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1. IlepedeHb MJIAHMPYEMBIX Pe3yJbTATOB 00y4eHHs 110 AUCHHUILIMHE,
COOTHECEHHBIX ¢ IIaHupyeMbiMu pesyabratamu OIIOII

Kon Haumeno- Kon unnmukaro- | HammeHoBanue uH- | Pe3ynbTaTel 00yueHUs, COOTHECCHHBIE
KOMIIe- | BaHUE KOM- | pa JIOCTHXKEHHUS | JUKAaTopa AOCTUXKE- | C MHIMKATOpaMH JOCTUKEHHUs KOMIIe-
TCHIIMM | TETEHIUU KOMITETCHITUHU HUS KOMIIETCHIINHI TEHIIUH
OIIK-3 | Cnocoben OIIK-3.1 OcymectBiisier npo- | Ha ypoBHe ymeHui:

OCYILIECTB- (heccuoHambHYIO - YMeeT opraHu3oBaTh padOTHI B pas-
JIATh  IIpO- NEeSTeNIbHOCTh C y4de- | JMYHBIX MOJpa3JeieHusIX QapMares-
(deccuonanb TOM  HOPMAaTHUBHO- | THYECKOTO MPEANPUSATHSA, BKIIOUYAIO-
HYIO JesiTe- MIPaBOBBIX AKTOB, | M€ NPOLECCHI: PErUCTPALMHU U JIH-
JIBHOCTh € pPEryIupyOIKUX OT- | IEH3UPOBaHUs, O0ECIICUCHUS] Ka4yecT-
Y4eTOM 3a- HOIIICHUS Mexay | Ba, (apmalreBTHUECKOi pa3paboTKu,
KOHOJIaTEJIb (buznuecKuMu u | (hapmakoHa30pa u ap.;
ctBa PO, B IOpUJIMYECKUMH JIU- | - YMEET OLCHUBATH (uHaHCOBO-
TOM YHCIIE B IaMd Ha ¢apmaieB- | SKOHOMHUYECKHE TTOKA3aTeNId JCSITCIb-
obnactu TUYECKOM PBIHKE HOCTH, OpraHU3alMI0 U HOPMHPOBA-
SKOHOMUKH HHE TpyAa.
U 5KOJIOTUH. Ha ypoBHe 3Hanuii:
- 3naer IlpaBmia rocyaapcTBEHHOTO
perynupoBanus oOpamenust JIII, pe-
TYJIATOPHBIE TPOLIEAYPHI U MPELEICH-
Thl B oTHOIIEHUM JIII, Ha pa3HbIX 3Ta-
nax: (apmarneBTHYECKON Pa3pabOTKy;
obecrieueHne KayecTBa Ha (papMmarieB-
TUYECKOM ITPOU3BOJICTBE Jp.
- 3Haer  coBpeMeHHbIe  HH(O-
PMalMOHHBIE TEXHOJOTMH, B TOM
YUCJIE HCMOJIB3YIOIIHUECS YIOJIHOMO-
YEeHHBIMM TOCYJApCTBEHHBIMH Opra-
HAMHM UCIIOJHUTEIIBHOM BIACTH MO
PEryJIUpOBaHUIO OOpalIeHus JIC,
JTOKJIMHUYECKUM U KIIMHUYECKUM
uccnenoanusimM JIC, 1o d¢apmako-
Hagzopy JIC, perucrparun JIIT
YK-3 | Crocoben YK-3.4 Ocymectpisier 00- | Ha ypoBHE yMeHMIA:
OCYILIECTB- MeH uH]opMaInuei, | - YMeeT yCTaHaBIUBATh U MOIACPIKH-
JIATH  COLHU- 3HAHUSIMU U OTIBITOM | BaTh KOHTAKThI, 00ECTICUNBAIOIIUE yC-
anbHOE C 4JIeHaMH  KOII- | MEMIHYI0 pa0oTy B KOJIJIEKTUBE;
B3aUMO/ICH- nexkTtuBa (apmaies- | - YMeeT IpUMEHITh OCHOBHBIE METO-
CTBUE u TUYECKOT'O npea- | Ikl 1 HOPMbI COLUAIBHOIO B3auMO-
peann30BbI- MPUSTHUS; OLIEHUBAET | JECUCTBUA JI pEAIU3aLUKN CBOEH POJIH
BaThb CBOIO WJIeH IPYTUX YJICHOB | U B3aUMOJCHCTBHUS BHYTPH KOMaH/IbI.
poiib B KO- KOJUIEKTHUBA s | Ha ypoBHe 3HaHMi:
MaHze JTOCTHKEHHS TIOCTaB- | - 3HAET OCHOBHBIE TPHUEMBI U HOPMBI
JIEHHOM 11eNn COIMAIbHOTO B3aUMO/ICUCTBUS;
- 3HaeT OCHOBHBIC TTOHATHUS U METOBI
KOH(MIMKTOIOTUN, TEXHOJOTHH MEX-
JUYHOCTHOM WM TI'PYNIOBOM KOMMYHH-
KallM¥ B J€JIOBOM B3aMMOJICHCTBHUHU.




Kon Haumeno- Kon mnaukaro- | HammenoBanue uH- | Pe3ynbTaThl 00yueHUs, COOTHECCHHBIC
KOMIIe- | BaHUE KOM- | pa JIOCTHKEHUSl | JUKaTopa JOCTUXKE- | C MHIMKATOpaMU JOCTUXKEHHUS KOMIIe-
TEHIUU | TETCHINH KOMIIETEHINH HUSL KOMIETCHIIUH TEeHIUI
I[IK-2 |ToroB wc- | I[IK-2.4 Ucnonszyer Ha ypoBHe ymeHuii:

0JIb30BaTh AJIEMEHTBI - YMeeT KOHTpPOJHMPOBATH BBIMOJIHE-
HOPMAaTHBH SKOHOMHUYECKOTO HUE YCTAHOBJICHHBIX TpeOOBaHUU K
ble  JIOKY- aHaym3a B | IOMEIICHUAM M 00opynoBaHuio ¢ap-
MEHTBl  TI0 MPaKTUYECKOU MalleBTHYECKOT0 MPOU3BOJACTBA U HUX
KauyecTBY, NEeSITeNIbHOCTH; OCY- | 00CTYKUBAHUIO
CTaHJapTHU3 LIECTBIISET - YMeeT opraHu3oBarb U KOHTPOJIUPO-
aruu u OpraHu3aIiio U | BaTb XpaHEHUE M TPAHCIOPTUPOBKY
cepTudUKa KOHTPOJIb pa0OTHI IO | TOTOBOM MPOAYKIIMU B COOTBETCTBUU C
UUUd  TpO- o0ecre4eHnIo YTBEPKACHHON JOKyMEHTAallMeW st
IyKTOB | (YHKITMOHUPOBAHUS | JOCTHIKCHHSI HEOOXOIMMOTO KaueCcTBa
W3JIeIHi, (dapmaieBTHUECKON | - YMeeT OpraHu30BaTh U KOHTPOJIUPO-
3JIEMEHTHI CUCTEMbl  KauyecTBa | BaThb IIPOBEJCHUE MOHUTOPUHIA YCIIO-
HKOHOMHYE JIEKapCTBEHHBIX BUI ITPOU3BOJICTBEHHON CPEIbI
CKOro aHa- CpEACTB - YMeer mpoBOAUTH pabOTHI IO O0TOO-
u3a B py u yuery obpasuos JIC, ucxoaHoro
MPaKTUYECK CHIpbsi U YMAaKOBOYHBIX MaTEpHAJIOB,
oifi  nesiTe- MPOMEKYTOUHON MPOAYKIIMU U 00BEK-
JILHOCTH TOB

- YMeeT y4acTBOBaTh B OIICHKE KO-

HOMUYECKOH AI(PPEKTUBHOCTH  JIes-

TEIbHOCTHU (bapmaleBTUUECKOTO

MIPE TP THS

Ha ypoBHe 3Hanuii:

- 3HaerT TpeOOBaHUSA K pErucTpanuu

JIC;

- 3HaeT JeNONpPOU3BOJCTBO, BUIBI U

(GbOopMBI JOKYMEHTAIlUU U TpaBUIa UX

odopmIiIeHHUS;

- 3Haer TpeOOBAaHUS CAHUTAPHOTO

pexuMa, OXpaHbl Tpyna, MOXKApPHOU

0€301IaCHOCTH, JKOJIOTHHI

OKpYXaromien Cpensl, MOPSA0K

JIEHCTBUN npu YpE3BBIYANHBIX

CUTYaIUsX,

- 3HaeT MeTOJbl MPOBEJICHUS AyJIUTOB

(caMOMHCTICKITUH);

- 3HaeT MOPSIOK BEIEHUS MPEIMETHO

KonuyecTBeHHOTro yueta JIC;

- 3HaeT (PUHAHCOBBIE pECypChl Mpen-

MIPUSITHS,

- 3HaeT ’KOHOMHUYECKHE IOKa3aTean

JIeATETbHOCTH NPEANPUSATHUSA;

- 3HaeT BUIbI, METOABI U ATAIbI KO-

HOMHYECKOT0 aHaJIn3a

[IK-5 | Cmocoben | I[IK 5.2 OcyecTBiuser Ha ypoBHe ymenwmii:

OpraHU30BbI pacrnpeneneHue - YMeeT m1aHupoBaTh NOTPEOHOCTH B
BaTh paboTy 3ajady = U paboT | mepcoHasge MPOM3BOJICTBEHHOTO IMOJI-
VCIIOJTHUTEI MEXY paszeneHus




