE JUAEPHI IO IPOU3BOJCTBY
JIIL.

Tema 1.4. Konnmenuus Hamiexanmx ¢apMaleBTUYECKHX MPAKTHK KaK OCHOBa 0OeCIeYeHHs
spdexTuBHOCTH, Oe3omacHocTH M kKayectBa JIII.  OGecreuenue kauecTBa B cdepe obOparieHus
nekapcTBeHHBIX cpenctB. Konmermmuss GXP. Drtambl KM3HEHHOTO IHMKIA JIEKAPCTBEHHOTO CPEICTBA.
Paznuunble moaxonapl K BompocaMm oOecredeHus KadecTBa JIEKapCTBEHHOro cpenactBa. Llenb, cyTh u
CoJiep’)KaHUE OCHOBHBIX HaJUIekKalllUX TMpakTUK, oOecneurBaromux kadectBo JIII Ha Bcex srtamax
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KU3HEHHOTO MHKJa. McTopus pa3BuTHs Moaxon0B K odecnieueHunto kadectna JII1. Konmnenmus kadecta
JIEKapCTBEHHOTO CpeacTBa, mnpoBosrnameHHas BO3. ITlommtuka BO3 B oTHOmICHWH OOpamieHus
JIEKapCTBEHHBIX CPEJICTB.

Tema 1.5. ®apmakonanzop. Bsenenne B @Dapmakonanzop. OCHOBHBIE 3Tanbl HCCICAOBAHUS
6e3onacuoctu JIC. ®apmMakoHa130p Kak MHCTPYMEHT TOCYIAapCTBEHHOro KOHTpoisi GezomacHoct JIC.
Onpenenenne, 1nenb, 3agaun. Mcropus passutus cucreMbl dapmakoHan30p B Hallled CTpaHe U 3a
py6exxoMm. MexayHapoiHOe COTPYJHHYECTBO B OOJACTHM KOHTPOJIA M O€30HaCHOCTH JIEKapCTBEHHBIX
CpeAcTB. 3akOHOAATENbCTBO B 00nactu dapmakoHaas3opa.

PA3JIEJT 2. DPAPMALIEBTUYECKAS PA3PABOTKA — KAK HAYYHO-UCCJIEJIOBATEJIbCKUN
I[TPOEKT ®APMALEBTUYECKOI'O ITPEAITPUATHUA

Tema 2.1. @apmaneBTHYECKHI PHIHOK: OCOOCHHOCTH W IMyTH pa3BuTHs. MupoBoit u Poccuiickuit
(bapManeBTHYECKII PBIHOK Ha COBPEMEHHOM 3Tare pa3BuTus. OCOOCHHOCTH JIEKAPCTBEHHOTO CPENICTBA
KakK ToBapa Ha pbiHKe. Kiaccudukanum JeKkapCTBEHHBIX CPEICTB 0 Pa3HBIM MTPU3HAKAM.

Tema 2.2. ®apmaneBTuyeckas pa3paboTka u ucciengopanus. GapmareBTHueckas pa3paboTka — OT OMCKa
OMOJIOTMYECKH aKTUBHBIX BEILECTB J10 BbIBOJA Ha phIHOK JIII. McTopus u myTu co3anus JIeKapCTBEHHbBIX
cpenctB. Paspaborka u uccnenoBanus HOBeIX JIC (Research & Development — R&D). Ilatents Ha
nekapctBa. OOmme cBenenuss o mnareHtoBaHun JIC. TepameBrtuueckas, Ouosjoruyeckas u
(bapmarieBTHUYECKasT YKBUBAICHTHOCTH Kak Kputepuid oreHkn kadectBa JIII. Bribop nexapcTBeHHBIX
npenaparoB i pa3paboTku. MapKeTHHTOBBIE HCCIIEAOBaHUS, HpeamecTBytomme Bbidopy JIIT mms
pa3pabotku. PazpaboTka kpurepreB 0oTOOpa JEKapCTBEHHBIX MpenapaToB s pa3paboTKu

Tema 2.3. Hamnexamas nabopaTopHas W KIMHUYECKash MpakTUKH. JloxnmuHudeckue uccinepoBanus JIIT.
Uctopus Bompoca. Ilonatme GLP kak cuctembl HOpM, HpaBUI M YKa3aHUHM, HaNpaBICHHBIX Ha
o0ecreyeHne COIJIACOBAHHOCTH M JIOCTOBEPHOCTH  PE3yJIbTAaTOB J1a0OPATOPHBIX HCCIEIOBAHUM.
HopmatuBHBIE NpaBOBbIE aKThl, PErVIAMEHTUPYIOLIME JOKIMHUYECKUE HCCIIEAOBAaHUS OE30MacCHOCTH U
3G (GEKTUBHOCTH JIEKAPCTBEHHBIX cpeAcTB B P®. OObeM JOKIMHUYECKHX HCCIEAOBAHUM i
pErUCTpaly BOCIIPOU3BEAEHHBIX U opuruHanbHbIX JIII. [InaHupoBanne JOKIMHUYECKOTO HCCIIEI0BAHUS,
COCTaBJIEHHE MPOTOKOJa/TulaHa uccienoBanus. OOpaboTka JaHHBIX pPE3yJbTAaTOB JIOKIMHHUYECKOTO
uccnenoanus. CocrapieHue ordyera. KoHTpoap kauecTBa MpOBEAEHUS TOKIMHUYECKOIO UCCIIEOBAHMUS.
Knunnyeckue wccnenoBaHusi: HCTOpUYeckas crmpaBka. Ponb knuHuueckux wuccnenoBanuit JIC B
coBpeMeHHOM cucteme obecrieueHus: kayectBa JIC. Ilonarue o GCP kak 0 MexayHapOAHBIX MpaBUiIaxX
CO3/IaHHs, BHEAPEHUS M IPOU3BOJCTBA HOBBIX JIEKAPCTBEHHBIX CpencTB. OCHOBHBIE HOPMAaTHUBHO-
IIPaBOBbIE U METOAMYECKHE AOKYMEHTHI IO IPAaBHJaM Kauye€CTBEHHOW KIMHUYECKON NpakTuku. Llenu u
BUJBI KIIMHUYECKUX uccnenoanuil JIC. Mertoapl iaHupoBaHus U TpeOoBaHUS K 00beMy KIMHUYECKHUX
uccnenoBanuii JIC. CTOpOHBI-y4aCTHUKM KIMHUYECKMX HWCCIIEOBAaHUM, MX MpaBa U OOS3aHHOCTH.
OTUYEeCKUE acleKThl MPOBEACHUS KIMHUYECKUX HCCIEIOBaHUM. DTUYeCKHEe NpoOJeMbl MPOBEIEHUS
WCCIEAOBAaHUN Ha 0C000 YSA3BUMBIX TpyNmax MalUeHTOB (I€TH W  TOAPOCTKH, IKEHITUHBI
PENpPOAYKTUBHOIO BO3pacTa, IMOXKHIIbIE JIOAM, MalMEHThl B 0O€CCO3HATEIbHOM COCTOSHUM H Tp.).
PazpaboTka moxkyMeHTanuu Juisi KIMHUYECKUX HccienoBaHuid. [IpoTokon mccnenoBaHuss U Oporrropa
uccnenonarens u CRF. UndopmupoBanHoe coriacue namueHTa M BeJeHHE NEPBUYHONW METUIIMHCKON
JOKYMEHTAIlul B XoJe HccienoBaHus. Pa3paboTka MHIMBUAYAIBHOW PErMCTPAIMOHHOM KapThl MpHU
KJIIMHUYECKUX MCCIIEN0BAaHUAX JIEKAPCTBEHHBIX CpeACTB. [IpaBuiia ee 3amosHEHNs], BHECEHHE U3MEHEHUM.
Oobpabotka naHHbIX KiuHMYeckuX wucciaenoBanuii JIC. KonTpons 3a mnpoBeneHHEM KIMHHUYECKUX
UCCIIEIOBAaHUM  JIeKapCTBEHHBIX  cpeAcTB. [IpuHummmbl  obecriedeHHs KayecTBa U MOPSAOK
(GYHKIIMOHUPOBAHMS CUCTEMbI MEHEIP)KMEHTA KaueCcTBa B HCCIEI0BATENIbCKON OpraHU3aliH.
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Tema 2.4. Uundopmammonnoe compoBoxaenue JIII kak HeoThemsiemas dYacTh (apmareBTUYECKON
pa3pabotku. HopmaruBHo-mipaBoBasi 0a3a, perJlaMEHTHUPYIOLIas COCTABICHHE WHCTPYKIMU JUIS
MeaunuHckoro npumeHenust JIII. OcHoBHblE 00s3aTenbHBIE Pa3A€iabl MHCTPYKLUMU Ui MEIUIIMHCKOTO
npumenenus JII1. Mapopmannonnbie ncTouHUKY HanonHeHus paszaenoB UMIIL. Tpebosanus EADC k
uHpopmannoHHomy conpoBoxaeHuio JIIT - OOmas xapakTepucTHUKE JEKapCTBEHHOTO Mpenapara s
MEAUIIMHCKOTO MPUMEHEHUSI U JIUCTOK — BKJIIBIII JJIs MAlMeHTAa.

