[loKyMeHT NoAnucaH NpoCToil 3NeKTPOHHOM NOANMUCHI0
NHbopmaums o Bnagenbue:

OUO: Niyxarnk BranppHFICPEPCTBO 3IPABOOXPAHEHNS POCCUIICKOM ®EIEPALIAN

[lomxHqcTb: PekTop
Nara nPEACPAL HOQFOCYAANCTBEHHOE OO/IkeTHOE 00pa30BaTe/IbHOE YUPEekKIeHHe BRICLIEro 00pa3oBaHus
YhukansHblit nporpammiblil kniou:«IlepMcekasi ro¢yaapcTBeHHas (papManeBTHYECCKAA aKaAeMUs»

d56ba45a9b6escodadldelcoae SOONG I ETepeTBa 3apaBooxpanenns Poccuiickoii dexepanun

Kadenpa yrpasiaenus 1 5JKOHOMUKH hapManuu

YTBEPX/IEHA
pereHueM kKadeapbl
ITpotokon ot «02» utonst 2025 r. Ne 7

PABOYAA ITPOI'PAMMA JUCHUIIVINHBI

b1.B.06 OcHoBBI ynpaBieHus hapMalieBTHUYSCKUM IPEANPUITHEM
(unoexc, HaumeHoB8aHue OUCYUNIUHBL (MOOYIISL), 8 COOMBEMCMBUL C YUeOHbIM NIAHOM)

b1.B.06 OY®II

(uHOexc, KpamKoe HaUMeHOBAHUe OUCYUNTUHDL)

19.03.01 BuorexHosorus

(K00, HAUMEHOBAHUE HANPAGLEHUsL NOO2OMOBKU (CNeyUaIbHOCU)

(DaDMaHeBTI/I‘leCKaH OHMOTEXHOJIOTHS
(uanpaBieHHOCTH(HM) (poduis (u)/crieruanu3anus (1u)

bakasnasp
(keanugurayus)

Ounas
(¢popma(vr) 0byuenus)

4 rona
(HopmamueHblLl CPOK 00yUeHUs)

I'ox nabopa — 2026

ITepmsb, 2025 1.



ABTOp(BI)-cOCTABUTEJIb(H):

3aBenyronuii kadenpoi ympaBieHHS W IKOHOMUKH (apManuu 1-p (apmaneBT. Hayk, mpodeccop
A.B. Cononnunna

[Ipodeccop xkadenpsl ynpaBieHHs W SKOHOMUKH (apmainuu, A-p (apmaneBT. Hayk, MHpodeccop
H.b. PocroBa

[Ipodecop kadenpel  ympaBieHHss W SKOHOMHKH  dapmaruu, 1-p  ¢dapMmaneBT.  Hayk,
N.A. Kupuuna

Jonent  xadeapsl  yOpaBiIeHHWS WM OKOHOMHMKH  ¢apManuu, KaHa. ¢apMmameBT.  HaykK
B.H. Muxaiinosa

Accucresr Kadeapsl yIIpaBICHUS u 3KOHOMUKH (dhapmarnuu, KaH/I. MeEJI. HayK
A.B. ®oreesa

3aBenyronuii kadenpoi yrnpasieHus U SKOHOMHUKH (apmaruu 1-p dapmaieBT. HayK, mpodeccop
A.B. CononnnunHa



N AwDd

COJEP)KAHUE

[lepedenp muaHUpPYEMBIX PE3yIbTaTOB OOYYEHHS MO TUCHUIUIMHE, COOTHECEHHBIX C
wiaHupyeMbiMu pesynbraramu OITOIT

O6bem u MecTo aucuuIuuHbl B cTpykType OITOIT

CogepxaHue U CTPYKTypa AUCHUILITMHBI

@DOH/T OLIEHOYHBIX CPEJCTB MO JUCIHUILINHE

MeTtoauueckue yKa3aHus 10 OCBOSHUIO UCLIUTIIMHBI

YueOHas ureparypa it 00y4arouxcs o JUCIUILTHHE
MarepuanbHo-TeXHHUECKass 0a3a, WH(POPMAIMOHHBIE TEXHOJIOTUH, MPOrpPaMMHOE
obecrnieueHrne U NHGPOPMAITMOHHBIE CIIPABOYHBIC CHCTEMBI



1. TlepedyeHb mIaHMPyeMBbIX pPe3yJbTATOB 00y4eHHUs MO AUCHUILINHE,
COOTHECeHHBIX ¢ INIaHupyemMbiMu pesyabTatamu OIIOII

Kon Haumeno- | Kon mnmukaro- | HammenoBanue un- | Pe3ynbTaThl 00yueHUs, COOTHECEHHBIE
KOMIIe- | BaHUE KOM- | pa JIOCTMXKEHUS | JIMKATOpa AOCTHUXKE- | C MHAUKATOPaMU JOCTHUKEHUs KOMIIe-
TEHLMH | NETEHUUU KOMIIETEHIINHU HUS KOMIIETEHIIUU TEHLIUH

[IK-4 | CnocobGen k NITIK-4.3 OcymectBiisier 1ipo- | Ha ypoBHe yMeHwii:

yhpaBJe-
HUIO  TIPO-
LeccamMu
MIPOU3BOI-
CTBa JIEKap-
CTBEHHBIX
CpEICTB

BEJICHUE KOMILIEKC-
HOTO aHanu3a Jes-
TENbHOCTU  IOApa3-
JeJIeHUs

- YMeeT opraHu3oBaTh padOThI B pas-
JMYHBIX TOJpa3aeneHusx (apmares-
TUYECKOTO MPEANPUATUS, BKIIOYAIO-
IIM€ IPOLECCHI: PErucTpanuu U Ju-
LIEH3UPOBAHMS, OOECleYeHus Kaue-
cTBa, (hapMareBTUYECKON pa3pabOTKH,
dbapmakoHaazopa u ap.

- YMeeT KOHTPOJUPOBAaTh BBINOJIHE-
HUS YCTAHOBJICHHBIX TpEOOBaHUU K
MOMEIIECHUSIM U O0OpYIOBaHUIO (ap-
MalEeBTUYECKOrO0 IPOU3BOJICTBA U HX
00CITy>)KHBaHUIO

- YMeeT opraHu3oBath U KOHTPOJIUPO-
BaTh XpaHEHHE U TPAHCIOPTHPOBKY
TOTOBOM MPOJYKIIUH B COOTBETCTBHUH C
YTBEPKACHHON JIOKyMEHTAalMeW s
JOCTHKEHHUST HEOOXOAMMOT0 KauecTBa
- YMeeT opraHu3oBath U KOHTPOIUPO-
BaTh IIPOBEJCHUS MOHUTOPUHIA YCIIO-
BHI POU3BOJICTBEHHON CPEIbI

- YMeer npoBOAUTH paboThI O OTOO-
py u yuery obpasuos JIC, ucxonHoro
ChIpbsi U YIAaKOBOYHBIX MaTepUaJIOB,
MPOMEKYTOUHON MPOJYKIUU U 00BEK-
TOB

Ha ypoBHe 3HaHui:

- 3naer IlpaBuna rocyaapcTBEHHOTrO
perynupoBanusi oopamenus JIII, pe-
T'YJISITOPHBIE MPOLIETYpPHl U IMpele/ieH-
Tbl B oTHOIIEeHUHU JIII, Ha pa3HbIX 3Ta-
nax: ¢apMareBTHYeCKOl pa3paboTKH;
o0ecrieyeHne KadecTBa Ha (apMarieB-
TUYECKOM ITPOU3BOJICTBE JP.

- 3HaeT TpeOOBaHMS K PETUCTpaIUH
JIC;

- 3HaeT MeJIONPOU3BOACTBO, BUALI U
(GbopMbI JOKYMEHTAllUU U MpaBUiia UX
odopmIiIeHHUS;




Kon
KOMIIE-
TCHIIUAU

Hanmeno-
BaHUE KOM-
HEeTEHIINHN

Kox nanukaro-
pa AOCTUXKEHUS
KOMIIETEHIINHU

HaunmenoBanue ng-
JIUKaTopa JOCTHXKE-
HUSA KOMIIETEHIIUN

Pe3ynbrarel 00y4ueHUs, COOTHECEHHBIE
C MHJIMKAaTOpaMHU JTOCTHUKEHHS KOMIIEe-
TEHIIUN

- 3Haer TpeOOBaHUA CAHUTAPHOTO
pexuma, OxXpaHbl Tpynaa, IMOXKapHOU
0e30MacHOCTH, 3KOJIOTUH
OKpY’Karolen cpensl, MOPSII0K
JIEHCTBUN npu YpE3BbIYANHBIX
CUTYaLUsX;

- 3HaeT METOAbl IPOBEACHUS ayIUTOB
(caMOMHCTIEKLINA );

- 3HaeT MOpAJIOK BEACHUS IMPEIMETHO
KoJinuectBeHHoro yuera JIC;

- 3HaeT (hUHAHCOBBIE PECYpPCHI Mpen-
MPUATUA

I1K-5

Crnocoben k
opraHusa-
uu padboThI
repcoHasa
MIPOU3BOI-
CTBEHHOT'O
nojapaspe-
TICHUS

WJITIK-5.2

Ocy1ecTBisieT pac-
npeaeneHne 3aaad u
paboT MEXIy COT-
pyAHUKAMH I10Jpas-
JIeTICHHSI, KOHTPOJIh
WX BBIMIOJTHCHUS

Ha ypoBHe ymeHnii:

- YMeer miaHupoBaTh NOTPEOHOCTH B
[IEPCOHAJIE IIPOU3BOJCTBEHHOIO IIOJ-
paszzeneHus

- YMeer oleHuBaTh MPOhecCHOHATb-
HO-KBTH(HUKAIIMOHHBIN YPOBEHb TEp-
COHajla MPOU3BOJCTBEHHOTO IMOAPa3-
JIEJICHUS

- YMmeet pa3pabaTeiBaTh MEPOIPHUATHS
110 aJanTaluy repcoHaita

- YMeer pacnpenensth 3a1a4u 1
paboTHI MEX Ty TTEPCOHAIOM
MoJipa3/iesieHusl, KOHTPOJIb UX
BBITTOJIHEHUS