Kon Haumeno- Kon mnaukaro- | HammenoBanue uH- | Pe3ynbTaThl 00yueHUs, COOTHECCHHBIC
KOMIIe- | BaHUE KOM- | pa JIOCTHKEHUSl | JUKaTopa JOCTUXKE- | C MHIMKATOpaMU JOCTUXKEHHUS KOMIIe-
TEHLIMM | NETEHUUU KOMIIETEHIIUHU HUS KOMIIETEHIINHU TEHLHH

en, COTPYAHHUKAMU - YMeeT oueHuBaTh MpodeccuoHab-
HaxoJIUTh M MOApa3ACIICHHUS], HO-KBaIM(PUKAIIMOHHBIN YPOBEHb IEp-
MIPUHUMATH KOHTPOJIb UX | COHaJla IPOU3BOJCTBEHHOIO MOJpa3-
yIpaBjieHYEe BBIITOJIHEHUS JIeTeHUs
CKHe - YMmeer paspabarbiBaTh MEpOIpUSs-
peuieHuss B THS 110 aJanTaluu nepcoHana
obacTu - Ywmeer pacnpenensatbs 3ajadd U
OopraHu3anu paboThI MEXIY [IEPCOHAIOM
u u 10/Ipa3iesIeHus, KOHTPOJIb ux
HOPMHUPOBa BBIIIOJIHEHUS
HUS TpyJia - YmMeer pa3pabaTbiBaTh JIOJDKHOCT-
HblE HMHCTPYKLHH IE€pCOHANA IPOU3-
BOJICTBEHHOTI'O II0JIpa3eiIeHUs
- YMeer opraHu3oBaThb OOy4YeHHE H
OLCHKY 3HaHUW NepcoHaja Mmojpasie-
JICHUH 10 00eCTIeueHUI0 KauyecTBa
- YMeer pa3zpabaTbiBaTh CHCTEMY (-
(GeKTUBHON MOTHBAIMM IEepcoHaa
IIPOM3BOJICTBEHHOTO M10APA3IEIICHUS
- YMeer OpraHus3oBaTh PETYJISAPHBIE
MEUIIUHCKUE npoQHIaKTHIECKUE
OCMOTpBI MIEpCcoHaa NoApa3ieIeHuI
Ha ypoBHe 3HaHuii:
- 3naer TpynoBoe 3aKOHOJATEILCTBO
PD
- 3HaerT KaApOBBIM MEHEIHKMEHT
IIpaBuna BHYTPEHHEro TPYIOBOTO
pacnopsiika TpeboBaHus CAaHUTAPHOTO
pexuMa, OXpaHbl Tpyna, MOXKApHOU
0€301IaCHOCTH, DKOJIOTHHI
OKpY’Karolen Cpensl, MTOPSII0K
JIEHCTBUN pu YpE3BBIYANHBIX
CUTYaIUsAX
YK-10 | Cnocoben YK-10.2 VYyacTByer B | Ha ypoBHe ymenuii:
MIPUHUMATH OCYIIECTBICHUU - YMmeer ¢opmupoBath uH(pOpMaLU-
000CHOBaH- 9KOHOMMUYECKOMN OHHYIO 0a3y A MPUHATHS OOOCHO-
HbI€ 3KOHO- NEeSATeTbHOCTH BaHHBIX SKOHOMUYECKHX PEIICHUU B
MUYECKHE NOApPa3ACIICHUS Pa3IMYHBIX OOJACTIX >KU3HEIESATEINb-
perieHust B (hapMaleBTUUECKOTO | HOCTU
Pa3IUYHBIX MpeAnpUATHS C | - YMeeT NpUMEHSTh pa3IUYHbIE Me-
o0nacTax y4eToOM TOAVKUA TIPOBEACHUS AHATMUTHYECCKUX
KU3HEEs- TEOPETUUECKHUX MPOLIEYp U UX OCYUIECTBICHUS
TeIb-HOCTHU OCHOB - YMmeer npuHUMaTh 00OOCHOBAHHBIE
XO35I1ICTBEHHOM AKOHOMUYECKUE peleHus B
JeSITeIbHOCTH Ha | Pa3IMYHBIX o0iacTsax
OCHOBE 3HAHMU 00 | KHU3HEIEATEIbHOCTH
3KOHOMHUYECKUX Ha ypoBHe 3HaHmii:
3aKOHOMEpPHOCTSX U | - 3Haer [IpaBuma Oyxrantepckoil oT-
OTHOIIIEHUSIX YETHOCTH, SKOHOMHYECKHE MOKa3aTe-
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Kon Haumeno- Kon mnaukaro- | HammenoBanue uH- | Pe3ynbTaThl 00yueHUs, COOTHECCHHBIC
KOMIIe- | BaHUE KOM- | pa JIOCTHKEHUSl | JUKaTopa JOCTUXKE- | C MHIMKATOpaMU JOCTUXKEHHUS KOMIIe-
TEHIIUH | TICTCHIIMH KOMIIETCHITUH HHS KOMIIETCHIINH TEHITAHN

JU ACSTENBHOCTU MPEAIPUSITHS;
- 3HaeT BUIBI, METOALI U JTaIlbl KO-
HOMHYECKOI'0 aHaIn3a
YK-2 | Cnocoben | YK-2.3 [Tnanupyer Ha ypoBHe ymeHwuii:
ONpeIEIATh peanu3anmio 3aj1a4y B | - YMeEeT IUIaHUPOBaTh pean3alluIo
Kpyr 3ajad 30HE CBOCH | 3a7ja4 B 30HE CBOCH OTBETCTBEHHOCTH
B paMKax OTBETCTBEHHOCTH C | C YYETOM HMEIOLIUXCS PECYPCOB U
IMOCTaBJICH- Y4ETOM HMEIOIIMNXCS | OTPAaHUYEHUH, JEUCTBYIOLIUX
HOM IIeNIH U pecypcoB U | IPAaBOBBIX HOPM;
BBIOUPATh OTpaHUYCHUH, - YMeeT pacnpeneniarh 3agayd U
OIITHMAJIb- JEHCTBYIOLIUX paboTsI MEXKITY [IePCOHAIIOM
HBIE CIIOCO- MPaBOBBIX HOPM MoJpa3/ieJIecHusi, KOHTPOJIUPOBATh HUX
Obl HUX pe- BBITIOJIHCHHE.
IICHHUS, HC- Ha ypoBHe 3Hanuii:
X0/ u3 - 3naer TpyaoBoe 3aKOHOJIATEILCTBO
JNEHCTBYIO- PO;
IUX MPaBo- - 3HaeT KaJIpOBBIM MEHEI)KMEHT;
BBIX HODPM, - 3Haer TpeOOBaHUS CAHUTAPHOTO
HMEIOIIUX - pexuMa, OXpaHbl Tpyna, MOKApPHOU
Csl pecypcoB 0€30IacHOCTH, 9KOJIOTHH
U OrpaHu- OKpY>KaroIeu Cpenbl, MOPSIIOK
YeHUH nercTBUI npu Ype3BbIYaHBIX
CUTYaIUIX

2. O0beM U MecTO TUCHHUILINHBI B cTpyKType OITOII

JucnummmHa oTHOCHTCS K o0s3arensHOM gactu OITOIL, ocBanBaetcst Ha 2 Kypce, 4 cemecTpe, B COOTBET-

CTBHUHU C y"Ie6HLIM IJIaHOM 06ma5{ TPYAOCMKOCTDb JUCHUIINIMHBI B 3aYCTHBIX CANHUILIAX COCTABJIACT 43, e.

(144 yaca).

3. Coep:kaHue U CTPYKTYPA AUCUHHILIUHBI

3.1. CtpykTypa AUCITUTIIMHBI

O0beM JUCIHUILIMHBI, Yac.
dopma TeKy-
KonrakTHas pa- 1Iero KOHTPO-
0oTa 00y4arommx- p
HaumenoBanue Jil ycrneBaemMo-
Ne ni/m Bcero | cs ¢ npenoxasa-
pa3aesioB, TeM CP | cru, npoMexy-
4acoB | TeJeM N0 BUAAM N
. TOYHOM aTTe-
Y4eOHBIX 3aHATHI J—
J | 3 | m3
Cemecmp Ne 4
['ocynapcTBeHHOE perynupoBa-
Paznen 1. | Hue cdepsl oOpamenust nekap- | 28 6 14 8 T
CTBEHHBIX CPE/ICTB
['ocynapcTBeHHOE perysIupoBa-
Tema 1.1 | HHe cdepsl oOpamieHus JeKap- 4 2 2
CTBEHHBIX CPE/ICTB
Peructpamust mpeanpustus ¥
Tema 1.2 Patist  TpeAtp 8 2 4 | 2
JMIIEH3UPOBAaHUE IPOU3BOJICTBA




HaumenoBanue

O0beM TUCHMIIIMHBI, Yac.

KonTakTHas pa-
0oTa 00y4arouux-

dopma TeKy-
1ero KOHTPO-
JIfl ycreBaemo-

Ne n/m Bceero | cs ¢ mpenoxasa-
pa3aenoB, TeM 4aCOB | TeNeM 1o BHIAM CP | cru, np?Memy-
. TOYHOI aTTe-
Y4eOHBIX 3aHIATHIH J—
JI JI3 | 1I3
JIEKapCTBEHHBIX CPEACTB
OrteuecTBeHHas (papMarieBTUYe-
Tema 1.3 | ckasgs IPOMBIIUIEHHOCTh Ha CO- 4 2 2
BPEMEHHOM JTare
Konnenmus namiexammx ¢ap-
MalEeBTUYECKUX MPAKTUK KakK
Tema 1.4 | ocHoBa oOecnedenus 3ddek- 7 6 1
TUBHOCTH, O€30IaCHOCTH U Ka-
yectsa JII1
Tema 1.5 | dapmakonanzop 5 4 1
®dapmMmareBTHYeCKas pazpadoTka
Pasnen2 | KaK HAyuHO - HCCIE/IOBATENDb- | o 4 16 12 T
CKUU TPOEKT apmareBTuye-
CKOTO TIPEIIPUSITHS
CoBpemeHHbIN  (apmarieBTHYE-
Tema 2.1 | ckmii peiHOK: ocobennoctu JIC n 4 2 2
MyTU Pa3BUTHUS
Tema 2.2 ®dapmareBTHYECKasT pa3paboTka 6 4 2
U VICCIICIOBAHUS
Tena 2.3 Hamexxamas nmaboparopHas u 5 4 9
KIIMHUYECKasl MPAKTUKH
NudopmaninonHoe  CONMpoOBOX-
Tema 124 | AHHC JIIT kak HeoTheMIIeMas 4 5 5
yacTh (hapMalleBTUUECKON pa3-
paboTKH
Tema 2.5 | Peructpanus JIIT 6 4 2
[TocTperucTpaliOHHBI  MOHH-
Tema 2.6 | TopuHr KauecTBa, 3((HEeKTUBHO- 6 4 2
ctu u 6e3onacHoctu JIIT
OCHOBBI yIIpaBIeHUS
Paznen 3 | gpapmarneBTHYECKUM 44 6 20 18 T
pepUITHEM
Tema 3.1 OcCHOBBI yHpaBieHUsl IMpearnpu- 12 2 4 6
ATHEM
Tema 3.2 Pecypcel npennpustus: Matepu- 16 9 8 5
aNbHbIE, TPYJOBBIE, U TIP.
Tema 3.3 OCHOBBI OpraHM3allid U HOPMH- 16 9 8 6
pOBaHUS TpyAa
OCHOBBI 5KOHOMHUYECKOUN 1
Pasner 4 (UHAHCOBOH EATEILHOCTH 38 4 18 16 T
(dhapmareBTUIeCcKoro
PETPHUITHS
Tema 4.1 DKOHOMMYECKHUE TIOKA3aTeIN 10 5 4 4

ACATCIIBHOCTH




O0beM TUCHMIIIMHBI, Yac.

Dopma TeKy-
KonTakTHas pa- merl:) KOHT )(I)
0oTa 00y4arouux- P
HaumenoBanue JIfl ycreBaemMo-
Ne ni/m Bcero | cs ¢ mpenoaasa-
pa3aenoB, TeM CP | cru, npomeiy-
YacoB | TeJieM N0 BHAaM .
. TOYHOI aTTe-
Y4eOHBIX 3aHIATHIH
bl 3 | o3 cTalMu
€HO00pa30BaHuE Ha JIEKapCT-
Tema 4.2 1 p P 8 4 4
BEHHbBIE CpPe/ICTBA
Tema 4.3 | duHaHCOBBIE PECYPCHI 10 6 4
OcHOBBI HAJIOTOOOIOKEHUS
Tema 4.4 | papMareBTHIECKUX 10 2 4 4
NPEINPUATHI
ITpomexxyTouHas arrectarus 2 2 3a4er
Bcero 144 20 68 56

Ilpumeuanue: mecm (T).