Tema 2.5. Perucrpauus gexkapcTBeHHbIX MpenapaToB. HopMmaTtuBHO-ipaBoBas 6a3a, perjaMeHTHPYOIIast
skcneptudy u peructpanuto JIC B Poccuiickoit ®enepauuu. IlpaBuwia u HOPSIOK perucTpanuu
JeKapcTBeHHbIX cpeAcTB. DopMupoBanue perucrpanroHHoro jnocke Ha JIII. OcHoBHblE TpebGoBaHUA
npeabsBisieMble K 00beMy U OQOPMIICHHIO JOKYMEHTAIlMM PETUCTPAIIMOHHOTO JOChE, BHECEHUS
u3MeHeHu B peructpanuonHoe nocke Ha JIII. T'ocynapctBennsiii peectp JIC. Xapaxrepuctuka
rocynapcrBeHHoro peecrpa JIC, ero pons B mpouecce skcneptusbl u perucrpauuu JIC. Ilponenypa
MEXIyHApOAHOM rapMOHMU3AIMK OOpaIIeHUs JIEKapCTBEHHBIX cpeacTB B pamkax EBpA3DC. TpeboBanus
K 3kcneptuse u peructpanuu B EBpA3OC.

Tema 2.6. [TocTperucTpaliliOHHBIII MOHUTOPUHT KauecTBa, A dexTuBHOCTH U 6e30macHOCTH. OCHOBHBIE
MIPUYMHBI Pa3BUTHUS HEXKENATEIbHBIX JIGKAPCTBEHHBIX peakiuil. OnpeneneHne NoHATUH: «kauecTBo JIC»,
«@pdextuBHocts JIC», «O6ezonmacHocts JIC». HopmatuBHas mnpaBoBas 0a3a, perjiiaMeHTUPYIOIIAs
monutopuHr 6e3onacaoctu JIC. Tumer Hexenarenpubix peakuuid JIC o knaccudpukamun BO3. dakropsr
puUcKa HX BO3HUKHOBeHHA. «[lapamMenukaMeHTO3HBIE» HEXKENaTeNIbHbIE JIEKApCTBEHHBIE PEaKIMU:
TONMKOBaHWE, npodmiakTuka. (OcoOEHHOCTH  BO3HMKHOBEHHMSI M METOABl  HPEAYHpPEkKIACHUS
HEXEJIaTeJIbHBIX JIEKAPCTBEHHBIX pEakUMi Yy pa3HbIX KaTeropuil mnorpedurteneil JeKapCTBEHHBIX
npemapaToB  (netH, OepemeHHble, moXxuibie). [lopsmok opranuzanuu ¢dapmMakoHag3opa Ha
nocrpecTpainoHHoM dtane oOpamenus JIC.  ABromarusupoBaHHash HWHGOPMALMOHHAs CHCTEMa
dapmakoHag30pa: Ha3HAUCHHWE W NPUMEHEHHWE MpPH OCYIIECTBICHUM (PapMaleBTUYECKONW MPAKTUKH.
[Topsmox opraHu3alMd MOHHMTOpUHIa O€30MacHOCTM B anTeyHoil opranuzamuu. OOs3aHHOCTH
(bapMareBTUYECKOI0 CIELUAINCTa B paMKaX OCYILIECTBICHHs (apMakOHaa30pa Ha YpPOBHE alTe4yHOi
opranuzamuu. Coop u mnepenaya wuHbopmaruu o Oe3zonmacHoctd JIC mpu  OCyIIECTBICHUU
(hapmaleBTUYECKOM 1eATENbHOCTH.

PA3/IEJI 3. OCHOBBI YIIPABJIEHUSA ®APMAIEBTUYECKUM ITPEAITPUATUEM

Tema 3.1. OcHOBBI ynpaBieHus: npennpustueM. [oHATHE MEHEHKMEHTa U €ro CyIIHOCTHas ()yHKITHSL.
OO1u1ee u pa3nuuus MEXIY yIpaBlieHHEeM U MeHeDKMeHTOM. [IpuHimnel ynpasnenus. Mcropust pa3BuTus
MeHekMeHTa B Poccun. Crienmguka poccHiCKOro MEHEIKMEHTa Ha COBpeMeHHOM 3Tare. OcoO0eHHOCTH
ynpaBieHus: ¢apMarneBTHUecKuM mnpeanpustueM. Crneuuduka ynpaBlieHUs KEHCKUM KOJJICKTHBOM.
XapakTepucTUKa OCHOBHBIX  (QYHKUMI  ympaBieHus. OpraHu3allMOHHBIE CXEMBbl  yNpaBJIEHUS
MPEANPUSITHSIMHU.

