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1. IlepedeHb MJIAHMPYEMBIX Pe3yJbTATOB 00y4eHHS 110 AUCHHILIMHE,
COOTHECEHHBIX ¢ IIaHupyemMmbiMu pesyiabratamu OIIOII

Kon Haumeno- Kon nanukaro- | HaumenoBanwe uH- | Pe3ynbTaThl 00y4eHHs, COOTHECCHHBIC
KOMIIE- | BaHHUE KOM- | pa JOCTHXKEHHUS | JUKATOpa AOCTHXKE- | C UHAUKATOPAMHU JIOCTHXKEHHSI KOMIIe-
TCHIMH | IICTCHIINU KOMIICTCHIUH HHS KOMIICTCHIIMH TCHIUI
OIIK-3 | Cnocoben OIIK-3.1 OcymectBiisier 1ipo- | Ha ypoBHe yMeHUit:

OCYILIECTB- (deccuoHanbHy0 Jie- | - YMeeT OpraHu30BaTh padOTHI B pas-
JATh  MPO- STEIBHOCTh C y4e- | JUYHBIX ToJpasaeicHusx (apmaies-
(deccuoHanb TOM  HOPMAaTHUBHO- | TUHYECKOTO MPEANPHUSATHSA, BKIIOYAIO-
HYIO JesiTe- MPaBOBBIX aKTOB, | IIU€ MPOLECCHl: PErHMCTpalud U JIU-
JIBHOCTE C peryaupylomuxX OT- | IEH3UPOBaHUs, OOECleueHust Kaye-
Y4EeTOM 3a- HOIIICHUS MEXIy | CTBa, (papMaleBTHIECKON pa3pabOTKH,
KOHOJIATEIIh buznuecKuMu u | hapmakoHa30pa u ap.;
crBa PO, B IOPUANYECKUMHU JIU- | - YMEET OLCHHBATH (huHAHCOBO-
TOM 4YHCJIC B 1aMd Ha ¢apmaieB- | SKOHOMHUYECKHAE TOKA3aTeNIN JCITCIb-
obnactu TUYECKOM PBIHKE HOCTU, OpraHu3alyi W HOPMHUPOBa-
SKOHOMMKH HUE TpyJa.
H 3KOJIOTHH. Ha ypoBHe 3HaHuii:
- 3naer IlpaBmia rocyaapcTBEHHOTO
perynupoBanus oOpamenust JIII, pe-
TYJISTOPHBIE MPOLEAYPHl U MPEIE/ICH-
Thl B oTHOIIEHUM JIII, Ha pa3HbIX 3Ta-
nax: (apmarneBTHYeCKOl pPa3pabOTKy;
obecrieueHne KavecTBa Ha dapMalieB-
TUYECKOM MPOU3BOJCTBE JIp.
- 3Haer  coBpeMeHHBIe  HH(O-
PMAallMOHHBIE TEXHOJIOTUHW, B TOM
YUCJIE HCMOJIb3YIOIIHUECS YIOJIHOMO-
YEHHBIMM TOCYJApCTBEHHBIMH OpTra-
HAaMH UCIIOJIHUTEIIBHOH BJIACTH IIO
PEryIUpPOBaHUIO OOpaIIeHus JIC,
JOKJIUHUYSCKUM | KIHHHYECKUM
uccnenoanusiM JIC, 1o d¢apmako-
Hanzopy JIC, perucrparnun JIIT
VYK-3 | Crocoben VK-3.4 OcymectBisier 00- | Ha ypoBHe ymeHuit:
OCYILIECTB- MeH uH]opManuei, | - YMeeT yCTaHaBIUBAaTh U MOIACPIKH-
JIATH COIU- 3HAHUSMU U OIBITOM | BaTh KOHTAaKTHI, OO0ECIICUHBAIOIIHE
aJbHOE B3a- C 4JIeHaMH  KOJI- | yCIEUIHYI0 paboTy B KOJUIEKTHUBE;
HMOJCH- nekTuBa (¢dapmares- | - YMeeT IpUMEHSITh OCHOBHBIE METO-
CTBUE U pe- THYECKOTO npea- | Ikl 1 HOPMbI COLUAIBHOIO B3auMO-
aJIU30BbI- MIPUATHS;, OIICHUBAET | JEHCTBUSI IJIsl peaN3allii CBOCH pOJIn
BaThb CBOIO WJIeN IPYTUX YJICHOB | U B3aUMOJCHCTBHUS BHYTPH KOMAaH/IbI.
poiib B KO- KOJICKTHBA s | Ha ypoBHe 3HaHMi:
MaHJIe JOCTHKCHHS TIOCTaB- | - 3HAET OCHOBHBIE TPHUEMBI U HOPMBI
JICHHOH LICIIH COLMAJIbLHOTO B3aMMO/ICHCTBUSI,
- 3HaeT OCHOBHBIE MOHATHSA M METOJBI
KOH(MIMKTOIOTUN, TEXHOJOTHH MEXK-
JUYHOCTHOM M TI'PYNIOBOM KOMMYHH-
Kall{ B ICJIOBOM B3aMMOJICHCTBUM.