3.2. ConeprkaHue TUCHUTITUHBI

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

Tema 1.1. ['ocynapcTBeHHOE peryiaupoBaHue cepbl oOpalleHus JeKapCTBEHHbIX CpeAcTB. ['ocynapcr-
BEHHOE pEeryJupoBaHHE OXpaHbl 310poBbs, oOpauienus JIC u MeauuumHCeKuX u3aenui. OnpeneseHue ox-
paHbl 310pOBbS, IPUHIMIIBI, Opranu3anusd. Cucrema 3apaBooxpaHeHus. OCHOBHBIE pErilaMEHTUPYOIINE
MEpHI 10 00ecreueHnIo KauecTBa, 6e3onacHocT u goctynHoctH JIII. Cornamenue o eMHBIX TPUHIUTIAX
U IpaBHJIaX 0OpalleHUs JIEKapCTBEHHBIX CPEICTB B paMKax EBpasuilckoro sKOHOMHUYECKOIo cor3a Tro-
cyaapcTtB — wieHoOB. DenepanbHble OpraHbl UCIIOJHUTENFHON BIAacTH B cdepe 3apaBooxpaHeHus. [ocy-
JTapCTBEHHBIE HaA30pHBIE opranbl. OCHOBHBIE (penepanbHble 3aKOHbI B cdepe 3apaBooxpaHenus. O3 «O6
OCHOBAax OXpPaHbl 310poBbs Ipaxaad B POy». 'ocyaapcrBennoe perynupoBanue oopamenus JIC. 3 «O6
obpamienun JICy». OcHOBHbIE MOHATHS.. JIMLleH3upoBaHue esTenbHOCTH B chepe obpamenus JIC. [ocy-
napcrBeHHas peructpauus JIC. IIpousBoactBo u mapkupoka JIC. BBoa B rpaxkmanckuii o6opor JIC.
Cucrema Monutopunra aswxkenus JIII nns menunumHckoro npumeHenus. @apmaneBTudeckas JesATENb-
HocTb. OnToBast Toprosiist JIC. Po3anunas toprosins JIII. @apmaneBruyeckue opranuzauuu. Buasl an-
TEUYHBIX OpraHu3anuii. BerepuHapHble anTeuHble opraHu3anuu. PermamenTanus accopTuMeHTa (apma-
LIEBTUYECKUX TOBApOB, U3TOTOBJIEHUS U oTnycka, XxpaHeHus JIII. [IpenmerHo-konnyecTBeHHsldt yuer JIC
s MenuiuHckoro npuMeHeHus. llepeuens JKHBIIIL. T'ocynapcTBeHHOE peryampoBaHHE IIEH HaA
JKHBJIII. I'ocynapcTBeHHast perucTpanus NpeAesbHbIX OTIYCKHBIX LieH nmpousBoauteneid Ha JKHBIIIL.
I'ocynapctBeHHbIN KOHTpOb LeH. 3anpeT Ha npogaxy PJIC, HIIC, KJIC. dapmanieBTHUECKHE OTXOIBI.
OcHoBanus u nopsanok yauuroxenus JIC. IlpuoctanoBneHne npuMeHeHMsl JIEKApCTBEHHOIO IIperapara.
OrpaHuyeHus, HajaraeMble Ha OpPraHU3aLMH, 3aHUMAIOIIMECS pPa3pabOTKON, MPOU3BOACTBOM U (WIIN)
peanuzanueit JII1 mist MeAUITMHCKOTO MPUMEHEHHUs, OpraHu3aIuy, 00JIaJarolIie IpaBaMu Ha MCIIOJIb30-
BaHME TOProBoro HaumeHoBaHus JIII mji1 MEIUIIMHCKOTO MPUMEHEHNUs, OPraHU3alllH ONITOBOM TOPTOBIU
JIC mpu ocyIiecTBIeHUN NEATEILHOCTH B cepe oOpalleHus JICKapCTBEHHBIX CpeacTB. PermamenTtanus
xpanenus JIC. OTBeTCTBEHHOCTD 3a HapylleHue 3akoHoaTenbetBa PO npu obpamenun JIC u Bo3merie-
HUE BpeJia, MIPUYNHEHHOTO 3/I0POBBIO I'PpaKJaH BeaeacTBue npumenenus JIII.

Tema 1.2. [Tonstue npeanpusitus. Peructpanus npeanpusaTus U JIMLEH3UPOBaHUE TPOU3BOJICTBA JIEKap-
CTBEHHBIX cpeAcTB. CyIIHOCTh, IPU3HAKU M CTPYKTypa NpeAnpusaTus. ['ocyaapcTBeHHas perucTpanus
IOPUINYECKUX JIMIL (SBISIOMINUXCS KOMMEPUECKUMH OPTaHU3AMsIMN) U UHIAUBHUIYyaIbHBIX MPEATPUHIMA-
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teneld. [lepeyeHb JOKYMEHTOB, MPEJACTABISIEMBIX B HAJOTOBBIM OpraH Jyisi TOCYIapCTBEHHOW PErucTpa-
LMY IOPUAMYECKUX JIMI NPU UX co3naHuu. Ilopsaok nmieH3upoBaHus AEATEILHOCTH M0 IIPOU3BOACTBY
JIC. JIuueHn3noHHbIe TPEOOBAaHMUS K COMCKATENIO JUIICH3UN U JIMIEH3UATY MIPHU OCYLIECTBICHUH JEITEIb-
HOCTH 110 npou3BocTBY JIC.

Tema 1.3. Konnenuus Haanexamux (GpapManeBTHYECKUX MPAKTUK KaK OCHOBA oOecriedeHus: dPPEeKTHB-
HocTH, Oe3zomacHocTy M kauectBa JIII. OGecneueHue kadyecTBa B cdepe oOpallleHus JIEeKapCTBEHHBIX
cpeact. Konnenuusa GXP. Dtamnbl )KM3HEHHOTO IIMKJIA JIEKAPCTBEHHOI'O CPeCTBa. Pa3inyHble OaX0abl
K BoOIlpocaM 0OeCleyeHMs KauecTBa JIEKapCTBEHHOTo cpeicTBa. llenb, cyTh M cojepikKaHHE OCHOBHBIX
Ha/IIeKAIIMX NPaKTUK, oOecneunBaromux kadectBo JIII Ha Becex sTamax >Ku3HEHHOro nukia. Mcropus
pa3BuTHs MOAX0J0B K obOecneuenuro kadectBa JIII. Konmenmus kauecTBa JeKapCTBEHHOTO CPEICTBA,
npososriamennas BO3. [Tonutuka BO3 B oTHOmEHNH 00palieHust JIeKapCTBEHHBIX CPEICTB.

Tema 1.4. OteuecTBeHHas (papmaieBTHUECKasi IPOMBIIUIEHHOCTh HA COBPEMEHHOM 3Tare. OCHOBHBIE
aCIeKThl  IOCYAAPCTBEHHOTO  PEryJUpOBaHUS  JESATEIBHOCTM  OTEYECTBEHHBIX  MPEANPHUSATHI-
IIPOM3BOUTENICHl HAa COBPEMEHHOM »JTale pa3BUTUSA c@epbl OOpalleHUs JIEKAPCTBEHHBIX CPENICTB.
[Ipuoputer rocynapcTBEHHOW IOJUTHKM B OOJACTH JIEKAPCTBEHHOIO OOECHeYeHus: MOoIJepiKKa
OTEYECTBEHHBIX TPOU3BOJUTENIECH JIEKAPCTBEHHBIX CpeAcTB. OTEUYECTBEHHBIE JTUAEPHI IO IPOU3BOACTBY
JIIL
Tema 1.5. ®apmakonanzop. Beenenue B @apmaxkonanzop. OCHOBHBIE dTalbl UCCIEI0BaHUs O€30MacHO-
ctu JIC. ®apmakoHaq30p KaKk MHCTPYMEHT roCyAapCcTBEHHOro KoHTposi 6e3omnacHoctu JIC. Onpenene-
HUe, Lenb, 3af1aun. Vcropus pazsutus cucreMbl @apMakoHaA30p B Halllel cTpaHe U 3a pyoexoM. Mex-
JYHapOJHOE COTPYAHUYECTBO B 00JIACTU KOHTPOJISI U 0€30I1aCHOCTHU JIEKAPCTBEHHBIX CPEACTB.  3aKOHO-
narenbeTBO B 001actu dapmakoHaa3opa.

PA3JIEJT 2. DPAPMALIEBTUYECKAS PA3ZPABOTKA — KAK HAYUYHO-UCCJIEJIOBATEJILCKUN
I[TPOEKT ®APMALEBTHUYECKOI'O ITPEAITPUATHUA

Tema 2.1. ®dapmaneBTHUECKUN PBIHOK: OCOOEHHOCTH U MyTH pa3BuTui. Muposoii u Poccuiickuit hapma-
LEBTUUYECKUI PHIHOK HAa COBPEMEHHOM 3Tane pa3BuTusi. OCOOEHHOCTH JIEKapCTBEHHOI'O CPEJCTBA KaK TO-
Bapa Ha pblHKe. Kiaccudukaiuu ieKapCTBEHHBIX CPEACTB 110 pa3HbIM IIPU3HAKAM.