Tema 3.2. Pecypcwl mpeanpusTus: MaTepuanbHble, TpyaoBble, u mp. COCTaB TPYIOBBIX PECYpCOB
(dbapMalleBTUUECKOTO  TMPEANPUATUS, KaTeropuu MPOMBIIUIEHHO-TIPOM3BOJACTBEHHOTO  IE€pCOHAala.
[Tokazarenu AuHAMUKH (KO3()PHUIHEHTHI TEKy4YeCTH, MOCTOSHCTBA U 00111ero 000poTa KajJpoB) U COCTaBa
(sIBOYHAs1, CIIUCOYHAS U CPEIHECTTMCOYHAS YUCICHHOCTD) MIepCOHAIA.

Tema 3.3. OcHOBBI OpraHuM3alid U HOPMHPOBaHUS Tpyaa. OCHOBBI opraHuzanuu Tpyaa. Paznenenue u
Koorepauus Tpynaa. Opranuzanus 1 00cayKuBaHue paboyero Mecra. Y ciIoBUs TPYAa, IPUEMBI U METO/IbI
TpyZa. JucuunianHa Tpyna, pekuM Tpyda M oTAsixa. IIpaBuna BHYTpEeHHEro TpyJOBOIO pacHopsjaka.
Pacnipenenenne o6s13aHHOCTEN MEX Ty paOOTHHUKAaMHU, JOHKHOCTHAS MHCTPYKIusa. HopmupoBanue Tpyna,
coJiep;kaHue M 1enu HopmupoBaHus Tpyaa. Hopmel Tpyna. Knaccudukamus 3arpar pabodero BpeMeHHU.
MeTtoapl U3ydeHHUs TPYNOBBIX IMPOILIECCOB U 3aTpaT pabouero BpeMeHH. [Ipon3BOIUTENBHOCTH TpyAa.
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3apaboTHas 1uiata U ee QyHkuu. [IpuHIMNBI OpraHu3anuu 3apabOTHON TUTaThl. MUHUMAIBHBIA pa3Mep
omiatel Tpyaa (MPOT) B Poccuu u nopsinok ero pacuera. CpaBuurensubiii ananuz MPOT B Poccuu u
psze 3apyOexHbIX cTpaH. TapugHas cucreMa oriaThl TpyAa U €e OCHOBHBIE dJieMeHThl. [loBpemenHas u
crnenbHas GopMbl omaTel TpyAa. becrapudubie 1 cMemaHHble CHCTEMBI OIUTIAThI TpyAa. Bumael nomnar u
Ha/10aBOK K 3apaboTHOH 1u1ate pabOTHUKOB (hapmaneBTHUEcKoro mpeanpustus. [lnanuposanue donna
OIJIaThl TPyAa U BEIMYMHBI CTPAXOBBIX B3HOCOB BO BHEOMOKeTHbIE (POHABI Ha (apManeBTHYECKOM
MPEANPUITHH.

PA3JIE]I 4. OCHOBBI DSKOHOMHWYECKOM W @®UHAHCOBOW JIEATEJILHOCTU
OAPMAILIEBTUYECKOI'O ITPEAITPUATIA.

Tema 4.1. DxoHOMHYECKHE IOKa3aTeNU MIESATEIBHOCTH. OKOHOMHYECKHE IOKa3aTeNd MpealpHUsITHs,
3aTparhl NPEANpUsATHS U cedecToMMOCTh npoaykiuu. Kiaccmdukamus 3arpar Ha TPOU3BOJICTBO M
peamuzanuio nponykiud. CmeTta 3arpar W KaldbKynsius cedecromMocTd. OCHOBHBIC HampaBJICHUS
CHIDKCHUS CE0ECTOMMOCTH TPOAYKIHMH (papMaleBTUYECKOro mpeanpustus. Touka 0e3yOBITOYHOCTH U
KPUTHYECKHI 00beM MPOU3BOJACTBA: IrpadHUuecKkuili U aHaTUTHYECKUU MeTonbl pacyera. [IpuObiip kak
OCHOBHOM MIOKa3aTellb, XapaKTePU3YIOLINN pe3yabTaThl XO0351MCTBEHHON JIeATEIbHOCTH
dapmanetuueckoro npeanpusatus. Oynkuuu npubbun. Bumasl npubbsimu. [lopsmox ¢opmupoBanus
nokasarenel mpuObIM  mpennpusaTHs. OCHOBHbIE  HampaBleHUS  yBEJIUYEHUS MNpHObUIM B
(bapMareBTHYEeCKOTro NMpeanpusTusi. PeHTa0enbHOCTh U €€ pOoJib B OIleHKE 3(PPEKTUBHOCTH JCATEIbHOCTH
dapmaneBTrueckoro mpennpusatus. llokasarennm peHTa0eNpHOCTH M METOAMKAa WX — pacyera.
DKOHOMHUYECKHE pecypchl (apManeBTHUECKOTO NPEANpHUATHs. [IpUHIMIUANBHBIE pPa3IHuus MEXIy
OCHOBHBIM U OOOpOTHBIM KanuTasioM. [loHsiITHE, cocTaB M CTPYKTypa OCHOBHBIX INPOM3BO/ICTBEHHBIX
donnoB (dapmaneBTuueckoro npeanpuatus. [l1anupoBaHwe M ydeT OCHOBHBIX IPOU3BOJICTBEHHBIX
¢oHmOB. Buabl CTOMMOCTHBIX OILIGHOK OCHOBHBIX IPOM3BOJACTBEHHBIX (HOHAOB (MEepBOHAUYATbHAS,
BOCCTAaHOBUTENIbHASI, OCTATOYHAS, JUKBUIAIIMOHHAs, OalaHCcOBasi U CpeHeroaoBas crommocts). M3Hoc,
BOCIIPOM3BOJICTBO M aMOPTH3alllsd OCHOBHBIX IPOM3BOJACTBEHHBIX (OHIOB (apMaleBTUYECKOrO
IIPEANPUATHSL.

Tema 4.2. IlenooOpa3oBaHne Ha JIEKapCTBEHHBIE CPEICTBA. | 0CymapcTBEHHOE PETYJIMpPOBAHWE IIEH Ha
JKHBJIIL. T'ocynapcTBeHHast perucTpanus MpefesbHbIX OTIYCKHBIX IieH npousBoautened Ha JKHBJIIL.
I'ocynapcTBeHHBINM KOHTPOIIb IIEH.