- YMeer pas3pabarbiBaTh JOJKHOCT-
HblE€ MHCTPYKLUMHU IEpCOHANA MPOM3-
BOJICTBEHHOTI'O IIOJIpa3AcIeHUs

- YMeer opraHu3oBaTb OOydeHUE U
OLICHKY 3HaHWW MepcoHaja Mmojpasie-
JICHUH 110 00eCeueHUI0 KauyecTBa

- YMmeer pa3palaTeiBaTh CUCTEMY (-
(eKTUBHOM MOTHBAIlMM IEpCOHaNa
IIPOU3BOJICTBEHHOTO MTOAPA3/IEIICHHUS

- YMeeT opraHu3oBaTh pETYISIPHBIE
MEAUIIMHCKUE npoHIaKTHIECKUE
OCMOTpBI MIepCoHaNa Moapa3aeaeHu
Ha ypoBHe 3HaHmii:

- 3nHaer TpymoBoe 3aKOHOAATEIHCTBO
P®

- 3HaeT KagpOBBbII MEHEIKMEHT,




Kon Haumeno- Kon nanukaro- | HaumeHoBanue uH- | Pe3ynbTaThl 00yueHUs, COOTHECEHHBIE
KOMIIe- | BaHUE KOM- | pa JIOCTHXKEHUsS | JUKaTopa AOCTHUXKE- | C MHIUKATOpaMU JOCTHUXKEHUS KOMIIe-
TEHLIUH | TETEeHIUU KOMITETEHITUHT HUS KOMIIETCHIIMHU TEHLIUH

[IpaBuna BHYTPEHHEro TPYJAOBOTO
pacrnopsiika, TpeGoBanus
CaHUTApHOI'0 PEXHUMaA, OXPAHBI TPYAA,
MOKapHOW 0e30MacCHOCTH, 3KOJOTUU
OKpYXKaroleun cpensl, MOPSAI0K
JIEHCTBUN npu YpE3BbIYANHBIX
CUTYaIUsAX
YK-9 Cnocoben NIAYK-9.2 VYyactByer B ocy- | Ha ypoBHe ymeHuii:

[IPUHUMATh IIECTBIEHUU JKOHO- | - YMeeT ¢GopMupoBarh HH(MOpMALIU-

000CHOBaH- MUYECKOM JiesiTeNb- | OHHYI0 0a3zy Ui MPUHATUS 0OOCHO-

HBIE 3KOHO- HOCTHU NPEIIPUATHUS, | BAHHBIX 3KOHOMHUYECKHX pEIICHUN B

MUYECKHE B TOM YHClie | pa3IMYHbIX OOJACTIX >KU3HEIEATEINb-

perieHus B (dapmareBTHYECKO- | HOCTH

Pa3InYHbBIX
o0acTIx
KU3HEES-
TEJb-HOCTH

ro, C y4eToM Teope-
THYECKHUX OCHOB
XO3SIMCTBEHHON nes-
TEILHOCTH HA OCHO-
BE 3HaHUH 00
9KOHOMHYECKHX

3aKOHOMEPHOCTSIX |

OTHOIICHUAX

- Ymeer MNPHUMCHATH PA3JIMYHBIC MCTO-

JUKH  TIPOBEICHUS] AHAIUTHUYECKHUX
IPOLEAYpP U UX OCYLECTBICHUE

- YMmeer npuHUMaTh 00OCHOBAaHHBIE
HKOHOMUYECKHE pelieHus B
pa3IMYHBIX obmacTsx
KU3ZHEJEATEIbHOCTH

Ha ypoBHe 3Hanuii:

- 3naer [IpaBuna Gyxrantepckoi oT-
YETHOCTH, PKOHOMUYECKHUE II0Ka3aTe-
T 1€ATENbHOCTH NPEAIpUITHS;

- 3HaeT BUJIbI, METO/IbI U 3TAIbI FKO-
HOMMYECKOTO aHaJIn3a

2. O6beM U MecTO TUCHUILTHHBI B cTpykType OITOIT

JuctunnumHa oTHOcUuTes K oosi3arenbHoit yactu OIIOII, ocBauBaercs Ha 2 Kypce, 4 ceMecTpe, B COOTBET-

CTBHH C y‘~I66HI)IM IIJTaHOM 06111a$1 TPYAOCMKOCTE AUCHUILIMHBI B 3a4YCTHBIX €IUHHUIIAX COCTABJIACT 43, e.

(144 axan. yaca).

3. Copep:kaHue U CTPYKTYPa AUCHMILIUHBI

3.1. CTpykTypa IUCLHHUIIINHBI

O0beM TUCHHUILIHHDBI, YaC.

dopma TeKy-

KonTakTHas padora

mero KoOH-

No 11/ HaumeHoBaHue Beero 00y4arouuxcs ¢ npe- TPOJIA ycleBa-
pa3aesioB, TeM 4ACOB noxpasaresnem no su- | CP | emocru, npo-
AaM y4eOHBbIX 3aHATHI MEKYTOYHOM
JI ‘ JI3 ‘ 3 aTTecTalMu
Cemectp Ne 4




Ne i/

HauMmenoBanue
pa3aesioB, TeM

O0beM TUCHHUILIHHDBI, YaC.

Bcero
YacoB

KonrakTHas padora

00y4arouuxcs ¢ npe-

noaaBarteJsieM 10 BH-
AaM y4eOHBIX 3aHATHI

JI J3 113

CP

dDopma TeKy-
LIEro KOH-
TPOJIA yCIIeBa-
€MOCTH, IIPO-
MEKyTOYHOMI
arrecTaumMu

Pazpen 1.

[CocynapcTBeHHOE perysupo-
BaHUe cdepbl oOpaleHus je-
KapCTBCHHBIX CPCACTB

28

6 14

T

Tema 1.1

['ocynapcTBeHHOE peryimpo-
BaHHe cepbl oOpalieHus Jie-
KapCTBEHHBIX CPEICTB

Tema 1.2

Perucrpanus npennpusatus u
JIMLEH3UPOBAHUE IIPOU3BOJ-
CTBa JICKAPCTBEHHBIX CPEICTB

Tema 1.3

OteuectBeHHass  (hapmares-
TUYECKas TPOMBIIIJICHHOCTD
Ha COBPEMEHHOM JTare

Tema 1.4

Konnernust HaICKAINAX
(hapMameBTHYECKUX TPAKTHK
KaKk OCHOBa OOECIICUYCHUSs
a¢ddexTuBHOCTH, O€30IMaCHO-
ctu u kayecta JIIT

Tema 1.5

PapmakoHa30p

Pazmen 2

dapmarieBTuueckas  paspa-
00TKa — KaK Hay4HO - HCCIIe-
JIOBaTEeNIbCKUN TPOEKT ap-
MAaIeBTUYECKOTO  TPEIITPHsi-
THUS

32

12

Tema 2.1

CoBpeMeHHBII  (papMmaleBTH-
YECKUM PBIHOK: OCOOCHHOCTH
JIC u myTH pa3BUTHS

Tema 2.2

CDapMaHeBTI/I‘leCKaSI
0oTKa M HUCCICIOBaHUA

paspa-

Tema 2.3

Hannexamas maGoparopHas
Y KJITMHUYECKask MIPaKTUKU

Tema 2.4

NudpopmannonHoe  compo-
BoxzaeHue JIII kak HeoTbeM-
nemasi 4acTb (apmalieBTuye-
CKOM pa3paboTKu

Tema 2.5

Perucrpanus JII1

Tema 2.6

[TocTperncTpanimoOHHBI  MO-
HUTOPHUHT KaudecTBa, 3¢ dek-
TUBHOCTH U 0€30MacHOCTU
JIII

Pa3gen 3

OCHOBBI yIIpaBI€HUS

44

18




O0bem IMCHHUIIMHBI, YacC. dDopma TeKy-
KonrakTHas padora LIero KOH-
HauMmenoBanue o0yyaromuxcs ¢ npe- TPOJIfl ycIieBa-
Ne i/l Bcero y m P P y
pas3aesnoB, TeM ACOB nojasarejeM o su- | CP €MOCTH, IIPO-
q . .
JAaM y4eOHBIX 3aHATHH MEKYTOYHOM
J J3 113 aTTecTaluu
(hapMmareBTHIeCKIM
MPEANPUATHEM
OCHOBBI aBIIEHUA TIpE-
Tema 3.1 yip P 2 4 6
MIPUATHEM
Pecypcel mpenmpusarvs: Ma-
Tema 3.2 ypewl penb 16 2 8 6
TepUalbHbIC, TPYIOBBIE, U TIP.
OCHOBBI  OpraHuzamuu o
Tema 3.3 p H 16 2 8 6
HOPMHPOBAHHS TPyaa
OCHOBBI PKOHOMHYECKOU U
UHAHCOBOU JE€ATEIHLHOCTH
Pasnend | 2 A 38 4 18 | 16 T
(hapMareBTHIeCKOro
MPEANPHUATHS
DKOHOMHYECKHUE IT0KA3aTEIN
Tema 4.1 10 2 4 4
NEeATEILHOCTH
€HOoOoOpa3oBaHue Ha JeKap-
Tema 4.2 | p p 8 4 4
CTBEHHBIE CPEJICTBA
Tema 4.3 | ®uHaHCOBBIE peCypChl 10 6 4
OCHOBBI HAJIOTOO0I0KEHUI
apMaleBTUYECKUX
Tema 4.4 (bapvan N 102 2 4 6 3a4yeT
npennpustuil. [Ipomexyrou-
Has aTTecTalns
Bcero 144 20 68 56

Ipumeyanue: mecm (T).

3.2. ConeprxaHue TUCHUILINHBI

PA3JIEJT 1. TOCYAAPCTBEHHOE PEI'YJIMPOBAHUE C®EPHI OBPAIIIEHWSA JIEKAPCTBEH-
HbIX CPEIACTB.