Tema 2.2. ®apmarieBTHuecKas pa3padoTka u uccienoBanus. @apmaneBTudeckas pa3padoTka — OT IOUCKa
OMOJIOTMYECKH aKTHUBHBIX BEIIECTB /10 BbIBOJA Ha pbIHOK JIII. MicTopus u myTu co3qaHus JIeKapCTBEHHBIX
cpenctB. Pa3zpaborka u uccnenoBanust HoBbix JIC (Research & Development — R&D). IlatenTs Ha se-
kapctBa. O6mue cBeaeHus o nareHroBanuu JIC. TepameBTuueckas, 6uonornyeckas u (apmarneBTHyue-
CKasl PKBUBAJIEHTHOCTH Kak KpuTepuil oueHku kadectBa JIII. BpiGop sekapCTBEHHBIX MpenapaToB A
pa3paboTku. MapKeTHHIOBble HCCieloBaHMs, NpeamecTBytomue Boioopy JIIT ans paszpaborku. Paspa-
00TKa KpUTEpUEB 0TOOPA JIEKAPCTBEHHBIX MPENapaToB s pa3padoTKU

Tema 2.3. Hagnexamiass mabopatopHast M KJIMHAYECKass MpakTHkU. JlokmmHndeckue uccienoanus JIII.
Hctopus Bonpoca. [Torstue GLP xak cucteMbl HOpM, TPaBUJI M yKa3aHWM, HAIPaBJICHHBIX Ha obecriede-
HUE COTJIaCOBAaHHOCTH M JIOCTOBEPHOCTH pE3yNbTAaTOB Ja0OpaTOpHBIX HccienoBaHuil. HopmaTuBHBIE
MIPaBOBbIE AKTHI, PETJIAMEHTHUPYIOLINE TOKIMHUYECKUE HUCCIeI0BaHUS 0€30IacHOCTH U 3(pPeKTUBHOCTH
JIeKapCTBEHHBIX cpencTB B PO. OObeM AOKIMHMYECKHX HMCCIIEJOBAHUM Ui PErHCTpallii BOCIIPOU3BE-
NeHHbIX ¥ opurnHanbHbIX JIII. ITnaHupoBanue TOKIMHMUYECKOTO MCCIIENOBAHMS, COCTABIEHUE IIPOTOKO-
na/mna”a uccienoanus. OO6paboTka JaHHBIX Pe3yIbTAaTOB JOKIMHUYECKOTro uccienoBanus. CocraBie-
Hue orueta. KOHTpoJIb KauecTBa MPOBENEHUS JOKIMHUYECKOTO UccieqoBanus. KnuHudeckue uccueno-
BaHUA: UCTOpHYEcKas cnpaBka. Ponb knmuHnueckux uccnenoBanuit JIC B coBpemeHHOM cucteMe obecrie-
yenus kadectBa JIC. [Tonarue o GCP xak 0 MEXTyHapOAHBIX MPABWIAX CO3/JIaHHS, BHEAPEHUS U MPOU3-
BOJICTBA HOBBIX JIEKAPCTBEHHBIX CpeACcTB. OCHOBHbIE HOPMATUBHO-IIPABOBbIE U METOJUYECKHE JOKYMEH-
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THI IO MPAaBWJIaM Ka4€CTBEHHON KIIMHUYECKON NMpakTUKH. Llenn u Buasl KiimHn4eckux ucciaenopanuii JIC.
MeToabl IIaHUPOBAHUS U TPeOOBaHUS K 00beMy KiuHHUeCKUX uccienoBanuii JIC. CTopoHBI-y4acTHUKU
KJIIMHUYECKUX UCCIIEJOBAHUM, UX IIpaBa U O0A3aHHOCTH. DTUYECKUE ACIIEKTHI MPOBEACHUS KIMHUYECKUX
UCCIIEIOBAaHMA. DTHYECKUE MPOOIeMbl TPOBEACHUS UCCIIETOBAaHHA HAa 0CO00 YSI3BUMBIX IPYIIAx MalueH-
TOB (JIE€TH U MOJPOCTKH, KEHIIWHBI PETIPOYKTUBHOTO BO3pACTa, OXKHJIIbIE JIFOJIH, MAIIUEHTHI B OeCCO3Ha-
TEJIHHOM COCTOSIHUU U T1p.). Pa3paboTka mokymMeHTauuu Ajs KIMHUYECKUX uccienoBanuil. [Ipotokorn mc-
cienoBanus u Opoirtopa uccnenosareis 1 CRF. MadopmupoBanHoe coryiacue naiieHTa u BeJieHue nep-
BUYHOW MEIUIIMHCKOM JOKYMEHTALlUU B X0/i€ uccienoBanus. Pa3paboTka MHAWBUIyaTbHOM perucrpau-
OHHOM KapThl MIPU KIIMHUYECKUX MCCIIETOBAHMIX JIEKAPCTBEHHBIX cpeacTB. IIpaBuna ee 3anmonHenus, BHe-
cernre m3MeHeHn. OOpaboTka JAaHHBIX KinHUYeckux uccienoBanuii JIC. Kontpons 3a mpoBeneHuEM
KIMHUYECKUX HCCIIEIOBAaHMN JIEKapCTBEHHBIX cpeAcTB. [IpuHIumel obecriedeHns KadecTBa M MOPSI0K
(yHKIIMOHMPOBAHUS CHCTEMBI MEHEPKMEHTA Ka4eCcTBa B HCCIIEI0BATEIbCKON OpraHU3aIHH.

Tema 2.4. Wuadopmanmonnoe compoBoxiaenue JIII kak HeoTbemiemas 4YacTh (papManeBTHUECKOM
pa3zpaboTku. HopmaruBHO-paBoBasi 0a3a, pErIAMEHTUPYIOLIAS COCTABJIICHWE WHCTPYKLUUU IS
meaunuHckoro npumeHenust JIII. OcHoBHbIE 00si3aTenbHBIC pa3Aeiabl WHCTPYKUUU A MEAUIIMHCKOTO
npumenenus JIII. Mudopmanronnsie ucTouyHuKU HamosHeHus: paszaenoB MMIIL. Tpe6osanus EADC k
uHpopmanronHoMmy compoBoxkaeHuto JIII - OOGmias xapakTepUCTHKE JEKApCTBEHHOIO Ipemnapara Jyis
MEAULMHCKOTO MIPUMEHEHUSI U JIMCTOK — BKJIA/bIII JJIs AllUEHTA.

Tema 2.5. Peructpanus jJekapcTBeHHBIX NpenapaToB. HopMmaTtuBHO-TIpaBoBas 6a3a, periiaMeHTHPYOIas
skcrnieptusy U peructpauuto JIC B Poccuiickoit @enepaunu. [IpaBuia u nopsiiok perucTpamnuu Jekaper-
BEHHBIX cpeacTB. @opMupoBanue peructpauroHHoro aocke Ha JIII. OcHOBHBIE TpeGoBaHMS MpENbsiB-
nsieMble K 00beMy U 0(OPMIICHUIO JOKYMEHTAIIMH PETUCTPAIMOHHOTO J0Che, BHECEHHUSI U3BMEHEHUH B pe-
ructpauronHoe gocbe Ha JIII. ['ocynapcrBennsiii peectp JIC. XapakTepucTika rocyaapcTBEHHOrO pee-
ctpa JIC, ero ponb B mpouecce skcneptussl U peructpaunu JIC. Ilpouenypa mexayHapoIHONH rapMOHH-
3a1Mu OOpaleHus JIeKapCTBEHHBIX cpencTB B pamkax EBpA3DC. TpeboBanus K SKCIIEPTH3E U PETUCTpa-
uuu B EBpA3OC.

Tema 2.6. I[TocTperucTpaimoOHHBIIT MOHUTOPHHT KavyecTBa, dpdexkTuBHOCTH U Oe30macHOCTH. OCHOBHEBIC
MIPUYMHBI Pa3BUTHUS HEXeENATEIbHbBIX JIEKApCTBEHHBIX peakuuil. OnpeneneHue NoHITUN: «kayecTBo JIC»,
«apdextuBHOCTh JIC», «b6e3omacHocTh JIC». HopmaTuBHas npaBoBas 0aza, periiaMeHTHpPYIOLas MOHU-
topuHr 6e3onacHoctu JIC. Tumnbl HexxenatenbHbIX peakuuit JIC mo knaccuduxanuu BO3. dakTops! puc-
Ka UX BO3HUKHOBeHU:. «[lapamennkaMeHTO3HbIE» HEXKEIATEIbHBIE JIEKaPCTBEHHBIE PEAKIUU: TOJIKOBA-
Hue, npodunakTuka. OCOOEHHOCTH BOZHUKHOBEHHUS U METObI IPEIYIPEkKACHUS HEXKENaTeNbHbIX JeKap-
CTBEHHBIX pEaKIMil y pa3HbIX KaTeropuil morpeOuteneil JekapCTBEHHBIX MpenapaToB (JIeTH, OepeMeH-
Hble, noxuible). [lopsaok opranuzanuu (apmMakoHaa30pa Ha MOCTPECTPALMOHHOM 3Tare oOpalleHus
JIC. AstomarusupoBaHHasi MH(OpMalMOHHAs cucTeMa (apMakoOHaI30pa: Ha3HAuYE€HUE M MPUMEHEHUE
P OCYILIECTBICHUH (papMarieBTUUECKON MpakTUKU. [lopsaok opraHu3anuu MOHUTOpPUHTA 0€3011acHOCTH
B anTeuyHou opranuzanuu. OO0s3aHHOCTH (HapMalleBTHUECKOTO CIEIUAIUCTa B paMKaX OCYIIECTBICHUS
(dhapmakoHaa30pa Ha ypoBHE anTeuHol opranuzanuu.  COop u nepepada uHpopManuu o 0€30MacHo-
ctu JIC npu ocyiecTBieHnd (papMaleBTHYeCKOi 1esTeTbHOCTH.

PA3/IEJI 3. OCHOBBI YIIPABJIEHUA ®APMALEBTUYECKUM IMPEAITPUATUEM

Tema 3.1. OcHOBBI ympaBieHus npeanpusTieM. [IoHATHE MEHEIKMEHTa M €ro CYIIHOCTHAs (YHKIIHS.
OO11ee u paznuuus MEKIY yIpaBlIeHHEM U MeHeDKMeHTOM. [IpuHimne! ynpasienus. Micropus pa3BUTus
MeHekMenTa B Poccun. Cnienduka poccUiCKOro MEHeKMEHTa Ha COBpEMEHHOM 3Tarne. Oco0eHHOCTH
ynpasieHus ¢papmaieBTHueckuM npeanpustueM. Crenudurka ynpapieHUs )KEHCKUM KOJUIEKTHMBOM. Xa-
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PaKTEpUCTUKA OCHOBHBIX (DYHKLUH ynpasieHHs. OpraHu3alMOHHbIE CXEMBbl YIPABJIECHUS NPEANPUATHS-
MHU.

Tema 3.2. Pecypchl mpeanpusTs: MaTepraibHble, TpyaoBbie, 1 1p. CocTaB TPYAOBBIX pecypcoB ¢apma-
LIEBTUYECKOTO TPEANPUATHUS, KATETOPUU ITPOMBIIIIEHHO-IIPOU3BOJACTBEHHOIO IepcoHana. Ilokazarenu
IMHAMUKU (K03 PUIIMEHTHI TEeKy4eCcTH, MOCTOSIHCTBA U 001Iero o0opoTa KaapoB) U COCTaBa (SBOYHAS,
CIIMCOYHAs U CPEJHECIINCOYHAs YMCICHHOCTD) IIEpCOHAIA.