Tema 4.3. ®unancoBble pecypchl. [IpuHIMNIBI U QYHKIMH OpraHU3allMd W YIpaBiieHHUs (UHAHCOBOMH
JesTeNbHOCThIO  (hapMalieBTHUeCKOoro npeanpustus. @OuHaHcoOBbIe pecypchl (hapMaleBTHYECKOTO
OPENNpusATHs, HWCTOYHUKH HX (HOPMUPOBAHMS W  HANpaBICHUS  HCHONb30BaHMA. [IpuHIMI
HEPABHOLIEHHOCTH J€HET BO BpeMeHH. [IpoLeHThl 1 XapakTepUCTUKHU UX omnpenenstone. Hapamenue u
OUCKOHTHpoBaHMe. [IpocTeie M COXKHBIE NPOLEHTHBIE CTABKU: YCIOBUS MX NMPUMEHEHHS U METOJBI
Ha4yuCJIeHUs. BHYTpHUTO0BbIEe TPOLICHTHBIC HAYUCIICHHS. JKOHOMUYECKUM CMBICT () PEKTUBHOM rO10BOM
MPOLEHTHOM CTaBKH.

Tema 4.4. OcHOBBI HajorooOyoxeHus ¢apmaneBTUUECKUX npeanpustuil. [loHsATHE U CyIIHOCTH
oOs3aTenbHBIX oTuncieHnid. Knaccudukanus vamoros u coopoB. Hanorosas cucrema Poccun. DimeMeHThI
Hasoroo6soxxenus. Hamorossle nbrotsl. HamoroBele pexuMbl. DKOHOMHYECKasl CYIIHOCTb, COCTaB U
CTPYKTypa 0OOPOTHBIX CPEICTB (apMareBTHUecCKoro npeanpustus. Ctaaun Kpyroobopora 000pOTHBIX
cpeactB. Mcrounuku (opMupoBaHUS OOOPOTHBIX CPEICTB  (apMaIeBTHUECKOTO IPEIIpPUSTHUS.
HopmupoBanue u pacueT mnoTpeOHOCTM B 000OpOTHBIX cpeactBax. Ilokazarenn sddexkTuBHOCTH
UCIOJIb30BaHUsI OOOPOTHBIX CPEICTB M MeToauKa uX pacyera. IlyTu yckopeHuss oOopaymBaeMoCTd
00OpOTHBIX CPE/CTB

4. @OH/ OLIEHOYHBIX CPEACTB MO JUCUUILIIUHE
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4.1. ®opmbl 1 MaTepHalIbl TEKYLIETO KOHTPOJIS.

4.1.1. B xoxe peanmsanuu aucuumiuHel b1.B.06 OcHOBBl  ympaBineHus —(apManeBTHUECKUM
NPEINPUATHEM HCIONB3YIOTCS Cleayiomue (popMbl TEKYIIET0 KOHTPOJIS YCIEBAEMOCTH OOYYaIOIIMXCS:
TECTUPOBAHUE.

4.1.2. Marepualibl TEKYIIETO KOHTPOJISI yCIIEBAEMOCTH.

TecToBbIl KOHTPOJIb

1. JlexapcTBeHHBIN IpenapaT, OTKPBIBAIOLIMKA HOBBIM KJIacC COEIMHEHMH, Ha 0a3e KOTOpOro IMo3JHee
OyAyT CHHTE3MpOBaHbl OpPUIMHAJbHbBIE IIpenaparbl, oOJafalue HHBIMU (apMaKOJIOTHYECKUMU,
(apMaKOKMHETUYECKHUMHU U (papMaKoJUHAMUYECKIMU CBOWCTBAMH — 3TO:

» VIHHOBaIMOHHBIN JIEKaPCTBEHHBIN Mpemnapar.

2. IlpeameToM NaTeHTOBAHUS B OCHOBHOM IaTEHTE HA JIEKAPCTBEHHOE CPEJCTBO BCE, KPOME:!

A. Crioco0 npou3BoOCTBa JIEHCTBYIOIIETO BELECTBA;

b. Xumunueckas hopmyiia 1eHCTBYIOIIETO BEIIECTBA;

B. Cnioco6 npruMeHeHus IeKapCTBEHHOT'O CPEJICTBA.

3. IlpuuuHel pocTa 3aTpat papMaleBTUUECKHX KOMIIaHui Ha coznanue HoBbIX JIC Bee, kpome:

A. duHaHCcOBas cTparerus KpymnHEHIIMX (apMmaneBTHYECKUX KOMIIAHWM, HampaBiieHHas Ha MHQIIALUIO
pacxonoB, npensapsromux JIonu, 1 uMeromas cBoel LENbo CO34aTh YCIOBUS Ul pOCTa OTHOCUTENBHBIX
JI0XO0JIOB OT IIPOAAXKHU, KaK CJIEJICTBUE, pOCTA KalUTaIN3aLUY;

b. Poct nmoTpebenus 1eKkapCTBEHHBIX IPENapaToB.

B. Poct ypoBHs TpeOoBaHMIi K MOJHOTE U Ka4€CTBY MCCIIEJOBAHUI CO CTOPOHBI HAIIMOHAIbHBIX OPraHOB
Y Ha/IHALMOHAJIbHBIX UHCTUTYTOB;

I'. HeumoBepHO BBICOKUI YPOBEHb KOHKYPEHIIMHM KOMIIAHUH MeXTy co00ii.

4. HcrtoyHuku MH(GOpPMALUM IJI COCTABJIECHUS TUIOBON MHCTPYKLMHU Ha JIEKapCTBEHHBIM mIpenapar
(mOKyMeHTa SIBIISIOIIETOCS 00s3aTEIbHBIM Ul TOCYJapCTBEHHOM PETHCTPAIMU  JICKAPCTBEHHBIX
npemnapaToB st MeguiuHcKoro npuMeneHus 10 01.01.2021 roga) Bce 3a UCKITIOYEHUEM:

a) WHCTpYKIMs 1O mpuMeHeHuto pedepentHoro JIII, yrBepknennas B Poccuiickoit ®eneparuu, u
pa3MelleHHass Ha TMopTaje MO0 BeleHUI0 [ocyAapCcTBEHHOrOo peecTpa JIEKapCTBEHHBIX CPEICTB
(http://grls.rosminzdrav.ru)

b) wuncTpykumu B3anmoszamensembix JIIT (http://grls.rosminzdrav.ru)

C) wuHpopManuoHHbIe mHchkMa MuHn3zapaBa mo OesomacHoctu JIII, pasmenienHbie Ha moptaie ['PJIC
(http://grls.rosminzdrav.ru)

d) xparkas xapakrepucrika npenapara (SPC), omoOpeHHast B cTpaHe pa3paboTunka (AHHOBATOpa)

e) wuHpopmanus EBporeiickoro areHTCTBa 1o JeKapcTBeHHbIM cpeacTBaM (EMA)

f) wmHpOpMaIMs YrpaBieHuUs MO HAA30py 32 KAYECTBOM ITHUINEBBIX MPOIYKTOB U MeaukaMeHTOB (FDA)
g) wuHpopmamus B crnpaBouHHKe «DeneparbHOE PYKOBOJICTBO IO HCIOJIb30BAHHIO JICKAPCTBEHHBIX
CPEACTBY.