Tema 1.1. T'ocymapcTBeHHOE peryiaupoBaHue cdepbl oOpalieHus JEKapCTBEHHBIX cpenacTB. [ocymap-
CTBEHHOE pEeryJMpOBaHUE OXpaHbl 3710poBbs, oOpamenus JIC n menuuuHckux usnenuil. Onpenenenue
OXpaHbl 3/10pOBbsl, IPUHIUIIBI, opranu3anus. Cucrema 31paBooxpaHeHus. OCHOBHBIE PETrJIaMEHTUPYIO-
[Fe Mepsl Mo o0ecneyeHno KadecTBa, 6ezonacHoctu u goctynHoctu JII1. Cornamienre o eIMHBIX PUH-
[UIaX ¥ IpaBUiaX oOpaleHus JeKapCTBEHHBIX CPEACTB B paMKax EBpasuiickoro "3KOHOMHUYECKOTO COTO-
3a rTocynapctB — uneHoB. denepanbHbie OpraHbl UCTIOTHUTENBHON BiacTU B cdepe 3ApaBOOXpPaHEHHUS.
['ocynapcTBenHble Haa30pHBIE opranbl. OcHOBHBIE (pesiepalibHbIe 3aKOHBI B cepe 31paBooxpaHeHus. O3
«O06 ocHOBax OXpaHbl 310poBhs rpaxkaan B POy». ['ocygapcTBenHoe perynupoBanue oopamenns JIC. O3
«O6 oOpamenun JIC». OcHoBHBIE MOHATHS.. JIulleH3upoBaHue AesTenbHOCTH B cdepe obOpamenus JIC.
lNocynapcrBennas peructparus JIC. [IpousBoactBo u mapkupoBka JIC. BBoa B rpaxkmgaHCckuii 000pOT
JIC. Cucrema monutopunra newxenust JIII nns MenuuuHckoro npumeHenus. @apmaiieBTUUecKas jaesi-
tenbHOCTh. OnToBas Toprosis JIC. Po3zanunas toprosius JIII. dapmaneBtudyeckue opranuzanuu. Buab
anTeuHbIX OpraHM3anuii. BeTepuHapHble anTeuHble OpraHu3anuu. PerimaMmeHTanus accopTumeHnTta ap-

8



MAIEBTUYECKHUX TOBApOB, U3TOTOBJICHUS W OTIycka, xpaHeHus JIII. IIpeaMeTHO-KOMMYECTBEHHBIN y4eT
JIC mnsa memuumuckoro npumenenus. Ilepedens JKHBJIIL. I'ocynapcTBeHHOE peryinpoBaHHE LIEH Ha
JKHBJIIIL. T'ocynapcTBeHHas perucrpanus NpeaeibHbIX OTIIYCKHBIX LeH IpousBomuteneid Ha JKHBJIIL
lNocynapctBenHslit KOHTpOJb 1eH. 3anpeT Ha npojaxy PJIC, HIIC, KJIC. dapmaneBTUuecKre OTXOIbI.
OcHoBanus u nopsanok yauuroxenus JIC. IlpuocranoBineHre npuMeHeHHsl JEKApCTBEHHOIO IIpenapara.
OrpaHuyeHus1, HajaraeéMble Ha OpraHu3aluy, 3aHUMaroIIuecs: pa3padoTKOH, MPOU3BOJACTBOM U (HJIN) pe-
anuzanueit JIIT s MeaAMIMHCKOro MpUMEHEHMsl, OpraHu3aluy, o0najaromuye npaBaMy Ha MCII0JIb30Ba-
HUe Toprosoro HaumeHosaHus JIII mjId MEIMIMHCKOrO MPUMEHEHUs, OpPraHU3aluyd ONTOBOM TOPrOBIIH
JIC mpu ocyiecTBIeHUN AEITENbHOCTH B cpepe oOpalleHus JeKapCTBEHHbIX CPelCTB. Pernamenranus
xpanenus JIC. OTBeTCTBEHHOCTD 3a HapylleHne 3akoHonatenscTBa PO npu obpamennu JIC u Bo3mere-
HUE BpeJla, IPUIMHEHHOTO 3[J0POBbIO Tpak/iaH BeieacTBUE npuMeHenus JIII.

Tema 1.2. [lonsTue npeanpustus. Peructpanus npeanpuaTys U JIMLEH3UPOBaHUE IPOU3BOJICTBA JIEKap-
CTBEHHBIX cpeAcTB. CyLIHOCTb, NPU3HAKK U CTPYKTypa npeanpusatus. ['ocynapcTBeHHas: perucrpanus
IOPUINYECKUX JIML (SBJSIOIIMXCS KOMMEPUECKUMH OPraHU3alMsIMK) U UHIAUBHUyalbHbBIX MPEANPUHUMA-
Tenel. [lepeyeHb NOKyMEHTOB, NPEACTABIAEMBIX B HAJIOTOBBIM OpraH JJs rOCYAapCTBEHHOW perucrpa-
MU IOPUAMYECKUX JIMIL NIPpU UX co3naHuu. Ilopsnok inueH3upoBaHus AEATEIbHOCTH M0 IIPOU3BOACTBY
JIC. JIuuen3noHHble TpeOOBaHMS K COMCKATENIO JUIEH3UN U JIMLIEH3UATy MIPU OCYLIECTBICHUU JIEATelNb-
HOCTH 110 npou3BocTBY JIC.

Tema 1.3. OreuecTBeHHas papMalleBTUUYECKasi IPOMBIIIEHHOCTh HA COBPEMEHHOM 3Tarne. OCHOBHBIE ac-
MEKThI TOCYAAPCTBEHHOT'0 PErYIMPOBAHUS 1€ATEIbHOCTH OTEUECTBEHHBIX MTPEAPUATHI-IIPOU3BOAUTETEH
Ha COBPEMEHHOM 3Tame pa3BUTHs cepbl oOpameHus JeKapCTBeHHBIX cpencTB. [lpumopurer rocymap-
CTBEHHOM MOJIMTHUKH B 00JIACTH JIEKAPCTBEHHOI0 00ECIEUeHUS: MOAEP)KKA OTEUECTBEHHBIX MPOU3BOJIH-
TeJEeH JIEKapCTBEHHBIX cpencTB. OTeuecTBEHHBIE IUAEPHI 110 TpousBoacTBy JIIT.

Tema 1.4. Konnenuus Haanexamux (GapMaleBTHYECKUX MPAKTUK KaK OCHOBa oOecriedeHus: 3PpHeKTUB-
HocTH, Oe3zomacHocTy M kauectBa JIII. OGecreyeHue kadecTBa B cepe oOpalleHus JIeKapCTBEHHBIX
cpenctB. Konnenuusa GXP. Oranel ;KM3HEHHOTO 1IMKJIA JIEKAPCTBEHHOTO cpelcTBa. Pasinunble moaxoasl
K BompocaMm oOecliedeHMsI KayecTBa JEKapCTBEHHOIo cpeacTBa. Llenb, cyTh U copepixaHHe OCHOBHBIX
HaJJIeXallluX MpakTHK, obecneunBatonnx kadectBo JIII Ha Bcex sramax >ku3HeHHOro nukia. Mcropus
pa3BuUTHA MOAX0A0B K obecredenuto kauyectBa JIII. Konnenmus kauecTBa JIEKapCTBEHHOTO CpPEJICTBA,
npososriamenHas BO3. [Tonutuka BO3 B oTHOIIEHNN 00pallieHus J1eKapCTBEHHBIX CPECTB.

Tema 1.5. ®apmakonanzop. Benenue B ®@apmakonaazop. OCHOBHbIE 3Talbl HCCIEI0BaHUs OE€30MacHO-
ctu JIC. ®dapMakoHa 30p Kak HHCTPYMEHT rocyAapcTBeHHOro KoHTpois 6ezonacHoctu JIC. Ompenene-
HUe, IeJb, 3a1a4n. McTopus pa3Butus cucreMsl dapMakoHa30p B Hallleil cTpaHe U 3a pyoexoM. Mex-
JIYHApOJIHOE COTPYJHUUYECTBO B 00JIACTH KOHTPOJIS U O€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB.  3aKOHO-
naTenscTBO B obsactu dapmakonazopa.

PA3JIEJT 2. ®DAPMALIEBTUYECKAS PA3PABOTKA — KAK HAYYHO-UCCJIEJIOBATEJILCKUI
[MTPOEKT ®APMALEBTHUYECKOI'O IIPEAITPUATUA

Tewma 2.1. dapmareBTHUECKHH PHIHOK: OCOOEHHOCTH U IyTH pa3BUTHs. MupoBoil u Poccuiickuii papma-
LEBTHYECKUI PHIHOK HAa COBPEMEHHOM 3Tane pa3BuTus. OCOOEHHOCTH JIEKapCTBEHHOT'O CPEJCTBA KaK TO-
Bapa Ha pbriHKe. Kiaccudukanuu 1eKkapcTBEeHHBIX CPEJICTB 10 Pa3HbIM MTPU3HAKAM.