Kon Haumeno- Kon mnaukaro- | HammenoBanue uH- | Pe3ynbTaThl 00yueHHUs, COOTHECCHHBIC
KOMIIe- | BaHUE KOM- | pa JOCTHMXKECHHS | JUKATOpa JOCTHXKE- | C MHIWKATOPAMU JOCTHKCHHS KOMIIE-
TEHIUU | NETeHINH KOMITIETEHINH HUSL KOMIETEHIIUH TEeHIUI
I[IK-2 | ToroB wuc- | [IK-2.4 Hcnosnb3yer Ha ypoBHe ymeHumii:

0JIb30BaTh AJIEMEHTBI - YMeeT KOHTpPOJHMPOBATH BBIMOJIHE-
HOPMAaTHBH SKOHOMHUYECKOTO HUE YCTAHOBJICHHBIX TpeOOBaHUU K
ble  JIOKY- aHaym3a B | IOMEIICHUAM U 00opynoBaHuio dap-
MEHTBI  TI0 MIPAKTUIECKON MalleBTHYECKOTO MPOU3BOJACTBA U HUX
KauyecTBY, NEeSITeIbHOCTH; OCY- | 00CTyKUBAHUIO
CTaHJapTHU3 LIECTBISET - YMeeT opranu3oBaTh U KOHTPOJIUPO-
aruu u OpraHu3aIfio U | BaTb XpaHEHUE M TPAHCIOPTUPOBKY
cepruduka KOHTPOJIb pa0OTHI IO | TOTOBOM MPOAYKIIMU B COOTBETCTBUU C
UMu  TOpo- o0ecre4eHno YTBEPKACHHON JIOKyMEHTAallMeW st
IyKTOB | (OYHKITMOHUPOBAHUS | JOCTHIKCHHSI HEOOXOIMMOTO Ka4eCcTBa
U3JIeIHi, (dapmaineBTHUECKO | - YMeeT OpraHnu30BaTh U KOHTPOJIUPO-
3JIEMEHTHI CHUCTEMbl ~ KauecTBa | BaThb MPOBEICHUE MOHUTOPUHIA YCIIO-
HKOHOMHYE JIEKapCTBEHHBIX BUI TPOU3BOJICTBEHHON CPEIbI
CKOro aHa- CpPEACTB - YMeeTr mpoBOAUTHh pabOTHI IO OTOO-
mu3a B py u yuery obpasuos JIC, ucxoaHOro
MIPAKTUIECK CBIPbSi M YIIAKOBOYHBIX MAaTEpPHAJIOB,
oifi  nesiTe- MPOMEKYTOUHON MPOAYKIIMU U O0BEK-
JILHOCTH TOB

- YMeeT y4acTBOBaTh B OIICHKE KO-

HOMUYECKOH A(PQPEKTUBHOCTH  JIesl-

TEIbHOCTHU (bapmaleBTUYECKOTO

TIPE TP THSI

Ha yposne 3Hanwmii:

- 3HaerT TpeOOBaHUSA K pErucTpanuu

JIC;

- 3HaeT JeNONpPOU3BOJCTBO, BUIBI U

(GbOopMBI JOKYMEHTAIlUU U TpaBUIAa UX

oopMmIiIeHHUS;

- 3Haer TpeOOBaHUS CAHUTAPHOTO

pexuMa, OXpaHbl Tpyna, MOKApPHOU

0€301IaCHOCTH, JKOJIOTHHI

OKpY’Karolen Cpensl, MOPSII0K

JIEHCTBUN npu YpE3BbIYANHBIX

CUTYaIUAX;