4.1.3. [lIxana oueHUBaHUS IS TEKYIIETO KOHTPOJIS.

Tect

Kputepun u 1mkasna olieHUBaHUS TeCcTa

Onenka «OTIn4HO» KonngectBo mpaBuibHbIX 0TBeTOB 90-100%
Onenka «Xopouio» KonmgecTBo mpaBuibHBIX 0TBETOB 75-89%
OreHka «Y TOBJIETBOPUTEITLHOY KonmuaecTro npaBmibHBIX 0TBeTOB 60 - 74%
Onenka «HeynoBIeTBOPUTEIBEHO» KonndecTBo nmpaBUiIbHBIX 0TBETOB 59% 1 MeHee

OnuceIBaroTCs KPpUTCPUU U IIKAJIa OICHUBAHUA IJISA Kaxxgou (I)OpMLI TCKYIIETO KOHTPOJIA.
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4.2. ®opmbl 1 MaTepHallbl IPOMEKYTOYHON aTTECTALIUU.

4.2.1. IlpoMexxyToUuHasi aTTeCTALlUsI TPOBOAUTCS B (hopme:

TectupoBanue

4.2.2. OueHoYHbIE CPECTBA AJIs IPOMEKYTOUHOM aTTECTALUH.

1. TocynapcTBo-uiieH, B KOTOPOM JIEKApCTBEHHBIM IpenapaT 3aperucTpupoBaH (PEerucTpUpyercs) C
IIPOBEIEHUEM OSKCIEPTHU3bl, BKJIIOYAIOLIEH OLEHKY 3KCIIEPTHOro ordyera o0 OIeHKe Oe30MacHOCTH,
3GGEKTUBHOCTM W  KayecTBa JIEKApCTBEHHOIO IIperapara, IOATOTOBIEHHOIO  pedepeHTHBIM
rOCyJJapCTBOM — 3TO:.

» TocynapcTBo-Tipu3HaHUE.

2. Cpox mpoBEOCHHS PErucTpalud W OKCIEPTU3bl JIEKAPCTBEHHOTO Ipenapara B pedepeHTHOM
roCy/1apCTBE HE JOJKEH NPEBBIILIATH!

a) 210 xaneHIapHBIX AHEH C JIaThI 10/1a4H 3asBJICHHS Ha PETHCTPALIHIO JICKAPCTBEHHOTO TIperapara o
JIeHb BbIJIa4X PErHMCTPALIMOHHOTO YAOCTOBEPEHUS;

b) 90 kaneHmapHbBIX THEH C ATkl I0/1a4H 3asBJICHHS Ha PETHCTPALIUIO JICKAPCTBEHHOTO Nperapara 1o
JIeHb BbIJIa4X PErHMCTPALIMOHHOTO YAOCTOBEPEHUS;

) 300 kaneHAapHBIX JHEH C AaThl MOJa4YH 3asBJICHUS HA PETUCTPALIUIO JIGKAPCTBEHHOTO Mperapara mno
JIeHb BbIJIa4X PErMCTPALIMOHHOTO YAOCTOBEPEHUS;

3. JleneHTpann3oBaHHas MPOLEAypa PETUCTPAIMHY JIEKAPCTBEHHBIX MPEMapaToB — 3TO:

a) OJIHOBPEMEHHAsi PErUCTPALUs B HECKOJIBKHUX FOCYAapCTBaX-4ICHAX;

b) mocienoBaTenbHas perucTpanusi B HECKOJIBKUX TOCY/IapCTBaX-uwiIeHaX B COOTBETCTBHH C
MePBOHAYAIBHOM perucTpanueii B peepeHTHOM rocy1apcTBe.

4. B cOOTBETCTBHM C HaJyIeXkalled NpakTUKON (apmakoHaa3opa EBpa3uiickoro SKOHOMHYECKOT0 CO03a
«mobas  HelpeJHaMEpeHHas oInMOKa pa0OTHMKA CHCTEMBbl 3/paBOOXPAaHEHMs, MalUeHTa WU
noTpeOuTeNs B HA3HAYSHUH, OTITYCKE, T03UPOBKE, BBEACHUN WM MPUEME JIEKAPCTBEHHOIO Mpernaparay -
3TO:

» «ommuOKa MPUMEHEHUS JIEKapCTBEHHOTO TIpernapaTay.

4.2.3. llIkana orieHUBaHUS.

Tecr

Kputepuu u 1mkasna olieHUBaHUS TecTa

Onenka «OTIn4HO» KonngectBo mpaBuibHbIX 0TBETOB 90-100%
Onenka «Xopouio» KonmgecTBo mpaBuibHBIX 0TBETOB 75-89%
Onenka «Y 10BJIE€TBOPUTETHHO» KommgectBo mpaBunbHBIX 0TBEeTOB 60 - 74%
Ornenka «HeynoBieTBOpUTETHEHOY KonuyecTBO nmpaBuiibHBIX OTBETOB 59% 1 MeHee

OnuceIBaroTCs KPUTCPUHU U HIKAJIa OUCHHUBAHUW .

4.3. COOTBETCTBHUE OIICHOYHBIX CPEJICTB MPOMEXYTOUYHON aTTeCTAllUU O AUCHUILTHHE (POPMUPYEMBIM
KOMITIETEHIUSM

Kopx Ko HH/MKATOpA I0CTHOKCH OueHoYHbBIE CpeICTBA MPOMEKYTOUYHOM aTTecTalluu
KOMIIETEH
KOMIIETCHIIUHU Tect
107074
[1IK-4 NJIIIK-4.3 +
I1IK-5 NIIK-5.2 +
VK-9 NJIYK-9.2 +
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4.4. Kpurepun oreHkH cC(OPMHUPOBAHHOCTH KOMIIETCHIIMM B paMKax MPOMEKYTOYHOW aTTECTALMH TI0