Tema 3.3. OcHOBBI OpraHM3allid U HOPMHPOBaHUA Tpyna. OCHOBBI opraHuzanuu Tpyaa. Paznenenue u
Koornepauus Tpyaa. Opranuzanus 1 00ciayKUBaHUE pabodyero Mecra. Y cjIoBUs TPy, IPUEMbl U METO/bI
Tpyna. JucuuminHa Tpyna, peXuM TpyAa W oTAbixa. IIpaBuina BHYTpEHHEro TPyAOBOTO paclopsika.
Pacnpenenenue o6s13aHHOCTEH MEX1y paOOTHHUKAMHU, TOJDKHOCTHAs MHCTPYKIHs. HopMmupoBanue Tpyna,
cojiepKaHue | Lenu HopMmupoBaHus Tpynaa. Hopmel Tpyna. Knaccudukanus 3atpat pabodero BpeMeHH.
MeTobl n3yueHus TPyIOBBIX MPOIIECCOB U 3aTpar padodero BpemeHu. [Ipon3BoauTENbHOCTD TpyAa. 3a-
pabGotHas muara u ee QyHKIMH. [IpUHIMIIBI OpraHU3any 3apabOTHOW MaThl. MUHMMANBHBIA pa3Mmep
omiatel Tpyaa (MPOT) B Poccuu u mopsiiok ero pacuera. CpaBaurenbhbiii ananu3 MPOT B Poccun u
psze 3apyOexHbIX cTpaH. TapugHas cucreMa omiaThl Tpy/a U €e OCHOBHBIE 3iieMeHThl. [loBpemenHas u
crenbHas GopMbl omaTel Tpyaa. becrapugHble 1 cMelIaHHbIe CUCTEMBI OIUIaThl Tpyaa. Buasl nomnnar u
Ha/10aBOK K 3apaboTHOM Iu1ate pabOTHUKOB (hapmareBTHUecKoro npeanpusatus. Ilnanuposanue donna
OIJIaThl TPyZJa M BEIMYMHBI CTPAxXOBBIX B3HOCOB BO BHEOIO/KETHBIE (DOHIBI Ha (papMaleBTUYECKOM
MPENNPUITHH.

PA3JIEJT 4. OCHOBBI SKOHOMUYECKON U ®UHAHCOBOW JNESATEJIBHOCTU ®APMAILIEB-
TUYECKOI'O ITPEAIIPUATUAL.

Tema 4.1. DxoHOMHYECKHE MOKA3aTENN JEATEIbHOCTH. DKOHOMUYECKHE MOKA3aTeNu MpeInpusiTs, 3a-
TpaThl MpeIIpUATUs U cebecTonMocTh npoaykiuu. Knaccuukaius 3aTpaT Ha IpOU3BOJCTBO U peasly-
3anuio npoaykiuu. Cmera 3aTpar U KalbKyJsaus cedecToMMOCTH. OCHOBHbIE HAalpaBiICHUsS CHUXKEHUS
ce0eCTOMMOCTH MPOIYKIMH (papMalieBTUYecKoro npeanpusatusi. Touka 0e3yObITOUHOCTH U KPUTHUECKUI
00bEeM MPOU3BOJCTBA: I'papUUECKUil U aHATUTUYECKUH MeTo/bl pacyera. [IpuOblIb Kak OCHOBHOM MOKa-
3aTellb, XapaKTePU3YIOIIUNA pPe3yabTaThl XO3SUCTBEHHOU NEATENbHOCTH (PapMalleBTUYECKOTO MpEeanpH-
arud. OyHkiuu npudsii. Buasl npubeumu. Tlopsaok GopmupoBanus mnokasarenael npuObLIM NpeaAnpu-
atug. OCHOBHbIE HaNpaBICHUs YBEIWUEHUsI NPUOBLIN B (hapMalleBTHUECKOro npeanpustus. Penradens-
HOCTb U €€ POJIb B OlIeHKE 3P PEKTUBHOCTH AEATEIbHOCTHU (hapmarieBTHUecKoro npeanpustus. [lokasare-
JIM peHTAa0ENbHOCTH M METOJIMKA UX pacyeTa. DKOHOMUYECKHE pecypchl (papMaleBTHUECKOro Mpearnpu-
arus. [lpuHnunuanbHble pa3iavyusl MEXIY OCHOBHBIM M OOOpOTHBIM KamuTtanoMm. IloHsTHe, cocTaB u
CTPYKTypa OCHOBHBIX IPOU3BOACTBEHHBIX (POHIOB (hapMalieBTUUYecKoro npeanpuarus. [InanupoBanue u
y4eT OCHOBHBIX IPOM3BOJCTBEHHBIX (POHMOB. BHUIBI CTOMMOCTHBIX OLEHOK OCHOBHBIX NPOU3BOJICTBEH-
HBIX (POHIOB (IIepBOHAYANIbHAS, BOCCTAHOBUTEbHASI, OCTATOYHAs, INKBUAALIMOHHAs, OajaHcoBas U cpe/l-
HEroJioBasi CTOMMOCTb). MI3HOC, BOCIIPOM3BOJCTBO M aMOPTHU3allMs OCHOBHBIX IPOM3BOJCTBEHHBIX (OH-
70B (papMarieBTUYECKOTO MPEANPUSITHSL.

Tema 4.2. IlenooOpa3oBaHne Ha JIEKapCTBEHHBIE CPEICTBA. | 0CynapcTBEHHOE PETYJIMpPOBAaHWE IIEH Ha
JKHBJIIL. T'ocymapcTBeHHas perucTpanus NpeesibHbIX OTIIYCKHBIX LIeH mnpousBoautenei Ha XXKHBJIIL
I'ocynapcTBeHHBINM KOHTPOJIb LIEH.

Tema 4.3. dunancoBblie pecypebl. [IpUHIMIBI 1 QYHKIIUN OpTaHU3aAIMK U YIpaBiIeHUs: (pUHAHCOBOM nes-
TEJNBHOCTBIO (hapMalleBTUYECKOTro Npeanpustis. GuHaHCOBBIE pecypchbl (apMalleBTUYECKOTO MpeInpH-
ATHS, UICTOYHUKU UX (OPMUPOBAHUS U HAIIPABJICHUS UCIIOJIb30BaHUS. [IpUHIINI HEPAaBHOLIECHHOCTH JIEHET
BO BpeMeHU. [IporeHTsl 1 XxapakTepucTHKU UX ompexaenstomue. Hapamenue u nuckontuposanue. Ilpo-
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CTBIE U CJIO’KHBIE IIPOLICHTHBIE CTABKU: YCIOBHS UX IPUMEHEHHs U METO/bI HaUHCIIeHus. BHyTpuronossie
MPOIICHTHBIE HAUUCIICHUS. DKOHOMUYECKHI CMBICH A (PEKTUBHOMN IOTOBON MPOIIEHTHOW CTaBKH.

Tema 4.4. OcHOBBI HAIOTOOOIOXKEHHS (hapMalleBTHUECKUX Tpeanpustuid. [ToHsATHE U CYITHOCTh 00s3a-
TeNbHBIX oTuncienuil. Kinaccudukanus nanoroB u coopos. Haorosast cucrema Poccun. DneMeHTs! Ha-
noroo0noxenus. Hamoroseie nbrotsl. Hamorosbie pesxkuMbl. DKOHOMUYECKAst CYIIHOCTh, COCTAaB M CTPYK-
Typa OOOpOTHBIX CpeICTB (apMmarieBTuyeckoro mnpeanpusatus. Craguu Kpyroodopora 0OOpPOTHBIX
cpeact. Mcrounuku GopmMupoBaHus 00OPOTHBIX CPEACTB (apMareBTHUecKoro npeanpustus. Hopmu-
pOBaHUE U pacyeT NOTPeOHOCTH B 000POTHBIX cpencTBax. Ilokazarenu 3pPeKTUBHOCTH HMCIOIb30BAHUS
00OpOTHBIX CPEJICTB U METOAMKA UX pacueTa. [IyTu yckopeHust 000paunBaeMoCTH 0OOPOTHBIX CPECTB.

4. DoHJ OLIEHOYHBIX CpeacCTB IO JTUCHUIIJINHE

4.1. ®opmbl 1 MaTepHallbl TEKYLIETO KOHTPOJIS.

4.1.1. B xoxne peanuzanmu qucuuiuiiibel 51.B.06 OcHoBEI yrnipaBienus hapManeBTHUECKUM MPEATIPHITH-
€M HCIOJB3YIOTCS cienyroume GopMbl TEKYILEro KOHTPOJS YCIIEBa€MOCTH OOy4aroIIMXCs: TECTUPOBA-
HHUE.

4.1.2. Marepuansl TEKYyILIEr0 KOHTPOJISI YCIIEBAEMOCTH.

TecToBbIi KOHTPOIIb

1. JlexapcTBeHHBIN Ipenapar, OTKPbIBAIOIINK HOBBIH KJIacC COEIMHEHUH, Ha 0a3e KOTOPOro o3 Hee
OyIyT CHHTE3WpOBaHbl OpPUTHHAIBHBIC TIpemaparbl, OO0JIAAaoNIe HWHBIMH (apMaKoJIOTHIECKUMH,
(hapMaKOKMHETHYECKIUMHU U (papMaKoTMHAMUYECKIMH CBOWCTBAMH — 3TO:

> NHHOBaMOHHBIN JIEKAPCTBEHHBIN Mpenapar.

2. [TpenMeToM aTeHTOBAHMS B OCHOBHOM IIaTEHTE Ha JIEKAPCTBEHHOE CPEICTBO BCE, KPOME:

A. Crioco0 npou3BOCTBa IEHCTBYIOIIETO BELIECTBA;

b. Xumnueckas hopmyia 1efCTBYIOIIETO BEIIECTBA;

B. Cnoco0 npruMeHeHus IeKapCcTBEHHOT'O CPEJICTBA.

3. [TpuuunHel pocta 3aTpart (hapmaleBTUHUECKUX KOMIaHU Ha co3aanue HoBbIX JIC Bce, kpoMme:

A. ®uHaHCcOBas cTpaTerus KpyHmHEWIINX (apMaleBTUYECKUX KOMITaHUM, HalpaBiIeHHAs Ha WHOIAIUIO
pacxoioB, nmpeasapsromux JIOHY, 1 UMeromas CBOeH LEeNIbI0 CO3aTh YCIOBHS JJII pOCTa OTHOCUTEIBHBIX
JIOXOJ0B OT IIPOJIaXKH, KaK CIEACTBHE, POCTA KAIUTAIU3ALUH;

b. Poct noTpebnenus sekapCcTBEHHbBIX IpenapaToB.

B. Poct ypoBHs TpeGOBaHUI K MOJTHOTE M KaUeCTBY MCCIEIOBAHUIN CO CTOPOHBI HAI[MOHAJIBHBIX OPTaHOB
Y Ha/IHALIMOHAJIBHBIX UHCTUTYTOB;

I". HenMoBepHO BBICOKUI YPOBEHb KOHKYPEHIIMH KOMIIAHUN MEXy COOOH.

4. Hctounuku nHboOpManuu sl COCTAaBICHUS THUIIOBOW MHCTPYKLMHU Ha JIEKAPCTBEHHBIN MpenapaT
(moxymeHTa SBJSFOIIETOCS OO0S3aTEIbHBIM JUIi TOCYAapPCTBEHHOW PETHCTPAIllMH  JICKAPCTBEHHBIX
npenapaToB st MeguiuHckoro npuMeHenus 10 01.01.2021 roga) Bce 3a HCKITIOYEHUEM:

a) MHCTPYKLUs o npuMeHeHuto pedepentHoro JIII, yrBepxknennas B Poccuiickoit @enepanun, u
pa3MeIlleHHas Ha IMOopTajlle 10 BeAeHHI0 [0CyZapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CpEICTB
(http://grls.rosminzdrav.ru)

b) uHCTpyKuuu B3aumoszamensiembix JIIT (http://grls.rosminzdrav.ru)

C) uHpopMalMoHHbIe uchbMa Mun3zapasa no 6ezonacuoctu JIII, pasmemiennsie Ha noprane ['PJIC
(http://grls.rosminzdrav.ru)

d) Kpatkas xapaktepuctuka npemapara (SPC), onoOpennas B crpaHe pa3paboTdynka (MHHOBATOPA)

e) uHdopmarms EBporeiickoro areHTcTBa 10 JieKapcTBeHHbIM cpencTBaM (EMA)
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f) uHpopManms YOpaBiIeHUs 1O HAA30py 3a KAa4eCTBOM MHIIEBBIX NMPOAYKTOB W MEINKaMEHTOB
(FDA)

)] uHbopManusa B clipaBovyHUKe «DeneparbHOe PYKOBOJICTBO IO HCIIOJIB30BAHHIO JEKAPCTBEHHBIX
CPEICTBY.