Tema 2.2. @apmaneBTudeckas pa3padboTka 1 ucciegopanus. GapmarieBTHueckas pa3paboTka — OT MOUCKa
OMOJIOTMYECKH aKTUBHBIX BEILECTB /10 BbIBOJA Ha phIHOK JIII. MicTopus u myTu co3aHus JIeKapCTBEHHBIX
cpenctB. Pa3zpaborka u uccnenoBanus HOBBIX JIC (Research & Development — R&D). [laTtenTs! Ha Jte-
kapcTBa. O6mue cBepenust o nateHtoBanuu JIC. TepaneBTuueckasi, 6uonoruueckas u QgapmareBTuye-
CKasl DKBUBAJICHTHOCTH KaK Kputepuil oreHku kadectBa JII[I. BwiOop snexapcTBEHHBIX MpemnapaToB s
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pa3paboTku. MapKeTHHTOBBIE McCaeAoBaHus, mpenmecTBytomue Beioopy JIIT mns pa3zpaborku. Paszpa-
00TKa KpUTEpUEB 0TOOPA JIEKAPCTBEHHBIX MPEMapaToB s pa3padoTKU

Tema 2.3. Hapnexamas nmaboparopHast ¥ KIMHUYeCKast MpakTuku. Jloxmmanyeckue uccnenoBanus JIII.
Hctopus Bonpoca. [Tonsrue GLP kak cucteMbl HOpM, IPaBUJI ¥ yKa3aHWM, HAIpaBJICHHBIX Ha obecriede-
HUE COIJAaCOBAaHHOCTH M JIOCTOBEPHOCTH pE3YJIbTATOB J1a0OpaTOpHBbIX HuccienoBaHuil. HopmaTuBHbIE
MIPABOBbBIE AKTHI, PETIAMEHTUPYIONINE TOKIMHUYECKUE UCCIIeI0OBaHUS 0€30macHOCTH U 3(pPeKTHBHOCTH
JeKapcTBeHHbIX cpelacTB B PD. O0beM MOKIMHUYECKUX HCCIETOBAaHUM Ui PETUCTPAllMM BOCIPOHU3BE-
neHHbIX U opuruHanbHbix JIII. IlnannpoBanne NOKIMHUYECKOrO MCCIIEIOBAHUS, COCTABIECHUE MPOTOKO-
na/mnana uccnenoBanus. O6paboTka JaHHBIX Pe3yabTaTOB JOKIMHUYECKOro uccienoBanus. Cocraie-
Hue orueta. KOHTpOJIb KauecTBa MPOBEAEHUS JOKIMHUYECKOro HccienoBanus. KnuHuueckue uccieno-
BaHUsA: UCTOpHYECKas cipaBka. Posb knuHMueckux uccienoBanuii JIC B coBpeMeHHOM cucteMe obecre-
yenust kayectBa JIC. [lonarue o GCP kak 0 MEXIyHapOAHBIX MPAaBWIAX CO3/IaHUS, BHEAPEHUS U MPOU3-
BOJICTBA HOBBIX JIEKAPCTBEHHBIX CpeACTB. OCHOBHBIE HOPMATUBHO-IIPABOBBIE U METOJUYECKHUE JOKYMEH-
ThI IO MPAaBWJIaM Ka4€CTBEHHON KIIMHUYECKOM NpakTUku. Llenn u Buasl KiimHuueckux ucciaenopanuii JIC.
MeTtob! mIaHUPOBaHUs U TpeOoBaHUs K 00beMy KinHuYeckux uccnenaoBanuil JIC. CTOpOHBI-y4aCTHUKH
KIIMHUYECKUX UCCIIEJIOBAHM, UX MpaBa U 00S3aHHOCTU. DTHUUYECKUE aCIEeKThl IPOBEICHHS KIMHUYECKUX
UCCIIEIOBAHMUM. DTHUYECKHEe TPOOIIeMbl MPOBEICHUS UCCIIeI0OBAaHUI Ha 0CO00 YA3BUMBIX TPYIINax MalueH-
TOB (1€TU U MOAPOCTKH, )KEHUIUHBI PENPOAYKTUBHOTO BO3pacTa, MOKUJIIbIE JIIOU, TAlIUEHTHI B Oecco3Ha-
TEJIbHOM COCTOSIHUU U T1p.). Pa3zpaboTka fOKyMeHTaIuu AJs KIMHUYECKUX uccienoBanuil. I[lporokon uc-
cienoBanus u Opomropa uccienosarens 1 CRF. MHbopMupoBaHHOE coriacue MalueHTa U BeJIeHue nep-
BUYHON MEIUIIMHCKOM JOKYMEHTAIUH B X0Ji¢ uccienoBanus. PazpaboTka MHANBUYaTbHON pErucTpalu-
OHHOM KapThl MIPU KIIMHUYECKUX MUCCIEAOBAHUAX JIEKAPCTBEHHBIX cpeAcTB. IIpaBuna ee 3amonHenus, BHe-
cenre u3MeHeHuit. OOpaboTka AaHHBIX KiInHUYeckux uccienoBanuil JIC. Kontpons 3a mpoBeneHuemM
KIIMHUYECKUX HCCIIEeI0OBAaHUI JIEKApCTBEHHBIX CpeACTB. lIpuHIUMNBI oOecreueHus: KayecTBa U MOPSI0K
(GYHKIIMOHUPOBAHMS CUCTEMbI MEHEPKMEHTA Ka4eCcTBa B UCCIIEI0BATEIbCKOW OpraHU3aIliH.

Tema 2.4. HudopmammonHoe comnpoBoxaenue JIII kak HeoThemsieMas dYacTh (apmarieBTHUSCKON
pa3zpaboTku. HopmaruBHO-mpaBoBasi 0a3a, pErIAMEHTUPYIOLIAs COCTABJIIEHUE WHCTPYKUUU IS
MeaunuHckoro npumeHenus: JIII. OcHoBHbIE 0Os3aTenbHBIE pa3/Aeiabl MHCTPYKUUU AJI MEAUIIMHCKOIO
npumenenus JIII. upopmanrionnble uCTOYHUKU HamnosiHeHus: pasnenoB MMIIL. Tpe6osanus EADC k
nHpopmanmonHomy comnpoBoxkaenuto JIIT - OOmias xapakTepucTUKe JEKapCTBEHHOIO Mperapara s
MEIUIMHCKOTO MPUMEHEHMSI U JTMCTOK — BKJIABIII JJIs ALUEHTA.

Tema 2.5. Peructparus jgekapcTBeHHbIX NpenapaToB. HopmaTtuBHO-nipaBoBas 6a3a, periaMeHTHpYoIas
skcnieptusy u peructpauunto JIC B Poccuiickont ®@enepanun. IlpaBuna n nopsaok perucrpanuu jekap-
CTBEHHBIX cpelcTB. PopMHUpOBaHUE perucTpaoHHoro aocke Ha JIII. OcHOBHBIE TpeOOBAaHUS MPEIBSIB-
nsieMble K 00beMy U 0(OPMIICHUIO JJOKYMEHTAIIMN PErUCTPALIMOHHOTO J0ChE, BHECEHUS] U3BMEHEHUH B pe-
ructpamnronnoe nocke Ha JIII. T'ocynapcrBennsiii peectp JIC. XapakrepucTuka rocyJapcTBEHHOTO pe-
ectpa JIC, ero poib B mpoiiecce 3kcrepTussbl u peructpanuu JIC. [pouemypa MexayHapoIHON rapMOHH-
3a1My oOpaleHusl JIeKapCTBEHHBIX cpencTB B pamkax EBpA3DC. TpeboBaHus K SKCIEPTU3E U PErucTpa-
uuu B EBpA39C.

Tema 2.6. [TocTpeructpaiiOHHBIE MOHUTOPHHT KayecTBa, 3¢ (HeKTUBHOCTH U Oe3omacHOCTH. OCHOBHBIE
IIPUYMHBI Pa3BUTHUS HEXKENATENbHBIX JIEKAPCTBEHHBIX peakuuil. OnpeneneHue NOHATHN: «kauecTBO JIC,
¢ dextuBHoCcTh JIC», «be3onmacHocts JIC». HopmatuBHas npaBoBas 6a3a, periaMeHTHPYIOIAs MOHHU-
topuHr 6e3onacHoctu JIC. Tumnbl HexxenarenpHbIX peakiuil JIC no kinaccuduxaru BO3. dakTopsl puc-
Ka UX BO3HUKHOBeHUs. «[lapamennkaMeHTO3HbIE» HEXKeJIaTelbHbIE JeKapCTBEHHbIE PEAKIMU: TOJIKOBa-
Hue, npoduiaakTuka. OcoOEHHOCTH BOSHUKHOBEHUS M METObI MIPEAYIPEKACHHS HeXKeIaTeIbHbIX JeKap-
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CTBEHHBIX pEakUUi y pa3HbIX KaTeropuil moTpeOuTenell JeKapCTBEHHBIX MpernaparoB (IeTH, 6epeMeH-
Hble, noxwibie). [lopsnok opranm3amuu (GapMakoHaI30pa HA MOCTPECTPAIIMOHHOM 3Tare oOpalleHus
JIC. ABromaTu3upoBaHHas MH(POPMALMOHHAS cHcTeMa (hapMaKOHAA30pa: Ha3HAUYEHUE U IMPUMEHEHHE
IIPU OCYILECTBICHUH (papManeBTH4UecKoi npakThku. [lopsaok opranu3anuu MOHUTOPUHTA 0€30IaCHOCTH
B anTeyHou opranu3auuu. O0s3aHHOCTH (apMaIeBTUYECKOTO CHEIHAINCTa B PAMKaX OCYIIECTBICHHUS
dapmakoHag30pa Ha YpOBHE amnTeuHoil opranuzauuu.  COop u mepemada mHpopManuu o 6e30MmacHo-
ctu JIC nipu ocyuiectBiieHnd papMaleBTUYECKO 1eATeIbHOCTH.

PA3JIEJI 3. OCHOBBI YIIPABJIEHUA ®APMALEBTUYECKUM ITPEAITPUATUEM

Tema 3.1. OcHOBHI ympaBieHusi npeanpustueM. [JoHATHE MEHEIKMEHTa U €ro CYNTHOCTHAs (PYHKITHS.
Oo1ee U pa3nuyusi MEXIY YIIPAaBICHHEM U MEHEHKMEHTOM. [IpuHIUIIBl yrpaBieHus. Micropus pa3Butus
MeHekMeHTa B Poccun. Criennguka poccuiicKoro MEHEXKMEHTa Ha COBpeMeHHOM 3Tarne. OcobeHHOCTH
yrpapieHus: ¢papmaneBTHIecKuM npeanpustueM. Crienndurka ynpaBIeHUs )KEHCKAM KOJUIGKTHBOM. Xa-
paKTEepPUCTUKA OCHOBHBIX ()YHKIUH yrpaBieHus. OpraHu3alliOHHbIE CXEMBbI YIIPABICHUS MIPEAIPUSITH -
MHU.

Tema 3.2. Pecypcel npeanpusitus: MaTepuaibHble, TPYAOBbIe, U mp. CocTaB TPYAOBBIX pecypcoB (gapma-
[[EBTUYECKOTO TMPEANPUATHUS, KATETOPUU MPOMBINIIICHHO-ITPOU3BOJCTBEHHOrO MepcoHana. [lokazarenu
ITUHAMHUKU (KO3 (GUIIUEHTHl TeKY4YeCTH, MMOCTOSHCTBA M 001ero o0opoTa KaapoB) U cocTaBa (SBOYHA,
CIMCOYHAs U CPEIHECIIMCOYHAs YUCIECHHOCTh) MIEpCOHAa.