TUCLIUTUIAHE
Kon Kor CTpyKIypiibie Kputepuu onieHku copMUPOBAHHOCTH KOMIETEHINH
WHAUKATOpa AIIEMEHTHI
KOMIIeTe
JOCTHKEHUS OLIGHOYHBIX
HIIUH He chopmupoBana CdopmupoBana
KOMITETEHIHH CpeAcCTB
[1K-4 NATIK-4.3 TECT He c(OpMHPOBAHEI
OCHOBHBIE 3HaHUA, TOHATHS, | CPOPMHUPOBAHBI OCHOBHBIE
npaBuia TOCYAAPCTBEHHOTO | 3HAHUS, IMOHSITHA, MpaBHIIA
peryanpoBaHus cdepsl | TOCYyTapCTBEHHOTO  peryJin-
oOpallleHusl JIEKApCTBEHHBIX | poBaHUs cepbl 0OpalieHHs
CPEICTB, BKJIIOYAsl | IEKAPCTBEHHBIX  CPEJICTB,
bapmaleBTUYECKY IO BKJItOUass  (hapmareBTHYE-
pa3paboTKy U | CKYIO pa3paboTKy u
MIPOM3BOJICTBO IIPOU3BOJICTBO JIEKAPCTBEH-
JIeKapCTBEHHBIX HBIX TIpenapaToB; COBpe-
NpenapaToB; COBPEMEHHBIC | MEHHBIE  NPUHIMIBI |
OPUHIUIBI W TOAXOABI K | MOIXOABI K PETYINPOBAHHIO
PEryJIMpPOBaHUIO obecrnieuenus kauectsa JIC.
obecnieuenus kadecta JIC.
ITK-5 NTIK-5.2 TeCT He cdhopmupoBanbl 3HaHUSA
0 OpraHM3alMM PaboTHI He cdopmupoBanbl 3HaHUS
nepcoHana 0 OpraHu3aluu pabdoThI
IPOM3BOICTBEHHOTO MepcoHaNa MPOU3BOJACTBEH-
HOJpa3/IeIeHus HOTO TMojpa3feneHus ¢ap-
(bapMareBTH4ecKoro MAaIeBTUYECKOTO TPEIIpH-
OPEINPUATHS, 110 337]a4aM | | ATHS, TI0  3aJadam |
pabotam MEXIY | paboTaM MEXIy COTpYI-
COTpyAHUKaMH HUKaMH noapa3acicHus,
IIOAPA3ACICHNA,  BKJIIOYAdA | pkroyass BONPOCHI KOHT-
BOIIPOCBL  KOHTPOJIA  HX | pojist MX BHIMOJTHEHUS
BBITTOJIHEHUS
YK-9 NAYK-9.2 TECT He chopmupoBansl 3HaHHA
3 KOHOMMHUECKIX CchopmupoBaHbl 3HAHUA
3aKOHOMEPHOCTE i | DKOHOMHYECKUX  3aKOHO-
OTHOIIECHUM, BO3HUKAIOIINX MEPHOCTEl ¥ OTHOIICHHUIH,
B IIpolecce IPOM3BOJACTBA, | BOSHUKAIOMINX B IPOIECCe
OCHOBHBIX JKOHOMHYECKHX | IPOM3BOJACTBA,  OCHOBHBIX
mokaszaresniel e TeNbHOCTH | DKOHOMUYECKHUX roKasa-
(bapMareBTU4eCKOro Tenen JesITeIbHOCTU
NPEANPUATHS,  IPHUHLMIIBL | (hapMareBTHIECKOTO Tpe-
00ecne4eHHOCTH NpUATUS, TPUHIUIBI obec-
pecypcaMu AL | IEYEHHOCTH pecypcaMy JUIs
9 deKTHBHOrO 3¢ (deKTUBHOTO  (QYHKIHO-
byHKIOHMpOBAHU HUPOBaHUSI TPOU3BOICTRA.
IIPOU3BO/JICTBA.
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5. MeToanuyecKkue YKazaHud M0 OCBOCHUIO NUCHUITIJIHHBI

Metoanyeckue marepuansl ans qucuuiuinabl b1.B.06 OcHoBBI ynpaBienus (papmaneBTHYeCKUM
peanpusaTHEM (TIOJHBIH KOMIUIEKT METOJUYECKUX MAaTepHalioB MO AMCLUUIUIMHE HAaXOAUTCS HA Kadeape
yIpaBJIEHUs U SKOHOMUKH (papMalun).

6. YueOHas suTepaTypa AJsi 00y4arIMXCcs M0 JUCHUILIHHE

6.1. OcHOBHas nUTEparypa
1. bepr JI.B. Hayunas opranuzanus tpyna B (papmanestuaeckom npousBojctse [Tekcer] / JI. B. bepr,
10.B. Epumuenko, M. FO. Edhumuenxko. - Mocksa : Menununa, 1981. - 224 c.: wn. Jlut.: c. 222-223. - 1-
70.
2. Menemxment [Tekcr]: [yueb.mocobue mns cryneHToB By3oB| / mon pen. B. B. Jlykamesuua, H.
N.AcraxoBoii. - Mocksa: FOHUTH, 2005. - 255 c.: un. - (Beicmee mpodeccnonansnoe odbpazoBaHue,
MenemxmenT). - JIut.: c. 249-252. - ISBN 5-238-00764-7: 86-40.
3. ®duHaHCOBBI MEHEIKMEHT: ynpapieHue guuancamu npeanpusatus [Tekcr]: [yueOHUK A BY30B]
/TuxomupoB Eprenunii ®demopoBuu. - Mocksa: Axamemus, 2006. - 381 c.: wmi - (Beiciiee
npodeccuoHabHOE 00pazoBaHue). - JIut.: ¢. 375-376. - ISBN 5-7695-2508-8: 228-30.
4. DxoHoMmUKa U commonorus Tpyaa [Tekcer]: yueOnuk miis By3oB / B. B. Agamuyk, O. B. Pomaros, M.
E.Copoxuna. - M.: OHUTH, 1999. - 407 c. - bubmuorp.: ¢.401-402. - ISBN 5-238-00042-1: 66-00.6.2.
5. DOkonomwmka npeanpusatus [Tekcr]: [yueOnuk mis By3oB] / monm pen. B. . Topdunkens. - 5-¢
u3 . nepepad. u nom. - Mocksa: FOHUTH, 2009. - 767 c.: . - (3o10T0H (HOHI POCCHICKUX YIYEOHUKOB).
-JIut: c. 740-743. - ISBN 978-5-238-01284-1: 272-00.
6. DOune, I.Jlx. IIpou3BoACTBO JIEKApCTBEHHBIX CPEACTB. XUMHUYECKas TexHosorus or R & D no
npousBojicTBa [Teker] : mep. ¢ anrn. / Ouge [.JIx. - Cankt-IlerepOypr : IIpodeccus, 2015. - 1280 c. :
. - bubmworp.: c¢. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (dpapmareBTHYeCKas OTpAaCIb,
MIPOM3BOJICTBO JIEKAPCTBEHHBIX MPENapaToB, (papMarieBTUUECKHE IPOU3BOICTBEHHBIE MTPOIIECCHI)
7. Hapkesnu U.A., YrpaBnenue u 3koHOMHUKa (papmanmu [DnekTpoHHBINH pecypc] / mox pen. U. A.
Hapkenua - M. : [DOTAP-Menua, 2017. - 928 c. - ISBN 978-5-9704-4226-5 - Pexxum mocryma:
https://www.rosmedlib.ru/book/ISBN9785970442265.html
8. ®apmarnieBTHyecKas pa3paboTKa: KOHUEHIMS U MpakTUYecKue pekoMeHaanuu [TekcT] : HaydyHo-