4.1.3. llkana oueHuBaHuUs AJis TEKYILETO KOHTPOJISL.

Tecr

Kpurepun n mkana orjeHuBaHHUS TeCcTa

Onenka «OTIAYHO» KonnyectBo nmpaBuiibHbIX 0TBeTOB 90-100%
Onenka «Xopouo» KonngecTBo npaBuibHBIX OTBETOB 75-89%
Onenka «Y J0BJIETBOPUTEIBHO» KonngectBo npaBuibHbIX 0TBETOB 60 - 74%
Ouenka «HeynoBineTBOpUTETBHO» KonunyecTBo npaBmiibHBIX OTBETOB 59% 1 MeHee

OnuchIBalOTCS KPUTEPHUH U HIKAJIA OLICHUBAHUS TSI KQXK10M (OPMBI TEKYILIETO KOHTPOJISL.

4.2. ®opMbl U MaTepUaJIbl IPOMEKYTOUHON aTTECTALIUH.

4.2.1. TlpomexyTouHasi aTTECTAIUs POBOAUTCS B hopMe:

TectupoBanue

4.2.2. OueHOYHbBIE CPECTBA ISl IPOMEXKYTOUHON aTTECTALIUU.

1. T'ocynapcTBo-uieH, B KOTOPOM JIEKapCTBEHHBIM IpemnapaT 3aperucTpUpoBaH (pEerucTpupyercs) ¢
IIPOBEJICHUEM HKCIEPTU3bl, BKIIOYAIOIIEH OLEHKY 3KCHEPTHOIO OTYeTa 00 OLIEHKE O€30MaCHOCTH,
5GGEKTUBHOCTH W  KadecTBa JIGKAPCTBEHHOTO IIperapara, IOATOTOBIEHHOTO  pedepeHTHBIM
roCyJ1apCTBOM — 3TO:.

> ['ocynapcTBo-nipu3HaHKE.

2. Cpok mpoBeACHHS PETUCTPALIUU U SKCIIEPTU3bI JIEKAPCTBEHHOTO Mpernapara B peepeHTHOM rocyaap-
CTBE HE JJOJKEH MPEBBIIIATH:

a) 210 xasnieHJapHbIX JHEH ¢ JaThl 0Jauy 3asBJICHUS HA PErMCTPALUIO JIEKapCTBEHHOTO Ipenapara
I10 JIEHb BbIJIaYM PErUCTPALIMOHHOTO YA0CTOBEPEHUS;

b) 90 kaneHIApHBIX AHEH C AATHI OJIA4M 3asBJICHUS HA PETUCTPAIMIO JICKAPCTBEHHOTO Mperapara
IO JIEHb BbIJIa4M PETUCTPALIMOHHOTO Y10CTOBEPEHUS;

c) 300 kaneHaapHBIX HEH ¢ AaThl I0J1a4 3asBJICHUS Ha PETUCTPALHMIO JIEKAPCTBEHHOI'O Mpenapara
II0 JIEHb BbIIaYM PETHCTPALIMOHHOTO YAOCTOBEPEHUS;

3. JleneHTpanu3oBaHHas MpoLEAypa PErUCTPaLlii JIEKAPCTBEHHBIX MPENapaToB — 3TO:

a) OJTHOBPEMEHHAsi PErucTpalysl B HECKOJIbKUX rOCyJapCcTBaX-wieHaXx;

b) nocJieioBaTelbHasi pErucTpamus B HECKOJIBKUX FOCYy/IapCTBaX-wiIEHaX B COOTBETCTBHHM C IEPBO-
HavyaJIbHOM perucTpanuei B pepepeHTHOM ToCcyaapCTBe.

4. B cOOTBETCTBHH C HaJIeKallel MpakTuko gapmakoHaa3opa EBpazuiickoro s3KOHOMHUYECKOTO COI03a
«1100as HelpelHaMepeHHasl OnOKa pabOTHUKA CUCTEMBI 3/IpaBOOXPAaHEHUs, MMallieHTa Wik MoTpeduTe-
71 B HA3HAYEHUH, OTITYCKE, I03UPOBKE, BBEACHUH WM ITPUEME JIEKAPCTBEHHOIO IIperapaTa - 3To:

> «oInOKa MPUMEHEHUS JIEKapCTBEHHOT O MpenapaTay.

4.2.3. lllkana OLleHNBaHUS.

Tect

Kputepun u 1mkasna olieHUBaHUS TecTa

Ornenka «OTIAYHO» KonmuaecTro npaBmibHBIX 0TBeTOB 90-100%
Onenka «Xopo1o» KonngecTBo npaBUiIbHBIX OTBETOB 75-89%
Onenka «Y 10BIETBOPUTEIBHO» KonngectBo npaBuibHbIX 0TBETOB 60 - 74%
Onenka «HeynoBieTBOpUTENEHO» KonndecTBo nmpaBUIBHBIX OTBETOB 59% 1 MeHee

OnuceIBaroTCsA KPpUTCPUU U IKAJIa OLICHUBAHUW.
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4.3. CoOTBETCTBHE OIEHOYHBIX CPEJICTB MPOMEKYTOYHOM aTTECTAIIUU 10 AUCIUIUITHHE POPMUPYEMBIM

KOMTIETCHIIUSIM
Kox kom- | Kon HMHIMKAaTOpa TOCTHIKEHUS O11eHOYHBIE CPE/ICTBA TPOMEKYTOUHOM aTTECTAIIUN
METEHIMH | KOMIIETEHIIUU Tecr
OIlK-3 NIOIIK-3.1 +
YK-3 NAYK-3.4 +
[1K-2 NIIK-2.4 +
ITK-5 NATIK 5.2 +
YK-10 NAYK-10.2 +
YK-2 NAYK-2.3 +

4.4. Kputepuu OLEHKH C(POPMHPOBAHHOCTH KOMIETEHIIMM B paMKaX MPOMEXKYTOUHOM arTecTaluu Mo

JTUCITUTITIHE
Kox Koz CrpyxrypHbie Kputepuu oneHkn c)OpMUPOBAHHOCTH KOMIIETEHIMH
commere | HAMKaTOpa AJIEMEHTBI
HIHH JlosTien oueHoRHbI He cdopmupoBana CdopmupoBana
KOMITCTCHIIH CpENICTB
YK-3 NJIYK-3.4 Tect He Bnapeer mudopmanueii, | Bnageer nHpopMaLHeH,
HEOOXOIUMOM i ocylle- | HEOOXOOUMOW JJisi OocyIie-
CTBJICHUS 3aHMMAaeMO# | CTBJICHUS 3aHMMaeMOM
JOJDKHOCTH Ha (papManieB- | JOJDKHOCTH Ha (apMaries-
TUYECKOM TPEINPHUATHN, HE | THAYECKOM  TMPEINPHUSITHH,
yMeeT OICHHBaThb HJIEU | yMEET OICHHBATh  WJICU
JIPYTHX YICHOB KOJUICKTHBA | APYTUX UYICHOB KOJUICKTHBA
U OCYIIECTBISITH B3aWMO- | U OCYIIECTBJISATH B3aWMO-
JIEWCTBHE IS JTIOCTHXKEHUS | IEUCTBUE JUISI JOCTHIKCHHS
oOrieit nemu oO1mel enu
OIIK-3 NOIIK-3.1 Tect He 3HaeTr ocHOBHBIC MOJIO- | 3HAET OCHOBHBIC IOJIOXKE-
JKEHUS W TIpaBWIa OIpeJe- | HUS U MpaBujia ONpe/eieH-
JICHHbIE B  HOPMATHBHO- | HbIE B HOPMAaTUBHO-
MPAaBOBBIX aKTaX, pErylu- | IPaBOBBIX aKTaX, peryiu-
PYIOIIUX OTHONICHHUS MEX- | PYIOIIUX OTHOIICHUS MEX-
Iy GU3NIECKUMU U IOpUIH- | 1y (QU3UYISCKUMH U FOPHIIU-
YecKUMH IUIaMu Ha (ap- | yeckumu nunamu Ha dap-
MAaIEeBTUYECKOM PBIHKE MAaIEeBTUYECKOM PBIHKE
YK-10 NJIYK-10.2 Tect He 3maer Tteopernueckue | 3HaeT TEOPETUUECKHE OCHO-
OCHOBBI XO3STUCTBEHHOM | BBl  XO3AMCTBEHHOH  Jesl-
JIEATEILHOCTH, DKOHOMHYE- | TEIbHOCTH, SKOHOMHUYECKHE
CKH€ 3aKOHOMEPHOCTH U | 3aKOHOMEPHOCTH U OTHO-
OTHOILICHHSI, BO3HHMKAIOIIWE | IIEHHUS, BO3HHUKAIOIINE B
B IIPOIIECCE MPOM3BOJICTBA. | TPOIECCE MTPOU3BOJICTRA.
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[1K-2 NATIK-2.4 Tecr He chopmupoBanst 3nanus | ChopMHpOBaHEI 3HAHUA
HKOHOMHUYECKHUX 3aKOHO- | 9KOHOMHYECKHUX 3aKOHO-
MEpPHOCTE W OTHOIIECHWH, | MEPHOCTEM W OTHOIICHHH,
BO3HHMKAIIIUX B IPOLECCE | BOSHUKAKIIMX B IPOIECCEe
MIPOU3BOJICTBA,  OCHOBHBIX | IPOU3BOJICTBA,  OCHOBHBIX
HKOHOMHUYECKHUX MOKa3a- | IKOHOMUYECKUX rokasa-
Tene JesaTenbHOCTH ap- | Tenel AesaTeabHOCTH dap-
MalEeBTHYECKOr0 MPEANpHUs- | MallEeBTUYECKOTO npeu-
TUs, TPUHIMNBI o0ecre- | MPUATHs, TPHUHIHUIL 00ec-
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, | pekuma, OXpaHbl Tpy.a,
OXpaHbl TpyJa, IOXKApHOMU | MOXKApHOM  OE30MacCHOCTH,
0€30MacHOCTH,  SKOJOTHH | SKOJIOTUHU OKpY’Karoleu
OKpY’Karolen cpenbl, | cpeabl, MOPSAOK ACHCTBUN
MOPSIIOK  ACMCTBUM  IIPU | IPU YPE3BBIYAMHBIX CUTya-
YPE3BBIYANHBIX CUTYalUSAX | IHUSIX