Tema 3.3. OcHOBBI OpraHu3anuu ¥ HOpMHUpPOBaHUs Tpyda. OCHOBBI opraHu3aluu Tpyaa. Pasgenenue u
koomnepanus Tpyaa. Opranuszanus 1 o0ciy>)kuBaHue pabodero Mecra. Y cioBUs TPyJa, IPUEMbl U METObI
Tpyna. JucuumumHa Tpyna, peXuM Tpyda M oTAsixa. [IpaBuna BHYTpeHHEro TpyAOBOIO pacropsijika.
Pacrnipenenenne o0s3aHHOCTEH Mex 1y paOOTHUKAMU, JOJKHOCTHAS UHCTpyKuusa. HopmupoBanue Tpyaa,
coJiep>KaHue M 1eu HopMupoBaHus Tpyaa. Hopmel Tpyna. Knaccudukamnus 3arpar pabodyero BpeMeHHU.
MeTopl U3ydeHHUs TPYIOBBIX MPOILIECCOB U 3aTpar padouero BpeMeHu. [IpousBoautenbHOCTs Tpyaa. 3a-
paboTtHas mnata u ee ¢GyHKUuU. [IpUHIMOBI opraHu3anuu 3apaboTHOW TIaThl. MUHHMAIBHBIA pazMep
omnatel Tpyaa (MPOT) B Poccuu u nopsimok ero pacuera. CpaBHutensHbiii anann3 MPOT B Poccun u
psae 3apyOexxHbIX cTpaH. TapugHas cuctema OoIiaThl Tpy/la U €€ OCHOBHbIE 31eMeHThl. [loBpemeHHas u
caenbHas popmel orutatel Tpyaa. becrapudnbie n cMemaHHbIe CUCTEMBI OIUIATHI Tpyaa. Bunabl noriar u
Ha70aBOK K 3apabOTHOM mijaTte pabOTHUKOB (hapMalleBTHUECKOTo mnpeanpuarud. [lnanupoBanue donaa
OIUIaThl TPyAa W BEJIMYMUHBI CTPAXOBBIX B3HOCOB BO BHEOIO/KETHBIE (OHIBI Ha (apMaleBTUYECKOM
MpEANPUITHH.

PA3JIEJI 4. OCHOBbI SKOHOMHNYECKON 1 ®UHAHCOBOM JIEATEJILHOCTU ®APMAIIEB-
TUYECKOI'O ITIPEAITPUATHAL.

Tema 4.1. DxOHOMHYECKUE MOKA3aTENU JIEATEIIbHOCTU. JKOHOMUYECKHUE MOKa3aTeNld NMPeANnpusaTus, 3a-
TpaThl MPEANPUATUS U ce0eCcTOMMOCTh Mpoaykiuu. Kinaccudukaius 3aTpat Ha MPOU3BOJICTBO U peasiu-
3anuio npoaykuuu. CMmera 3aTtpaT U KaiubKynauus cedectouMocTd. OCHOBHBIE HANpaBICHUs CHUKEHUS
ce0EeCTOMMOCTH MPOAYKIIUU (PapMarieBTUYECKOro npeanpusatus. Touka 6€3yObITOUHOCTH U KPUTHIECKUN
00beM TTPOU3BOCTBA: TpadhUUECKUil U aHATUTHYSCKUNA METO/IbI pacyeTa. [IprObuTh Kak OCHOBHOM TMOKa-
3aTesib, XapaKTePU3yIOIIUN pe3ylbTaThl XO3IMCTBEHHON AESITeNbHOCTH (hapMalleBTUYECKOTO MPeIpHsi-
tus. Oynkuun npuosii. Bunsl npubsiu. [lopsgok GpopmupoBanus mokaszarenei NpuObLIN MPeAnpHsi-
Tusg. OCHOBHBIE HANpPAaBICHUS YBEIMUYEHHUS MPUOBUTM B (apMalleBTUUECKOTO MpeAnpustus. Pentabens-
HOCTh H €€ POJIb B OlIeHKE 3(PPEKTUBHOCTH AeSITeIbHOCTH (papmarieBTHUecKoro npeanpustus. [lokazare-
JU peHTa0eIbHOCTU U METOJMKA UX pacuyeTa. DKOHOMHUYECKHE pecypchl (hapMalleBTHUECKOTo MpeAnpusi-
tus. [IpuHIMNUATBEHBIE Pa3IMYUs MEXKIY OCHOBHBIM M OOOpPOTHBIM KamutajioMm. [loHsTwe, coctaB u
CTPYKTYpa OCHOBHBIX ITPOM3BOJCTBEHHBIX (DOHIOB (papManieBTUIECKOTO npeanpusatus. [lnanupoBanue u

11



y4eT OCHOBHBIX MPOM3BOACTBEHHBIX ()OHIIOB. BHIbI CTOMMOCTHBIX OIEHOK OCHOBHBIX IPOU3BOJICTBEH-
HBIX (POHIOB (MIepBOHAYANIbHAS, BOCCTAHOBUTEIbHASI, OCTATOYHAS, IMKBUIAIMOHHAS, OaTaHcoBast U Cpe/I-
HET0/I0Basi CTOUMOCTH). MI3HOC, BOCIIPOM3BOJICTBO M aMOPTHU3AIMsI OCHOBHBIX NMPOU3BOACTBEHHBIX (DOH-
J0B (hapMarieBTUIECKOTO MPEAPUSITHSL.

Tema 4.2. IlenHooOpa3oBaHue Ha JEKapCTBEHHbIE CpelCTBa. [ OCyqapCTBEHHOE pPEryJlMpoBaHHE LIEH Ha
JKHBJIII. T'ocynapcTBeHHast peructpanus MpeaeabHbIX OTIYCKHBIX IeH mpousBoauTteneit Ha XKHBJIIIL.
['ocynapcTBeHHBIN KOHTPOJIb LIEH.

Tema 4.3. ®unancosbie pecypcbl. [IpuHIMBI U GYHKIIUKA OPTaHU3aAlMK U yIIpaBieHUs (UHAHCOBOM Jies-
TEIBHOCTHIO (hapMalleBTUUECKOTO NnpeAnpusatus. PuHaHCOBBIE PECYPChl (PapMalleBTUYECKOTO MPeanpHs-
THUS, UICTOYHUKHU UX (POPMHUPOBAHUS U HATIPABIICHUS MCIIOJBb30BaHMs. [IpHHIUIT HEPAaBHOIICHHOCTH JICHET
BO BpeMeHU. [IponeHTsl 1 xapakTepucTUKu uX onpeaesnstomue. Hapamenne u nuckontuposanue. Ilpo-
CTBIC U CJIOKHBIE TIPOLIEHTHBIE CTABKH: YCIOBUS UX IPUMEHEHUSI U METO/Ibl HauMClIeHus. BHyTpuromaosbie
MPOIICHTHBIC HAYUCIICHHSI. DKOHOMUYECKUN CMBICI 3(PPEKTUBHOIN ro/I0BOI MPOLEHTHON CTaBKH.

Tema 4.4. OcHOBBI HaJIOTO00JIOKEHHS (DapMalnieBTHUECKUX Tpeanpusituid. [loHaTue u cynHocTh 00s13a-
TenbHBIX oTuncieHuit. Knaccudukanus HamoroB u cbopoB. Hamoropas cucrema Poccuu. DieMeHTSHI
Hanoroo6noxxenusi. HamoroBeie iproThl. Hanorosbie pexxumbl. DKOHOMHYECKAs CYIIHOCTb, COCTaB H
CTPYKTypa OOOPOTHBIX CpeicTB (apmarieBTuyeckoro npennpustus. Ctaauu Kpyroodopora 000pOTHBIX
cpenctB. Ucrounuku hopMupoBaHusi 000POTHBIX CPeACTB (apMaleBTHUSCKOTO mpeAanpustus. Hopmu-
pPOBaHME W pacyeT MOTpeOHOCTH B 00OPOTHBIX cpeicTBax. [lokazarenu 3pEeKTUBHOCTH UCTIOIH30BAHUS
00OPOTHBIX CPENICTB U METOAMKA UX pacuera. [lyTu yckopenust 060paunBaeMoCTH 0OOPOTHBIX CPECTB

4. @DoHJ O1LIEHOYHBIX CpPpEaACTB IO TMCHUIIJINHE

4.1. ®opmbl 1 MaTepHallbl TEKYLIETO KOHTPOJIS.

4.1.1. B xone peanuzanuu nucuuiuinabl b1.B.06 OcHoBbI ynipaBieHus (apManeBTHUECKUM MPEATNPUSTH-
€M HCIOJIB3YIOTCS cieayonme GopMbl TEKYILEro KOHTPOJS YCIIEBAa€MOCTH OOYYaroIIMXCs: TECTUPOBA-
HUE.

4.1.2. Martepuainsl TEKYyILLIEro KOHTPOJIS yCIIEBA€MOCTH.

TecToBbIiI KOHTPOJIb

1. JlexapcTBEHHBII Ipenapar, OTKpPBIBAIOIIMM HOBBIM KJacC COETUHEHMH, Ha 0a3e KOTOpPOTO MO3/HEE
OyAyT CHHTE3UpOBaHbl OpUTMHAJbHbIE Ipernaparbl, O0JaJaole HHBIMH (apMaKoJIOTHYECKUMH,
(bapMaKOKMHETUYECKMMHU U (papMaKoJMHAMUYECKMMHU CBOWCTBAMH — 3TO:

» VIHHOBAaLMOHHBII JIEKapPCTBEHHBIN Mpernapar.