- 3HaeT METOJbl MPOBEJICHUS AYJIUTOB

(CaMOMHCTICKIIHA )

- 3HaeT MOPSIOK BEIEHUS MPEIMETHO

KonuyecTBeHHOTo yueta JIC;

- 3HaeT (pUHAHCOBBIE pECypChl Mpen-

TIPUSITHS,

- 3HaeT ’KOHOMHUYECKHE IOKa3aTean

JESTEIIbHOCTH TMPEANPUSTHUS;

- 3HaeT BHJBI, METOJBI U 3TaIlbl KO-

HOMHYECKOTO aHaIIn3a

IIK-5 | Cmocoben | I[IK 5.2 OcymecTBisieT Ha ypoBHe ymeHuii:

OpraHu30BbI pacrnpeneneHue - YMeeT m1aHupoBaTh NOTPEOHOCTH B
BaTh paboTy 3aad = W paboT | mepcoHane MPOU3BOJICTBEHHOTO MOJ-
WCTIOTHUTE MEXY paszeneHus




Kon Haumeno- Kon mnaukaro- | HammenoBanue uH- | Pe3ynbTaThl 00yueHHUs, COOTHECCHHBIC
KOMIIe- | BaHUE KOM- | pa JIOCTHXKEHUSl | JUKAaTopa JOCTHXKE- | C MHIMKATOpaMU JOCTUXKEHHUS KOMIIe-
TEHIMH | NETEHUUU KOMIIETEHIINHU HUS KOMIIETEHIINHU TEHLUN

en, COTPYAHHUKAMU - YMeeT oueHuBaTh MpodecCuoHab-
HaxoJUTh M MOAPA3ACIICHHUS, HO-KBaIM(HUKAIIMOHHBIN YPOBEHb IEp-
MIPUHUMATH KOHTPOJIb UX | COHaJla IPOU3BOJCTBEHHOI'O IMOJpa3-
yIpaBjieHYe BBIITOJIHEHUS JIeTeHUs
CKHe - YMmeer paspabarbiBaTh MEpOIpUs-
peuieHuss B THS 110 aJanTaluyu nepcoHana
obnacTu - Ymeer pacnpenenatb 3ajadd U
OpraHu3anu paboThI MEXIY IEPCOHAIIOM
u u N0JIpa3iesIeHus, KOHTPOJIb ux
HOPMHUPOBa BBIIIOJIHEHUS
HUS TpyJia - YMeer pa3pabaTbiBaTh JIOJDKHOCT-
HblE HMHCTPYKLHMH IEpCOHANa IPOU3-
BOJICTBEHHOTI'O II0JIpa3ieieHuUs
- YMeer opraHu3oBaThb OOy4YeHHE H
OLCHKY 3HaHWW NepcoHaja Mmojpasie-
JICHUH 110 00eCTIeUeHUI0 KauyecTBa
- YMeer pa3zpabaTeiBaTh CHCTEMY (-
(GeKTUBHON MOTHBAIMM IepcoHaa
IIPOU3BOJICTBEHHOTO M10APA3IEIICHUS
- YMeer OpraHus3oBaTh PETYJISAPHBIE
MEUIIUHCKUE npoQHIaKTHIECKUE
OCMOTpBI IEpCcoHaNa NoApa3ieIeHu
Ha ypoBHe 3HaHuii:
- 3naer TpynoBoe 3aKOHOJATEILCTBO
P®
- 3HaerT KaApOBBIM MEHEIHKMEHT
IIpaBuna BHYTPEHHEro TPYAOBOTO
pacnopsiika TpeboBaHus CAaHUTAPHOTO
peXuMa, OXpaHbl Tpyla, MOXKapHOMN
0€30IaCcHOCTH, DKOJIOTHHI
OKpY’Karolen Cpensl, MTOPSII0K
JIEACTBUN npu YpE3BBIYANHBIX
CUTYaIUsAX
YK-10 | Cnocoben YK-10.2 VYyacTByer B | Ha ypoBHe ymenuii:
MIPUHUMATH OCYIIECTBICHUU - YMmeer ¢opmupoBath uHGpOpMaLU-
000CHOBaH- 9KOHOMMUYECKOMN OHHYIO 0a3zy Ans HpUHATHS 0OOCHO-
HbIE 3KOHO- JeSTeIbHOCTH BaHHBIX SKOHOMUYECKHX PEIICHUN B
MUYECKHE NOApa3ACIICHUS pa3IMYHBIX OONACTIX >KU3HEIESATENb-
perieHus: B (hapMaleBTUUECKOTO | HOCTU
Pa3INYHBIX NpeAnpUATHS C | - YMeeT NpUMEHSTh pPa3IUYHbIE Me-
o0nacTax y4eTOM TOAWKUA TIPOBEACHUS aAHATMUTHYECCKUX
KU3HEEs- TEOPETUUECKUX IIPOLEAYP U UX OCYLIECTBICHHUS
TeIb-HOCTH OCHOB - YMmeer npuHUMaTh 00OCHOBAHHBIE
XO35I1ICTBEHHOM AKOHOMUYECKUE peleHus B
JeSITeIbHOCTH Ha | pa3InYHBIX o0iacTsax
OCHOBE 3HAHMU 00 | KHU3HEIEATEIbHOCTH
3KOHOMHYECKUX Ha ypoBHe 3HaHmii:
3aKOHOMEpPHOCTSIX U | - 3Haer [IpaBuma Oyxrantepckoil ot-
OTHOIIIEHUSIX YETHOCTH, SKOHOMHYECKHE IOKa3aTe-