I1K-5 HJITIK 5.2 Tect He Bmanmeer ocHoBamu | Biazmeer ocHOBaMH INIaHU-
IJIAaHUPOBAHUS noTped- | poBaHUA TOTPEOHOCTH B
HOCTH B MIepCOHAJIE | MepCOHANE TPOU3BOICTBEH-
MIPOU3BOJICTBEHHOT'O HOT'O MOJpa3AeieHUs, pa3-
noJpa3iesieHus, pa3paboT- | pabOTKU MEPONPUSITHI 10
K1 MEpONPUATHIA 10 | ajanTanuu MepcoHania, pac-
azlanTanuu IepcoHaa, | mpeneiaeHus 3agad u padoT

pacripenieieHust  3agad U
paboT Mexay mepcoHaIoM
MoJpa3JelieHns,  BKIOYas
KOHTPOJIb HX BBIIIOJIHCHUA,
pa3pabOTKH  JTOJHKHOCTHBIX

UHCTPYKLIUN nepcoHana
IPOU3BOJICTBEHHOTO  MOJ-
a3feleHus,  OpraHHU3aLUH
00y4eHHUs U OLIEHKY 3HAHUU
nepcoHana, pa3paboTku
CUCTEMBI 3¢ deKTUBHON
MOTHBAIIH HepcoHaa

MPOU3BOJICTBEHHOTO  TIOJI-
pasliefeHusi, OpraHu3aluu
PETrYyJISpHBIX MEIUIIUHCKUX
MPOPUITAKTHIECKA  OCMOT-
pOB  MepcoHaia Mojpa3-
JIETICHUI

MEXIy MEepCOHAIOM MOJ-
paszieneHus, BKJIIOYas KOH-
TPOJb UX BBIMIOJIHEHUS, pa3-
pabOTKU JOMKHOCTHBIX HH-
CTPYKLIMH Te€pcoHana Mpo-
W3BOJCTBEHHOIO TOJpa3Je-
JIeHUs, OpraHu3alnuu o0y-
YeHUsT M OUEHKY 3HaHHUU
MepcoHaa, pa3zpaboTku
cucreMsl 3¢ dexkTuBHON MO-
TUBAIMM NEPCOHANa MPOU3-
BOJICTBEHHOI'O IOjIpa3/erne-
HUS, OPraHU3allK Perysip-
HBIX MEIMIIMHCKHUX Tpopu-
JAKTUYECKH OCMOTPOB IEp-
COHaJja moapa3IeaIeHHUI
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5. MeToaunuecKkue YKa3aHusd M0 OCBOCHUIO THCHUIIJINHDBI

Metoanyeckue mMatepuansl s aucuurinasl 51.B.06 OcHoBbl yrpaBieHus: papMalieBTUYECKUM MPe/-
npuaATUeM (MOJTHBIA KOMIUIEKT METOAMYECKMX MaTepHalioB IO AWCHUIUIMHE HAXOAUTCA Ha Kadeape
yIpaBieHUsI U 3KOHOMUKHU (apMallin).

6. YdeOHas quTepaTypa AJsi 00yYAIOIIUXCH MO TUCUUILIHHE

6.1. OcHoBHas nUTEpaTypAa.

1. Bepr JI.B. Hayunas opranmsanus Tpyna B (apmaneBTuueckoMm 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 [Tekcr]: [ydue6.mocobue ansi cryneHToB By3oB] / mon pen. B. B. Jlykamesuua, H.
N.AcraxoBoii. - Mocksa: FOHUTH, 2005. - 255 c.: un. - (Beicuiee npodeccuoHaibHOe 00pa3oBaHuUeE,
MenemxmenT). - JIut.: c. 249-252. - ISBN 5-238-00764-7: 86-40.

3. ®duHaHCOBBI MEHEIKMEHT: ymnpaplieHue punancamu npeanpusatus [Tekcr]: [yueOHHK 17 BY30B|
/TuxomupoB EBrenunii ®enopoud. - Mocksa: Akanemusi, 2006. - 381 c.: wi. - (Bpeiciee npodeccuro-
HaJgpHOE OoOpa3oBaHue). - JIut.: c. 375-376. - ISBN 5-7695-2508-8: 228-30.

4. DxoHomuKa U commonorus Tpynaa [Tekct]: yaeOHuk ais By30B / B. B. Axamuyk, O. B. Pomamos, M.
E.Copoxuna. - M.: OHUTH, 1999. - 407 c. - bubauorp.: ¢.401-402. - ISBN 5-238-00042-1: 66-00.6.2.

5. Dkonomwmka npeanpusatus [Tekcr]: [yueOnuk mist By3oB] / mon pen. B. f. loppunkens. - 5-¢
u3 . nepepad. u gom. - Mocksa: FOHUTH, 2009. - 767 c.: . - (3o10T0H (HOHI POCCHICKUX YICOHUKOB).
-JIut: c. 740-743. - ISBN 978-5-238-01284-1: 272-00.

6. DOune, J1./lx. [Ipon3BoaCTBO JIEKAPCTBEHHBIX CPEACTB. XUMHUYECKas TexHojorus or R & D mo mpo-
u3BojcTBa [Tekct] : mep. ¢ anrn. / Ouge J.Jx. - Cankr-IletepOypr : IIpodeccus, 2015. - 1280 c. : um. -
bubGmuorp.: ¢. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (¢papmayesmuueckas ompaciv, npous-
800CMBO IEKAPCMBEHHBIX NPEnapamos, gapmayesmudeckue npou3s00CmMeeHHble NPOYeccyl)

7. Hapkesnu U.A., YrpaBnenue u skoHomMuka (papmanmu [DnekTpoHHbIN 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. dapmareBTHUecKas pa3paboTKa: KOHIEMIMS W MpaKTHYecKue pekoMeHaanuu [Tekct]| : HaydHO-
MIPaKTUYECKOe PYKOBOACTBO AJisl (hapmareBTrueckoi otpacnu / mox pea. C.H. beikoBckoro [u ap.]. - Mo-
ckBa : [lepo : ®apmkonTpakt, 2015. - 472 ¢

9. baceBuu, A.B.CoBpeMeHHBIE acleKThl CHCTEMbl OOECleYeHUs KauecTBa Ha (hapMaleBTHUECKOM
npeanpusitau [ Tekct] : yuebHoe mocodue / A. B. bacesuy, U. E. Kayxosa ; Cankr-IleTrepOyprckuii rocy-
JApCTBEHHBIM XUMHUKO-(apmanieBTHUecKkuil yHuBepcurer. - Mocksa : KHOPVYC, 2020. - 318 c. : un. -
(AcnupaHTypa u Maructparypa). - bubmuorp.: c. 313-318. (konmponv kawecmea na gpapmayesmuyeckom
npeonpusimuu, KOHMpOIb Cblpbi HA DApMayesmuyeckom npeonpusmuu, Xoai0006ds yenv nepeso3Ku
Gapmayesmuueckux npenapamos, ynpagieHue puckamu Ha QapmayesmuiecKom npeonpusmuu,)

6.2. JlonoaHUTENbHAS TUTEpATYypa

10. Vnpasnenue u sxoHomuka apmanuu [Teker] : B 4 T. T.3 : DKOHOMMKaA aNTEUHBIX OpPraHU3aAIMNA /
nox pen. E.E. Jlockyrosoil. - M. : Akanemus, 2008. - 428 c.

11. Vnpasnenue u skoHomuka apmaruu [Teker]: B 4 1. T.1: @apmaneBtudeckas nestenbHocTs. Opra-
Huzauus u peryiauposanue / noxa pen. E.E. JlockyroBoii. - M.: Akagemus, 2003. - 380 c.: ui. - (Boiciiee
npodeccroHabHOEe 00pazoBanue). - budimorp.: ¢. 377-378.
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https://www.rosmedlib.ru/book/ISBN9785970442265.html

12. Vnpasnenue u sxkoHomuka papmanuu [Tekcr] : yueOHuk as By3o / moxa pexa. B.JI. baruposoii. - M.
: Meaununa, 2004. - 720 c. (@apmayesmuueckas 3KoHOMUKA, hapmayesmuyeckuli pblHOK, YeH08ds No-
qumuKa gapmayesmuieckoi opeanuzayul, GapmMaKodIKOHOMUKA, @Gapmayesmuieckuli. MeHONCMEeHM,
Gapmayeemuueckull Mapkemune, Mo8APHAs NOJUMUKA DaApMaYe8muyecKol opeanusayul, uHgdopmayu-
OHHOe oDecneuenue apmayesmuiecko2o busneca, buznec-niaHupoganue (gapm.), roeucmuxa (papm.)
13. Momnax, A.X. VYmnpasineHue puckamud B (apmaneBTHYeckoM mnpousBojcTtBe [Texcr] = Risk
Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing : nep. ¢ aari. / A. X.
Moinax, M. Jlonr, I'. C. Baiicmen. - [2-¢ u3., ucmp.]. - Mocksa : BUAJIEK, 2017. - XXIV, 440 c. : . -
bubmuorp. B koHie kaxmoit rimasel. - ISBN 978-5-904723-02-6 (pyc.) : 500-00. (papmayesmuueckoe
npouzeo0cmeo, ynpasienue Kaiecmeom 6 apm. IIpomviuiiennocmu, npou3eo00Cmeo ieKapCmeeHHbIX
cpedcme, IPOU3BOJICTBO OUONOSULECKUX NPENApPAmOos, NPOU3800CME0 OUOMEXHOI02UYECKUX NPenapamos,
ganuoayus 6 apmayesmuieckom npou3eoo0cmee, acenmuyeckoe ghapmayesmuyeckoe npou3so0cmao,
ynpaesnenue puckamu 8 gpapm. Ilpoussoocmee)

14. denoros, Anexcanap ErreaseBud. OcHoBbel GMP. [Ipon3BoacTBO JiekapcTBEeHHBIX cpeacTB [Tekct] /
®denoroB Anekcannp ErenseBud. - MockBa : ACUHKOM, 2012. - 576 c. : un. - bubauorp.: 569-571.
(ITpousBoacTBo JiekapcTBeHHBIX cpeactB, GMP B dapmanuu, KOHTPOJIb KadecTBa JIEKAPCTBEHHBIX
CpPE/CTB, IOKyMEHTAIHS B (hapMaIum)

ba3pl maHHBIX, HTHPOPMAITMOHHO-CIIPABOYHBIC M TIONCKOBEIC CHCTEMEI - THTEpHET pecypchl, OTBEUYAIONTHE
TEMaTUKE JUCIHUILINHBI, B TOM YHCIIE:

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

2. MUHHCTEPCTBO MPOMBIILIICHHOCTH W ToproBiu Poccum http:// minpromtorg.gov.ru / ministry /
governance/

3. denepanbHas ciyx06a 1o Haa30py B chepe 3mpaBooxpanenus http://www.roszdravnadzor.ru/

4. MexayHapoHas denepaius GpapMaeBTUISCKUX pou3BoauTese http://www.aipm.org/

5. CaliT rocy1apCTBEHHOT'O peecTpa JIeKapCTBEHHBIX cpecTB. https://grls.rosminzdrav.ru/grls.aspx

6. Acconnanus Poccuiickux (hapmarieBTHUeCKHX HpousBoauTencit http://www.arfp.ru/

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

8. Cerp E-LEK mist pycckoroBopsitux crpan OTaena OCHOBHBIX JIEKAPCTB U JIEKAPCTBEHHOW TOIUTHKU
BO3: auckyccnoHHBIH KIy0 KIMHUYECKHUX (PapMaKoJOroB, HOBOCTH B 00JIACTH NMPUMEHEHUS JIEKapCT-
BEHHBIX cpencts. http://www.essentialdrugs.org/elek/

9. OdunmaneHeli caidiT EBpasuiickoro skoHoMu4eckoro corosa http://www.eaeunion.org/

7. MartepunajibHO-TeXHHYecKasi 6a3a, HH(POPMALMOHHbIE TEXHOJIOTHH,
NPOrpaMMHOe o0ecnedyeHne 1 HH(POPMALMOHHbIE CIIPABOYHbIC CHCTEMBI

1. CHeI_II/IaJ'ILHBIe MNoMEeIICHHUA C IMMOCAAOYHBIMHU MCECTaMU JIA TIPOBCACHUSA 3aHATHH JIEKIIMOHHOI'O THIIA,
3aHATUH CCMHUHAPCKOI'0 TUIla € UCIIOJIb30BAHUCM MYHLTHMCHHﬁHOFO O60py,[[OBaHI/I}I.