2. IIpenMeToM MaTeHTOBAHMSI B OCHOBHOM IIATEHTE HA JIEKAPCTBEHHOE CPENICTBO BCE, KPOME:!

A. Cnoco0 npou3BOJCTBa JEHCTBYIOIIETO BEIECTBA;

b. Xumuueckas Gpopmysa 1elCTBYIOIIETO BEIIECTBA;

B. Cnioco6 nmpumeHeHus JeKapCTBEHHOTO CPE/ICTBRA.

3. [Ipuuunsl pocrta 3aTpat papmaleBTHUECKHX KoMIaHui Ha co3ganue HoBbIX JIC Bce, Kpome:

A. ®uHaHcoBas cTpaTerus KpymHEHImMx ¢apMaleBTUYECKUX KOMITAHWMN, HamlpaBieHHas Ha WUHQIALUIO
pacxozoB, peaBapsommx JIoHy, 1 UMeroIas CBOeH LENbI0 CO3/1aTh YCIOBUS Ul pOCTa OTHOCUTENBHBIX
JI0XO0JI0B OT IIPOAAXKHU, KaK CJIEJICTBUE, pOCTA KAIIUTAIN3aL1H;

b. Poct noTpebnenust sekapcTBEHHBIX MpenapaToB.

B. Poct ypoBHs TpeGOBaHUI K MOJTHOTE M KaUeCTBY MCCIEIOBAHUIN CO CTOPOHBI HAI[MOHAIBHBIX OPTaHOB
Y Ha/IHALIMOHAJIbHBIX HHCTUTYTOB;

I'. HeumoBepHO BBICOKUI YPOBEHb KOHKYPEHIIMHM KOMITAHUN MEXTy COOO0M.
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4. Ucrounwku wHOOpPMAIMU IJIs1 COCTABICHUS TUITOBOM MHCTPYKIIMM Ha JIEKAPCTBEHHBIN IMpernapar
(TOKyMEHTa SBISIOMIETOCS O00S3aTENbHBIM IS TOCYJApPCTBEHHON PETUCTpAllMH  JIEKapCTBEHHBIX
npenapaTos st MeguuuHckoro npuMenenus 1o 01.01.2021 roga) Bce 3a HCKITIOUEHUEM:

a) HMHCTpyKIMsA mo mpuMmeHeHuio pedepentnoro JIII, yrBepknennas B Poccuiickoit ®denepauuu, u
pa3MelleHHass Ha TMopTaje 10 BeIeHUI0 ['0CcyaapCcTBEHHOrOo peecTpa JIEKapCTBEHHBIX CpEACTB
(http://grls.rosminzdrav.ru)

b) wuHCcTpykuuu B3aumosamensembix JIIT (http://grls.rosminzdrav.ru)

¢) uHpopManHOHHBIE MUchbMa MuHn3zapasa no OezomacHoctu JIII, pazmemiennsie Ha mopraie ['PJIC
(http://grls.rosminzdrav.ru)

d) xparkas xapakrepuctuka npemnapata (SPC), onoOpeHHas B cTpaHe pa3padoTunka (HHHOBATOpA)

e) wuHpopMalius EBporneiickoro areHTcTBa 1o JiekapcTBEHHBIM cpenctBaM (EMA)

f) wundopManusa YnpasineHus mo HaA30py 3a KAUECTBOM MHIIEBBIX MPOAYKTOB U MeankaMeHTOB (FDA)
g) wuHdopmanus B crnpaBoyHHKe «DeneparbHOE PYKOBOJICTBO IO HCIOJIB30BAHHIO JIEKAPCTBEHHBIX
CPEICTBY.

4.1.3. IlIxana ouleHUBaHUA ISl TEKYILIETO KOHTPOJIS.
Tect
Kputepuu u nikana oneHMBaHMS TECTa

Onenka «OTAMYHO» KonnuecTtBo npaBuibHbiX 0TBETOB 90-100%
Ouenka «Xopoio» KonuyecTBo npaBuiibHbIX OTBETOB 75-89%
Ouenka «Y 10BJIETBOPUTEIIHLHOY KonuuectBo npaBuiibHbIX 0TBETOB 60 - 74%
Ouenka «HeynoBieTBOpUTEIBHO KonuyecTBo npaBuiibHBIX OTBETOB 59% 1 MeHee

OnuceIBaroTCsS KpUTCPpHUHU U HIKaJIa OCHUBAHWA 1A Ka}K,HOﬁ (1)0pr1 TEKYLICTO KOHTPOJIA.

4.2. ®opmbl 1 MaTepHallbl IPOMEKYTOYHON aTTECTALIUU.

4.2.1. IIpoMexxyToUHast aTTECTAIUS TPOBOAUTCS B (hopme:

TectupoBanue

4.2.2. O1ieHOYHBIE CPEJCTBA JUIsl POMEKYTOYHOM aTTECTAIIUH.

1. TocynapcTtBo-uiieH, B KOTOPOM JIEKapCTBEHHBIM MpenapaT 3aperucTpupoBaH (perucTpupyercs) ¢
MIPOBEIEHUEM OSKCIEPTHU3bl, BKIIOYAIOLIEH OLEHKY S3KCIEPTHOr0 oT4yeTra 00 OlleHKe Oe30MacHOCTH,
5GGEKTUBHOCTH W  KayecTBa JIGKAPCTBEHHOTO IIperapara, IOATOTOBIEHHOTO  pedepeHTHBIM
rocy1apcTBOM — 3TO:.

» TocynapcTBo-Tipu3HaHHUE.

2. Cpox npoBeACHUS PETUCTPALIUK U SKCIIEPTU3bI JIEKAPCTBEHHOI'O Iperapara B peepeHTHOM rocynap-
CTBE HE JIOJDKEH MPEBBILIATH:

a) 210 xaneHgapHBIX JHEH C JAThI MOJAYH 3asBJICHUS HA PETUCTPALIMIO JICKAPCTBEHHOTO Tperapara mo
JIEHb BBIJA4YX PETUCTPALMOHHOTO YIOCTOBEPEHMUS;

b) 90 xaneHmapHbIX IHEH C JaThl IOJA4YM 3asBICHUS HAa PETUCTPALIMIO JIEKAPCTBEHHOIO IIpernapara o
JIEHb BBIJa4YX PETUCTPALMOHHOTO YIOCTOBEPEHMUS;

¢) 300 xaneHIapHbIX JHEHN C JaThl I0J1a4YM 3asBJICHHS HA PETUCTPALIMIO JIEKAPCTBEHHOT'O Ipernapara Io
JIeHb BBIJJAUYX PETUCTPALIMOHHOTO YIOCTOBEPEHMUS;

3. JleuleHTpaJin30BaHHas MPOIeaypa PETUCTPAlUU JEKapCTBEHHBIX MPernapaToB — 3TO:

a) OJIHOBPEMEHHas PETUCTpalUs B HECKOJIbKHX TOCyJapCcTBax-4JieHax;

b) mocnenoBaTenpHas pETUCTpallds B HECKOJIBKHX TOCYJapCTBAX-4JIeHAX B COOTBETCTBUU C MIEPBOHA-
YaJbHOM perucrpanueil B pepepeHTHOM rocyaapcTBe.
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4. B cOOTBETCTBHM C HaJjIeKallel MpakTUKON GapmakoHaa3opa EBpasuiickoro s3KOHOMHUYECKOTO COI03a

«Ir00as1 HerpeJHaMEepeHHas: OMOKa pabOTHUKA CUCTEMBI 3/[paBOOXPAHEHUs, TAllUEHTa WIN MOTpeduTe-

JId B HA3HAYCHUU, OTITYCKE, JO3UPOBKE, BBEACHWH HUJIU ITPUCME JICKAPCTBCHHOI'O ITpCiapaTta)» - 3TO:

» «omuOKa MPUMEHEHUS JIEKapCTBEHHOTO TIpenapaTa.

4.2 .3. [lIkana orieHUBaHUS.

TecT

Kpurepuu u mkana olieHMBaHUS TECTa
Onenka «OTINYHO»

Onenka «Xopouio»

Onenka «Y J0BJIETBOPUTEIBHO»
Ouenka «HeynoBIeTBOpUTEIHHO»

KomnuectBo npaBuiibHbIx 0TBETOB 90-100%

KonuuecTBo npaBuiibHbIX 0TBETOB 75-89%

OnuceIBaroTCs KPpUTCPUHU U IIKAJIa OCHHUBaHUW.

KonuuecTtBo npaBuibHbIX 0TBETOB 60 - 74%
KonuuecTBo npaBuiibHBIX OTBETOB 59% U MeHee

4.3. CooTBeTCTBHE OLICHOYHBIX CPEICTB MPOMEKYTOUHOM aTTECTAIMH 110 AUCHUIUTUHE (POPMUPYEMBIM

KOMIICTCHIINAM
KOI[ KOM- KOZ[ MHJINKATOPa JOCTHKEHHUSI OHGHO‘IHLIC CpCacCTBa HpOMe)KYTO‘{HOI;'I arTecTalnun
IICTCHIIUU KOMIICTCHIIU N Tect

TIK-4 VJINK-4.3 +

TIK-5 VJIIK-5.2 +

VK-9 WNJIYK-9.2 +

4.4. Kputepuu OmeHKH c(POPMHPOBAHHOCTH KOMIIETCHIIMA B paMKaxX MPOMEXKYTOYHOW aTTeCTaIluH TI0

JTUCLUILINHE
Kon CTpyKTYypHEIE
Kon PYKTYP Kputepun onieHkn c(oOpMHUPOBAHHOCTH KOMITETEHITHH
UHIMKATOpa AIIEMEHTBI
KOMIIETe
JOCTHXKEHUS OLICHOYHBIX
HIUHU He chopmupoBana CcdopmupoBana
KOMIIETEHIINH CPEICTB
ITK-4 NAIIK-4.3 TECT He cdopmupoBansl ocHoB- | ChopmMHupoBaHbl OCHOBHBIE

Hbl€ 3HAHUs, NOHATHS, Mpa-
roCy/apCTBEHHOTO
perynupoBaHus cepbl 00-
paleHust  JIeKapCTBEHHBIX

BUJia

cpencTB, BKIouas (apma-
LEBTUYECKYIO pa3paboTKy U
MIPOM3BOJICTBO JIEKAPCTBEH-
HBIX TIpenapaToB; COBpe-
MEHHbIE TPUHIMIBI U MOJ-
XOAbl K PEryJupOBaHHIO

obecneuenns kauectsa JIC.