IIPAaKTUYECKOe PYKOBOACTBO Ui (apmaneBTuyeckor orpaciu / mox pen. C.H. BeikoBckoro [u np.]. -
Mocksga : Ilepo : ®apmkonTpakt, 2015. - 472 ¢

9. baceuu, A.B.CoBpeMeHHbIE aclieKThl CUCTeMBbI oOecreueHHs KadecTBa Ha (hapMaleBTHUECKOM
npennpustuu [Tekcr] : yueOHoe mocobOue / A. B. bacesuu, U. E. Kayxosa ; Cankr-IletepOyprckuit
roCy/1apCTBEHHBIN XUMUKO-(papMarieBTuyeckuii yausepcureT. - Mocksa : KHOPYC, 2020. - 318 c. : un.
- (AcniupanTypa u Maructpatypa). - bubnuorp.: c. 313-318. (koHTpoOJb KauecTBa Ha (papMalEBTUIECKOM
MPEeNNpHUATHH, KOHTPOJIb CBIphS Ha (papManeBTUUYECKOM NPEINPUSITUH, XOJIOAOBas LENb MEPEeBO3KU
(bapmalleBTUUECKUX MpEenaparToB, yIpaBlieHue pruckaMy Ha (hapMalleBTHUECKOM MPEIIpUITUN )

6.2. JlononHuTenbHAS INTEPATYPA

10. Vnpasnenue u sxoHomuka apmanuu [Teker] : B 4 T. T.3 : DKoHOMMKa aNTEUYHBIX OpPraHU3ALMHA /
nox pen. E.E. JlockytoBoil. - M. : Akanemus, 2008. - 428 c.

11. Vnpanenue u sxkoHomuka ¢apmamuun [Texcr]: B 4 1. T.1: dapmaneBTHueckass IesT€IbHOCTD.
Opranuzanus u perynuponanue / noxa pen. E.E. JlockyroBoii. - M.: Akagemus, 2003. - 380 c.: ui. -
(Beicmiee mpodeccronanpHoe oOpa3oBanue). - budmuorp.: ¢. 377-378.
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https://www.rosmedlib.ru/book/ISBN9785970442265.html

12. Vnpasnenue u sxkoHomuka papmanmu [Tekcr] : yaeOHuk ans By3oB / moxa pea. B.JI. baruposoii. - M.
: Memumuna, 2004. - 720 c. (DapmaneBTrueckas dKOHOMHKA, (apManeBTUYCCKUI PHIHOK, [IEHOBAs
MOJINTUKA (papMalleBTUYCCKOW OpraHu3anuu, (apMakodKOHOMHKA, (apMalleBTUUECKUN MEHKMEHT,
dapmaneBTHUECKU ~ MApKETHHT,  TOBapHas  MOJHUTHKA  (apMalleBTUYECKOW  OpTraHU3aIlHH,
uHpopmanoHHoe obecriedeHne ¢apMaleBTHYECKOro Ou3Heca, Ou3Hec-TulaHupoBanue (dapm.),
noructuka (papm.)

13. Momnax, A.X. VYmpaeineHue puckamu B QapmamneBTudeckoM mpousBojcTtBe [Tekcrt] = Risk
Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing : mep. ¢ aari. / A. X.
Moinax, M. Jlour, I'. C. Baiicmen. - [2-¢ uza., ucmp.]. - Mocksa : BUAJIEK, 2017. - XXIV, 440 c. : ui. -
bubnmorp. B koHie kaxmou rnaBel. - ISBN 978-5-904723-02-6 (pyc.): 500-00. (dapmaneBTuueckoe
MIPOM3BOJICTBO, YIpaBieHHE KadecTBOM B (apMm. [IpOMBINIIEHHOCTH, MPOU3BOJCTBO JICKAPCTBEHHBIX
CPE/CTB, MPOU3BOACTBO OMOJIOTHYECKHUX MPErapaToB, MPOU3BOJACTBO OMOTEXHOJIOTHYECKUX MPENapaTros,
Bamuaanusg B (HapMalleBTHUECKOM IIPOU3BOJICTBE, ACENTHUYECKOe (hapMarleBTHUECKOE IPOU3BOJICTBO,
yrpasiieHue puckamu B ¢papM. [IpousBoactse)

14. ®enoros, Anekcanap ErrenseBuy. OcnoBbel GMP. IIpou3sBoactBo snekapcTBeHHbIX cpenacTs [Tekcr] /
®denoroB Anekcannp ErenseBud. - MockBa : ACUHKOM, 2012. - 576 c. : un. - bubauorp.: 569-571.
(ITpousBoacTBo JiekapcTBeHHBIX cpenctB, GMP B dapmanuu, KOHTPOJIb KadecTBa JIEKAPCTBEHHBIX
CPEICTB, TOKyMEHTAIUS B (hapMariim)

ba3pl maHHBIX, THPOPMAITHOHHO-CIIPABOYHBIC M TIONCKOBEIE CHCTEMEBI - THTEpHET pecypcehl, OTBEYAIONTHe
TEMaTUKE AUCIHUILTAHBI, B TOM YHCIIC:

1. MunmcrepcTBO 31paBooxpaneHus PO https://www.rosminzdrav.ru/

2. MUHHCTEPCTBO MPOMBIIIICHHOCTH M ToproBiud Poccum http:// minpromtorg.gov.ru/ministry /
governance/

3. denepanbHas ciyk06a 1Mo Haa30py B cdepe 3apaBooxpanenus http://www.roszdravnadzor.ru/

4. MexayHapoHas ¢enepaius GpapMalieBTUISCKUX Mpou3BoauTesei hitp://www.aipm.org/

5. CaiiT rocy1apCTBEHHOTO peecTpa JIeKapCTBeHHBIX cpencTB. https://grls.rosminzdrav.ru/grls.aspx

6. Accommanus Poccuiickux dapMarieBTHUSCKHX pou3BoauTenei 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: nuckyccuoHHbBI KiIy0 KIMHMYECKHX ()apMakKoJIorOB, HOBOCTH B 00JAaCTH HPUMEHEHHUS
JeKapcTBEHHBIX cpenacts. http://www.essentialdrugs.org/elek/

9. OdunmanbHbli caiiT EBpa3uiickoro 3KOHOMHUYECKOro coro3a http://www.eaeunion.org/

7. MarepuajabHO-TeXHHYecKas 0a3a, UHGOPMALMOHHbIE TEXHOJIOTHH,
NporpaMMHoe odecrneyeHne 1 HHPOPMALMOHHbIE CIIPABOYHbIE CHCTEMbI

1. CnennasibHble OMEIIEHUS C MOCAJOYHBIMU MECTAMM JUISl IPOBEACHUS 3aHATHN JICKIMOHHOIO THIIA,
3aHSATUNA CEMUHAPCKOI0 THUMNA C UCHOJB30BaHUEM MYJIbTUMEIUWHOTO 000pYI0BaHUS.