2. TexHudeckue cpeicTBa 00yUEHUS: TIEPCOHATBHBIN KOMITBIOTEP; MYJIbTUMEIUIHBIC TPOSKTOPHI.
3. Jlunien3uonnsie mporpammusie poayktel: Windows, Microsoft Office (Excel, PowerPoint, Word).

Criermanu3upoBaHHbIE  yuyeOHblE ayJUTOPHUH, OCHALICHHBIX HAIVIAIHBIM  MaTepUalioM |
JUTEPaTypOil, HEOOXOAUMBIMHU JUI U3Y4YEHHUS BOIIPOCOB JAUCIUIUIMHBI: YTBEP)KICHHBIMU METOIUYECKUMU
yKa3aHUSIMHU, CHELNUAJIBHON JIMTEpaTypol M COBPEMEHHOM HOPMAaTHUBHOM JOKyMeHTauuen. Kaxmwiit
oOyyaromuiicst obecnedeH 10CTyrnoM K OMOIMOTEeYHbIM (DOHIAM aKaJIeMHH U Kadeaphl.
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AHHOTAIIUSA PABOYEN TIPOT' PAMMBI JIUCIIUTLJIAHBI

b51.B.06 OcHoBbI ynipaBieHus hapMarieBTHYECKUM MPEIPUITHEM
Kon n HaumeHOBaHue HanpaBJieHUs1 NOATOTOBKH, mpopuis: 18.03.01 Xumuueckas TexHoaorus. Xu-

MUYecKasi TEXHOJIOT U JIEKAPCTBEHHBIX CPEJICTB.

KBamndukanus (creneHb) BLIMYCKHUKA: Oakaasp.

®opma 00yueHHsI: OYHas.

®opmupyemas (bie) KoMIeTeHuusi(n):

OIIK-3 — criocoOGeH ocymecTBISITh MPO(hecCHOHATBHYIO IEATENbHOCTh C YU4EeTOM 3aKkoHoAaTenbcTBa PD,
B TOM YHCJIE€ B 00JaCTH SKOHOMMKH M 3KOJIOTHH.

NJOIIK-3.1 — ocymecTBiseT NpodecCHOHATbHYIO AEITEIBHOCTh C YU€TOM HOPMATHBHO-TIPABOBBIX aK-
TOB, PETYIHMPYIOUINX OTHOLICHUS MEXAY (PU3MUECKUMH U IOPUAMYECKHMHU JIMLIAMH Ha (papmaneBTuue-
CKOM pBIHKE.

YK-3 — cnocoOeH ocyIIecTBIATh COLIMAIbHOE B3aUMOJICHCTBHIE U PEATU30BhIBATH CBOIO POJIb B KOMAH/IE.
NIYK-3.4 — ocymectBisier 0OMeH nHbopMalueil, 3SHaHUAMHU U OTBITOM C YWIEHAMH KOJUIEKTHBaA (hapma-
LIEBTHUYECKOTO MPEANPUITHS; OLIEHUBAECT UJEU JPYTUX YJICHOB KOJJIEKTUBA JUIsl JOCTH>KEHUS IOCTaBJICH-
HOMU LIEJIN.

[1K-2 — roToB UCIOIB30BaTh HOPMATHUBHBIEC IOKYMEHTHI 110 Ka4E€CTBY, CTAHAAPTU3ALNU U CePTU(DUKAITUH
IIPOYKTOB U U3JIE€IIUMI, DIIEMEHTBI SKOHOMUYECKOT 0 aHAJIM3a B IPAKTUYECKON JEATEIbHOCTH.

NTIK-2.4 — uconb3yeT 3JIEeMEHTH S3KOHOMUYECKOT0 aHAIM3a B MPAKTUYECKON JesTeibHOCTH; Ocyie-
CTBIISIET OOPTaHU3AIUIO M KOHTPOJIb PabOTHI 1o obecreueHn0 (PyHKIMOHUPOBAHUS (papMarieBTUIECKOM
CUCTEMBbI Ka4eCTBA JICKAPCTBEHHBIX CPEICTB.

[IK-5 — cnocobeH opraHu3oBbIBaTh pabOTy MCHOJHHUTENEH, HAXOAUTh U MPUHUMATh YIpaBICHUECKUE
pelieHus B 00JacTi OpraHu3alui ¥ HOPMUPOBAHUS TPYa.

NTIK-5.2 — ocymecTBisieT pacupenesneHue 3aiad U padoT MeXIy COTPYAHUKAMH TMOJpa3/ieeHus,
KOHTPOJIb UX BBIIIOJHEHHUS.

VYK-10 — cmocoOGeH mnpuHHMaTh OOOCHOBAHHBIE SKOHOMHYECKHE PEIICHHs B pa3IMYHBIX 00JacTsix
KHU3HEIESTEIbHOCTH.

NAVYK-10.2 - ydacTByeT B OCYIIECTBICHHH JSKOHOMHYECKOW JIEATCIBHOCTH IOAPA3ICICHUS
(bapMaleBTUUECKOTO MPEIIPUITUS C YUETOM TEOPETHUUECKUX OCHOB XO3SIIICTBEHHOM AESTENbHOCTH Ha
OCHOBE 3HaHUI 00 YKOHOMHUECKUX 3aKOHOMEPHOCTSAX M OTHOILICHHSIX.

NYK-2 — cnocoOeH onpenensaTh Kpyr 3ajad B paMKax IMOCTaBJICHHOH LeNH M BHIOUPATh ONTHUMAaJIbHbIE
CIOCOOBI UX peIIeHUs, UCXOs U3 ACUCTBYIOUIMX MPAaBOBBIX HOPM, UMEIOIMXCS PECYPCOB M OTpaHUye-
HUM.

NAYK-2.3 — muraHupyer peanu3anvio 3a7ad B 30HE CBOCH OTBETCTBEHHOCTH C YYETOM HMEIOIIMXCS
pPECYpCOB U OTPAaHUYEHUH, JEUCTBYIOIIMX TPABOBBIX HOPM.

O0beM 1 MecTO JMcUMILIMHBI B cTpyKType OITIOII:

JucnummmHa oTHOCHUTCS K o0s3arensHoU gactu OITOII, ocBamBaeTcs Ha 2 Kypce, 4 cemecTpe, B COOTBET-
CTBHMHM C y4eOHBIM IIJIAHOM 0011ast TPYI0EMKOCTb AUCHUIUIMHBI B 3a4€THBIX €IMHUIAX COCTABISET 4 3. €.
(144 yaca).

Conep:xanue IMCUUILIHHBI

Paznen 1. 'ocymapcTBeHHOE peryinupoBaHHe cdepbl OOpalleHus JeKapcTBeHHbIX cpencTB. Tema 1.1.
lNocynapcTBeHHOE perynupoBaHue cdepsl oOpareHus JeKapcTBEHHbIX cpeAcTB. Tema 1.2. Perucrpanms
NpEeNNpUsATHs U JIMLEH3UPOBaHHE IPOU3BOJCTBA JIEKApCTBEHHBIX cpelacTB. Tema 1.3. OtedecTBeHHAs
(dhapmarieBTHUECKasi TMPOMBIIIUICHHOCTh Ha COBpeMeHHOM ftare. Tema 1.4. Konmenuus Hammexammx
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(hapMaIreBTHUeCKNX MPAKTHK KaK OCHOBa oOecreueHus 3P (HeKTUBHOCTH, Oe3omacHocTy 1 kadectsa JIII.
Tema 1.5. ®apmakoHnaazop.

Pazmen 2. ®apmareBTudeckas  pa3paboTka — KaKk  HAyYHO-HCCIIEIOBATCILCKHA  MPOEKT
¢dapmaneBTrueckoro npennpuarus Tema 1.1. CoBpeMmeHHBIN (papManeBTUUECKUN PBIHOK: 0COOEHHOCTH
JIC u myrm pasButus. Tema 1.2. dapmareBTudeckas pa3paboTka u wuccienaoBanus. Tema 1.3.
Hannexamas naboparopHast U KiuHUYeckast npakTuku. Tema 1.4. MHbopManmoHHOE COMPOBOKICHHE
JIIT xak HEeoTheMIIEMast YacTh (papmarieBTHUeCKON pa3padboTku. Tema 1.5. Perucrparnus JIIT. Tema 1.6.
[TocTperucrpalliOHHbBIN MOHUTOPUHT KauecTBa, 3¢ dexktuBHOCTH U OezonacHoctu JIII.

Pazgen 3. OcHoBbl ynpaBnenus (apmaneBTudeckuM mpeanpustueM Tema 3.1. OCHOBBI yIpaBieHUS
npennpustieM. Tema 3.2. Pecypcbl npeanpusTus: MaTepualibHble, TpyaoBble, U 1p. Tema 3.3. OCHOBBI
OpraHM3alyi 1 HOPMUPOBAHUSA TPyAa.

Paznen 4. OCHOBBI KOHOMHUYECKOH M (PUHAHCOBOW NEATEIHHOCTH (DapMaleBTUUECKOTO MPEearpHUsTHUS.
Tema 4.. 1DkoHOMHUYECKHE TTOKa3aTeNH JesTenbHOCTH. Tema 4.2. [leHooOpa3oBaHue Ha JIGKAPCTBEHHBIC
cpenctBa. Tema 4.3. ®unaHcoBbie pecypcebl. Tema 4.4. OCHOBBI HaJIOT0O00KEHHS (hapMaIleBTUICCKUX
MPEeATPUATHH.

®opMa NpPoMeKYyTOUHOI aTTecTAllMU — 3a4eT.
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