3HaHUs, MOHATHUS, IpaBUIIA
rOCyJapCTBEHHOTO peryJiu-
poBaHus chepsl oOpaleHus
JIEKapCTBEHHBIX  CPEJCTB,
BKJItOUass  (hapmareBTHYE-
CKYIO pa3paboTKy u
MIPOU3BOJICTBO JIEKAPCTBEH-
HBIX TIpenapaToB; COBpe-
MEHHbIE  TPUHLMIBL U
MOJIXO/bI K PEryJTUPOBaHHIO
obecnieuenus kayectsa JIC.
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[TK-5 NAIIK-5.2 TECT He chopmupoBansl 3Hanus | He copmupoBansl 3HaHUS
0 OpraHu3aluM pPaboTHl | M0 OpraHM3alMu  paboTHI
nepcoHana MpoOM3BOACTBCH- | mepcoHasa MIPOU3BOACTBCH-
HOTO mojpaszaencHus ¢ap- | moro nojapaseneHus dap-
MALEBTHYCCKOTO MPEANPHS- | MareBTHYECKOTO MPEAIPH-
THs, TIO 3a/1a4aM B paboTam aTHA, TO  3agauaM |
MENJIy COTPYAHUKAMH NOJ- | paGoram  MekIy —COTPYI-
paszieneHus, BKMOYAT BO- | vy mompasienens,
TIpOCHL ~ KOHTPOJIA MX  BBI™ | pyjoqast  BOMpPOCH  KOHT-
HOHeRHA POJISt UX BBIIOJTHEHUS

YK-9 NAYK-9.2 TECT He chopmupoBanst 3Hanust | ChopMHpOBAHEI 3HAHUA
DKOHOMHUYECKMX  3aKOHO- | JKOHOMHYECKHX  3aKOHO-

MEpPHOCTE W OTHOIICHUH,
BO3HUKAIOIIUX B IIpoliecce
OCHOBHBIX

MEpPHOCTE W OTHOIICHUH,
BO3HUKAIOIIUX B Ipoliecce

MIPOU3BOJICTRA, MIPOM3BOJICTBA,  OCHOBHBIX
HKOHOMHYECKHX MOKA3aATE- | nroHOMUYECKHX OKA34-
nel  eATenbHOCTH  hapMa- | pereii eSTeIbHOCTH

[EBTHYECKOTO  TPEIIpusi-
THUS, IPUHLUIIBI 00ECIIeUEH-
HOCTU pecypcaMu s 3¢-
(beKTUBHOTO (PYHKIIMOHUPO-
BaHUS NMPOU3BOICTBA.

(dapmaneBTUYECKOT0 TMpen-
HpUATHSI, TPUHLHUIBI 00ec-
IIEYEHHOCTH pecypcamMu JUlsl

byHKIIMO-
HUPOBAHHUS ITPOU3BO/ICTBA.

3¢ pexTUBHOTO

5. Meroanyeckue yKa3aHHs 110 OCBOCHHIO U CHHUIIIMHBI

Metoanyeckue marepuainsl g qucuuiinabl b1.B.06 OcHoBbl ympaBiieHus: papmaneBTHYeCKUM

npeanpusATUCM (HOJIHBII\/JI KOMIUJICKT MCTOANYCCKUX MATCPpHUAIOB IO JUCHUIINIMHC HAXOJUTCA HaA Ka(benpe

yIpaBJiIeHUS U IKOHOMUKHU (papMaiium).

6. YueOHas 1uTepaTypa UIsl 00y4arOUMXCcsl M0 AUCHHILIHHE

6.1. OcHoBHas IUTEpaTypa
1. bepr JI.B. Hayunas opranuzanus tpyna B (apmanetuueckom mnpoussojactse [Tekcr] / JI. B. bepr,
10.B. E¢umuenko, M. FO. Edpumuenxko. - Mocksa : Menununa, 1981. - 224 c.: un. Jlut.: c. 222-223. - 1-
70.
2. Menemxment [Tekcr]: [yueO.mocobue nnsi cryaeHToB By3oB| / mox pen. B. B. Jlykamesuua, H.
N.AcraxoBoii. - Mocksa: FOHUTH, 2005. - 255 c.: un. - (Beiciiee mpodeccuonaibHoe 00pa3oBaHue,
MenemxmenT). - JIut.: c. 249-252. - ISBN 5-238-00764-7: 86-40.
3. ®uHaHCOBBI MEHEIKMEHT: ynpapieHue GpuHancamu npeanpustus [Tekct]: [yueOHUK 1 By30B]
/Tuxomupos Eprenunit ®enoposuu. - Mockpa: Akanemus, 2006. - 381 c.: ui. - (Beiciiee npodeccuo-
HaJbHOE 0Opa3oBanue). - JIut.: c. 375-376. - ISBN 5-7695-2508-8: 228-30.
4. DxoHoMmHKa H comonorus tpyaa [Tekcr]: yueOHuk s By3oB / B. B. Anamuyk, O. B. Pomamos, M.
E.Copoxuna. - M.: FOHUTU, 1999. - 407 c. - bubauorp.: ¢.401-402. - ISBN 5-238-00042-1: 66-00.6.2.
5. Oxonomuka npeanpusatus [Tekcr]: [yueOnuk s By3oB] / mon pen. B. f. l'opbunkens. - 5-e
u3 ., nepepad. u gon. - Mocksa: FOHUTU, 2009. - 767 c.: un. - (3onoToit pona poccuiickux y4eOHUKOB).
-JIut: c. 740-743. - ISBN 978-5-238-01284-1: 272-00.
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6. Dune, J1./x. [Ipon3BoaCTBO JIEKAaPCTBEHHBIX CPEACTB. XUMHUYECKass TexHojorus oT R & D mo mpo-
u3BojcTBa [Tekct] : mep. ¢ anrn. / Duae J.Jx. - Cankr-IlerepOypr : [Ipodeccus, 2015. - 1280 c. : um. -
bubnmorp.: ¢. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (papmareBTrdeckas oTpacib, MpOU3-
BOJICTBO JICKQPCTBEHHBIX TIPEMapaToB, (hapMaleBTHIECKHUE IPOU3BOICTBEHHBIE TPOIIECCHI)

7. HapkeBuu U.A., YrpaBieHue u 3KOHOMHKA (apManuu [DIeKTpoHHBIH pecypc] / mox pen. U. A.
Hapkepuua - M. : I'DOTAP-Menua, 2017. - 928 c. - ISBN 978-5-9704-4226-5 - Pexxum nocrtyma:
https://www.rosmedlib.ru/book/ISBN9785970442265 .html

8. ®apmarnieBTUYeCcKas pa3padoTKa: KOHUEHIHS U MpakTUueckue pekomeHnauuu [TekcT] : HaydyHo-
MPaKTUYECKOE PYKOBOJCTBO Il (hapmarieBTudeckor orpaciu / mon pea. C.H. beikockoro [u ap.]. -
Mockga : Ilepo : ®apmkonTpakr, 2015. - 472 ¢

9. Bacesuu, A.B.CoBpeMeHHBIE acleKThl CUCTEMbI OOecreueHHsl KayecTBa Ha (papManeBTHYECKOM
npennpustan [ Tekcer] : yuebnoe nocodue / A. B. baceBuu, U. E. Kayxosa ; Cankr-IlerepOyprckuii rocy-
JapCTBEHHBI XUMHKO-(apMareBTHUecKuil ynuBepcutet. - Mocksa : KHOPYC, 2020. - 318 c. : uin. -
(Acnupantypa u Maructparypa). - budnuorp.: ¢. 313-318. (koHTpOIb KauecTBa Ha (papMareBTUIECKOM
MPEANPUATHH, KOHTPOIIb ChIPhs Ha (hapMalleBTUYECKOM MPEANPUATHH, X0I00Basl 1IeNb MepeBo3ku hap-
MaIleBTUYECKHUX MIPenapaToB, yIpaBieHHe pUCKaMU Ha (papMalleBTUYECKOM MPEATNPUITHH)

6.2. JlononHUTENbHAS IUTEPATypa

10. Vupasnenue u 3xonomuka (papmarnuu [Tekct] : B 4 1. T.3 : DKOHOMHUKA aNTEYHBIX OpPTraHU3ANUN /
nox pen. E.E. JlockyroBoil. - M. : Akanemus, 2008. - 428 c.

11. Yupasnenue u sxkonomuka dapmaiuu [Tekct]: B 4 1. T.1: @apmarneBTruyeckas aestenbHoCcTh. Opra-
Hu3anys 1 perynmuposanue / non pen. E.E. JlockyroBoii. - M.: Akanemust, 2003. - 380 c.: ui. - (Beicmee
npodeccuoHabHOE 00pazoBaHue). - bubauorp.: c. 377-378.

12. Vnpasnenue u sxoHomuka dapmanuu [Tekcr] : yueOHuk ais By30B / oa pea. B.JI. barupooii. - M.
: Menununa, 2004. - 720 c. (DapmarneBTHUYECKass IKOHOMHKA, (hapMalleBTUUYECKUN PHIHOK, IIEHOBAS IOJIH-
THKa (hapMalleBTUUECKO opraHu3anuu, (apMaKodKOHOMUKA, (papMaleBTUYECKHI MEHIKMEHT, (apma-
LEBTUYECKUI MapKEeTUHI, TOBapHas IMOJHUTHUKA (papMalneBTUUYECKONW OpraHu3aluy, HH()OpPMAIMOHHOE
oOecnieueHune ¢papmaleBTHUECKOro Ou3Heca, Ou3Hec-mIaHupoBanue (papM.), Joructuka (papm.)