2. TexHuuyeckue CpeacTBa 00yUeHHs: IEPCOHAIbHBIN KOMITBIOTEP; MYJIbTUMEAUNHBIE IPOEKTOPHI.

3. Jlunien3uonnsie mporpammusie npoaykTsl: Windows, Microsoft Office (Excel, PowerPoint, Word).
Crenuanu3upoBaHHble y4eOHbIE ayJWTOPHH, OCHAIIEHHBIX HArSAHBIM MaTepHAIOM U JIUTEPaTypoH,
HEOOXOIMMBIMU JIJIS1 U3YYEHUS! BOIIPOCOB JMCLUIUIMHBL YTBEPKIACHHBIMA METOJNYECKHUMHU yKa3aHUSIMHU,
CMELMANBbHOM JUTEpaTypol U COBPEMEHHOM HOpMAaTMBHOHN nokyMmeHTauued. Kaxniwlii oOydwaromuiics
o0ecrnedeH JOCTYNnoM K OMOIuoTeyHbIM (POHIaM aKaJeMUH U Ka(eapsl.
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AHHOTAIIUS PABOYEH ITPOT'PAMMBI JIACIHUILIAHBI

b51.B.06 OcHoBbI ynpaBieHus hapMareBTHYECKUM MPEIPUITHEM
Kox u HaumeHOBaHHe HampasJieHHsI TOATOTOBKHM, mnpodpuias: 19.03.01 «buorexHomorus».
dapmarieBTHUECKAsE OMOTEXHOIOT U

KBamndukamnus (creneHb) BLIMYCKHUKA: OaKagaBp

®opma 00yueHHsI: OUHAS

®opmupyemas (bie) KoMneTeHUMsI(1):

[1K-4 — cniocobeH K ynpaBlIeHUIO MPOLECCaMH MPOU3BOICTBA JIEKAPCTBEHHBIX CPEJICTB.

NTIK-4.3. OcyuiecTBasieT MpOBEACHNE KOMIUIEKCHOTO aHAIN3a JAeITEIbHOCTH OPa3IeIeHUsI.

[1K-5 — cnoco0eH k opranu3anuy padoThl IEPCOHANA POU3BOICTBEHHOTO MOIPa3/ICICHNU.

NATIK-5.2 — ocymecTBisieT pacupeesieHne 3aiad U padoT MEXIy COTPYAHHKAMH TOJpa3/IeicHUS,
KOHTPOJIb UX BBLIITOJIHCHHUS.

YK-9 — cnocobeH mnpuHUMaTh OOOCHOBAHHBIC AKOHOMHYECKHE PEIICHHS B Pa3JIMYHBIX O00JIACTAX
JKU3HENEATEILHOCTH.
NAYK-9.2 — yuyacTByeT B OCYHIECTBICHHHM OSKOHOMHYECKOW JIEATENbHOCTH IOAPA3JICICHUS

(bapMaleBTUYECKOI0 MPENPUATHS C YyY€TOM TEOPETUUYECKUX OCHOB XO3SMCTBEHHOM JAEATENBHOCTH Ha
OCHOBE 3HaHUI 00 SKOHOMHUYECKUX 3aKOHOMEPHOCTSAX U OTHOILECHHSIX.

O0bem n MecTo AucuMILVIMHBI B cTpykType OIIOII:

JucnummHa oTHocuTcss K oOs3atenbHON uwactu OINOIN, ocBamBaercs Ha 2 Kypce, 4 cemectpe, B
COOTBETCTBHUH C yU4EOHBIM IUTAHOM 00IIast TPYA0EMKOCTh AUCHUIUIMHBI B 3a4€THBIX €IUHHIIAX COCTABIISET
4 3. e. (144 akan. yaca).

Coaeprxanue JTUCHHUIINHBI

Paznen 1. I'ocynapcTBeHHOE perynupoBaHue cdepbl OOpalleHus JeKapCTBEHHbIX cpeiacTB. Tema 1.1.
I'ocynapcTBeHHOE peryiaupoBaHue cepsl oOpalieHus JeKapcTBeHHbIX cpeacTB. Tema 1.2. Peructpanus
NPENNPUATHS U JIMLIEH3UPOBAHNUE IPOU3BOJCTBA JIEKAPCTBEHHBIX cpeAcTB Tema 1.3. OredecTBeHHas
(dapmalieBTHUYECKas MPOMBIIUIEHHOCTh Ha coBpeMeHHoM Jtane Tema 1.4. KoHuenuus Haajmexammx
(hapMmaIreBTUUeCKIX MPAKTUK KaK OCHOBa oOecreueHust dpdexktuBHOCTH, Oe30macHocTH U kadecta JIIT
Tema 1.5. ®apmakoHaa30p.

Paznen 2. ®apmaneBtuueckass  pa3zpaboTka — Kak  HAyYHO-HCCIIEOBATENbCKUM  MPOEKT
dapmanesTuueckoro npennpuatus Tema 1.1. CoBpeMmeHHbIN (hapmaneBTHUECKUN PBIHOK: 0COOEHHOCTH
JIC m nytm passutus. Tema 1.2. ®PapmaneBTuueckass paszpaboTka M ucciegoBanus. Tema 1.3.
Hannexamas naGopaTopHas U kiInHM4YecKas npaktuku. Tema 1.4. MHpopmannoHHOE CONMPOBOXKAECHUE
JIIT kak HeoTheMIeMasl 4acTh (papmaieBTHUecKoil pa3paboTku. Tema 1.5. Peructpauus JIII. Tema 1.6.
[TocTperucrpalliOHHbBIN MOHUTOPUHT KauecTBa, 3¢ dexTruBHOCTH U Oe3onacHocTy JIII.

Paznen 3. OcHoBbI ynpaBieHus (apmaneBTHueckuM mnpeanpustiem Tema 3.1. OCHOBBI yIpaBieHUS
npeanpustuem. Tema 3.2. Pecypcsl npeanpusaTus: MaTepuanbHble, TpynoBble, U np. Tema 3.3. OcHOBBI
OpraHM3ali U HOPMUPOBAHUS TPYJa.

Paznen 4. OcHOBBI SKOHOMHYECKON M (PMHAHCOBOH AeATEIbHOCTH (HapMalleBTHUECKOTO MPEIpUsITHS.
Tema 4.1. DxoHOMHUYECKHE TOKa3aTenu AedarenbHocTu. Tema 4.2. IleHooOpazoBaHue Ha JEKapCTBEHHbBIE
cpeactBa. Tema 4.3. @unancosble pecypebl. Tema 4.4. OCHOBBI HAIOr0O0JIOKEHUS (papMalleBTUUECKUX
MPEATPUATHI.

DopmMa NPOMEKYTOYHON ATTECTALMH — 3a4eT.
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