13. Momnax, A.X. VYmnpasinenue puckamu B ¢dapmareBTuueckoM mpousBojacTtBe [Tekcr] = Risk
Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing : nep. ¢ anrn. / A. X.
Momnax, M. Jlonr, I'. C. balicmen. - [2-e u3z., uctp.]. - Mocksa : BUAJIEK, 2017. - XXI1V, 440 c. : un. -
bubnuorp. B koHI1le kaxkaoii riassel. - ISBN 978-5-904723-02-6 (pyc.): 500-00. (dbapmaiieBTryecKoe mpo-
M3BOJICTBO, yIIpaBJIeHUE KauecTBOM B ¢apM. [IpombIisieHHOCTH, TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJICTB,
MIPOU3BOJICTBO OMOJIOTHYECKUX MpenapaToB, IPOU3BOJICTBO OMOTEXHOJIOTMYECKUX MpenapaToB, Bajua-
U B (hapMalieBTUYECKOM IIPOM3BOJICTBE, acenTUYecKoe papMalieBTUUECKOe TPOU3BOACTBO, YIIpaBICHUE
puckamu B ¢papm. [IpoussoacTse)

14. ®enotos, Anekcanap EsrenbeBnu. OcHoBsl GMP. IIpon3BoacTBO jgekapcTBeHHbIX cpeacTs [Teker] /
®enotoB Anekcanap EsrenbeBuu. - MockBa : ACUHKOM, 2012. - 576 c. : un. - bubnuorp.: 569-571.
(ITpousBoacTBO jexkapcTBeHHbIX cpeactB, GMP B ¢dapmanuu, KOHTPOJIb KauecTBa JIEKapCTBEHHBIX
CpPEeACTB, TOKyMEHTalMs B (hapMarium)

ba3bl nanHbIX, MHOOPMAIIMOHHO-CIIPAaBOYHBIE U TIOMCKOBBIE CHCTEMBI - IHTepHET pecypchl, OTBeHaromue
TEeMaTHKe JUCLUIUIMHBL, B TOM YHUCIIE:

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

2. MUHHUCTEPCTBO MPOMBIIIJIEHHOCTH M ToproBiu Poccum http:// minpromtorg.gov.ru/ministry /

governance/
3. ®enepanbHas ciyx0a 1Mo Haa30py B chepe 3npaBooxpanenus http:// www.roszdravnadzor.ru/
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https://www.rosmedlib.ru/book/ISBN9785970442265.html
https://www.rosminzdrav.ru/
http://www.roszdravnadzor.ru/

4. MexnaynapoaHas deneparus hapManeBTHUECKUX MPOU3BoIUTENeH http://www.aipm.org/
5. Calit rocy1apCcTBEHHOI'O PeecTpa JEKapCTBEHHBIX CpeAcTB. https://grls.rosminzdrav.ru/grls.aspx

6. Acconmanus Poccuiickux dapmareBTuueckux npousBoauteneit http://www.arfp.ru/
7. BcemupHas opranuzanus 3apaBooxpanenus http://www.who.int/ru

8. Cerb E-LEK mist pycckoroBopsitux crpan OTaena OCHOBHBIX JIEKAPCTB U JIEKAPCTBEHHOM MOJIUTUKU
BO3: auckyccuoHHBIA KIy0 KIMHUYECKHX (DapMakKoJIOroB, HOBOCTH B 00JAacTH MPUMEHEHHUS JieKap-
CTBEHHBIX cpelicTB. http://www.essentialdrugs.org/elek/

9. OdurmanpHbIii caiiT EBpa3uiickoro "JKOHOMHUYECKOTO coro3a http://www.eaeunion.org/

7. MaTepnaﬂbno-TexnnqecKaﬂ 6333, ]/IH(])OpMaIII/IOHHLIe TEXHOJIOI'UH,
NnmporpaMmMHoOe€ o0ecrneyeHue u I/IH(l)OpMaIII/IOHHbIe ClIPpaBOYHBIC CUCTEMBI

1. CnenuanbHble OMELIEHUS € MOCAJA0YHBIMU MECTaMH JUIsl IPOBEIACHMS 3aHATHM JIEKIIMOHHOTO THUIIA,
3aHATHI CEMHUHAPCKOTO THIIA C WCIOJIb30BAHUEM MYJIbTUMEIUHHOTO 000PYAOBaHHUSL.

2. TexHuueckue cpeicTBa 00y4eHUs: IEPCOHAIBHBIA KOMIIBIOTEP; MYJIbTUMEIUIHBIE IPOEKTOPBI.

3. JInuensuonusle nporpammusie npoayktsl: Windows, Microsoft Office (Excel, PowerPoint, Word).
Crnenuanu3upoBaHHble y4yeOHbIE ayIUTOPHM, OCHAILEHHBIX HAIJISAHBIM MaTepUalloM U JINTepaTypoil,
HEOO0XOAUMBIMU JIJIS1 U3YYEHUS BOIIPOCOB JUCLUIUIMHBL YTBEPKACHHBIMU METOJANYECKMMHU YKAa3aHUSIMU,
CHELMAIbHOM JINTEpaTypoll M COBpPEMEHHOW HOPMAaTUBHON aokymeHTauuen. Kaxnapiii oOywaromiuiics
o0ecrieyeH JOCTYNnoM K OMOIrOTeuHbIM (POHIAM aKaeMUuu U KadeIpol.
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AHHOTAIIUSA PABOYEN TPOT' PAMMBI JIUCIIUTLIAHBI

B1.B.06 OcHOBEI yipasiieHus hapMareBTHUYECKUM IPEAIIPUATHEM

Kon n HammMeHoBaHMe HanpaBJIeHUs NOATOTOBKH, npoduisi: 19.03.01 «buorexnonorus». ®apmarnes-
TUYEeCKasi OMOTEXHOIOTHS

KBamndukamus (creneHb) BLIMYCKHUKA: OaKagaBp

®opma 00yueHHsI: OUHAS

®opmupyemas (bie) KoMIeTeHuusi(n):

[1K-4 — ciocobeH Kk yrnpaBieHUIO IPOLECCaMU ITPOU3BOJICTBA JIEKAPCTBEHHBIX CPECTB.

NATIK-4.3. OcyiecTBiseT NpOoBEACHNE KOMIUIEKCHOIO aHAJIN3a I€ATEIbHOCTH TIOApa3AeICHUsI.

[1K-5 — cnoco0eH k opranu3anuy padoThl IEPCOHANIA TPOU3BOICTBEHHOTO MOIPa3ACICHHUS.

NTIK-5.2 — ocymecTBiIsieT pacupeiesieHne 3a1ad M padoT MEXIy COTPYIHUKAMH TOpPAa3/ICICHHS,
KOHTPOJIb UX BBIITOJIHEHUS.

YK-9 — cnocobeH mnpuHUMaTh OOOCHOBAaHHBIE SKOHOMHUYECKHE PEIICHUS B PA3JIMYHBIX O0IaCTsIX
JKU3HENEATENLHOCTH.
NAYK-9.2 — y4yacTByeT B OCYIIECTBICHUU OSKOHOMHYECKOH JIEATENBHOCTH MOAPA3CICHUS

(bapMaleBTUYECKOI0 HPENPUATHS C YyUYETOM TEOPETUYECKUX OCHOB XO3SWCTBEHHOHM JEATENIBHOCTH Ha
OCHOBE 3HaHUI 00 YKOHOMHUECKUX 3aKOHOMEPHOCTSAX M OTHOILECHUSIX.

O0bem n MecTo AucnuIUIMHBI B cTpykType OIIOII:

Juctunnuaa otHocutes K oosi3arensHoit yactu OIIOII, ocBauBaercs Ha 2 Kypce, 4 ceMecTpe, B COOTBET-
CTBUM € Y4€OHBIM IUIAHOM 00111asi TPYIOEMKOCTb AUCLUILIMHBI B 3aU€THBIX €JUHUIIAX COCTABIIAET 4 3. €.
(144 akan. gaca).

Coaeprxanue JUCHHUIINHBI

Paznen 1. I'ocymapcTBeHHOE peryinupoBaHHe cdepbl OOpalleHusl JeKapCTBEHHbIX cpeincTB. Tema 1.1.
I'ocynapcTBeHHOE peryiupoBaHue cepsl oOpalieHus JeKapcTBeHHbIX cpeAcTB. Tema 1.2. Perucrpanus
IPEANPUATHS U JIMUEH3UPOBAHHUE ITPOU3BOJCTBA JIEKAapCTBEHHBIX cpelnctB Tema 1.3. OreuecTBeHHAast
(bapmalieBTHUYECKasl IPOMBIIIEHHOCTh Ha coBpeMeHHOM 3Ttane Tema 1.4. Konuenuus Hajuiexamux hap-
MalEeBTUYECKUX MPAKTUK KaK OCHOBa obecreueHus 3¢p¢deKTuBHOCTH, Oe3onacHocTH U kayectsa JIII Tema
1.5. dapmakona3op.

Paznen 2. ®apmaneBtuueckass pa3zpaboTka — Kak  HAyYHO-HCCIIEIOBATENbCKUM  MPOEKT
¢dapmarneBTuueckoro npennpuatus Tema 1.1. CoBpeMmeHHBIN (hapmaneBTUUYECKUN PBIHOK: 0COOEHHOCTH
JIC m nyru pasButus. Tema 1.2. PapmaneBTuueckass paszpaboTka M ucciefoBaHus. Tema 1.3.
Hannexamas naGopaTopHas U kiInHUUYecKas npaktuku. Tema 1.4. MHpopmannoHHOE CONMPOBOXKAECHUE
JIIT kak HeoThemyeMas 4acTh (papmareBTHUeCKOil pa3pabotku. Tema 1.5. Peructpanus JIII. Tema 1.6.
[TocTperucrpaliiOHHbBIN MOHUTOPUHT KauecTBa, 3¢ dexTruBHOCTH U Oe3onacHocTy JIII.

Paznen 3. OcHoBbI ynpaBieHus (apmaneBTuueckum mnpeanpusitieM Tema 3.1. OCHOBBI yIpaBiIeHUS
npeanpusituem. Tema 3.2. Pecypcbl npeanpusitus: MaTepuaibHbie, TpyaoBbie, u np. Tema 3.3. OcHOBBI
OpraHM3ali U HOPMUPOBAHUS TPYAa.

Paznen 4. OcHOBBI SKOHOMHYECKON M (PMHAHCOBOM AEATENbHOCTH (DapMalleBTHUECKOrO MPearnpHUsSTHS.
Tema 4.1. DxoHOMHUYECKHE TOKa3aTenu AedrenbHocTd. Tema 4.2. IleHooOpazoBaHKe Ha JIEKapCTBEHHbBIE
cpeactBa. Tema 4.3. @unancosble pecypcbl. Tema 4.4. OCHOBBI HAIOr00OJIOKEHUS (papMalleBTUYECKUX
MPEATPUATHIA.

DopmMa NPOMEKYTOYHON aTTECTALMH — 3a4eT.
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