6




Kon Haumeno- Kon mnaukaro- | HammenoBanue uH- | Pe3ynbTaThl 00yueHHUs, COOTHECCHHBIC
KOMIIe- | BaHUE KOM- | pa JIOCTHXKEHUSl | JUKAaTopa JOCTHXKE- | C MHIMKATOpaMU JOCTUXKEHHUS KOMIIe-
TEHIIUM | TICTCHIIMH KOMIIETCHITHN HHS KOMIIETCHIINH TEHITAHN

JU ACSITENBHOCTU PEAIPUSITHS;
- 3HaeT BUIBI, METOALI U JTaIlbl KO-
HOMHYECKOI'0 aHalIn3a
YK-2 | Cnocoben YK-2.3 [Inanupyer Ha ypoBHe ymMenwmii:
ONpeIEIATh peanu3anmio 3a/1ay B | - YMEeT IUIaHUPOBaTh pean3allUIo
Kpyr 3ajad 30HE CBOCH | 3a7ja4 B 30HE CBOCH OTBETCTBEHHOCTH
B paMKax OTBETCTBEHHOCTH C | C YYETOM HMEIOLIUXCS PECYpPCOB U
IOCTaBJICH- Y4ETOM HMEIOIIMNXCS | OTPAaHUYEHUH, JEUCTBYIOLIUX
HOM IIeNIH U pecypcoB U | IPaBOBBIX HOPM;
BBIOUPATh OTpaHUYCHUH, - YMeeT pacnpeneniarh 3agayd U
OIITHMAJIb- JENCTBYIOLIUX paboThI MEXIY [epCOHAIIOM
HBIE CIIOCO- MPaBOBBIX HOPM MOJpa3/ieJIeHHsi, KOHTPOJIUPOBATh HUX
Obl ux pe- BBITIOJTHEHHE.
IICHUS, HC- Ha ypoBHe 3Hanuii:
X0 u3 - 3naer TpynoBoe 3aKOHOJIATEILCTBO
JNEHCTBYIO- PO;
IUX MPaBo- - 3HaeT KaJIpOBBI MEHEIP)KMEHT;
BBIX HODM, - 3Haer TpeOOBaHUS CAHUTAPHOTO
HMEIOIIUX - pexuMa, OXpaHbl Tpyna, MOKApHOU
Csl pecypcoB 0€30IaCHOCTH, JKOJIOTHH
U OrpaHu- OKpY>KaroIeu Cpenbl, MOPSIIOK
YEeHUH JIercTBUI npu Ype3BbIUaHBIX
CUTYaIUAX

2. O6beM M MecTO JMCHUILIHHBI B cTpykType OITIOII

Juctunnuaa otHocutes K oosi3arenbHoit yactu OIIOII, ocBauBaercs Ha 2 Kypce, 4 ceMecTpe, B COOTBET-

CTBHUHU C y"Ie6HLIM IJIaHOM 06ma${ TPYAOCMKOCTDh JUCHUIINIMHBI B 3aYCTHBIX €ANHULIAX COCTABIIACT 43, e.

(144 yaca).

3. Coaep:kaHue U CTPYKTYPa AUCHMILIUHBI

3.1. CrpykTypa AUCITUTIIMHBI

O0beM JUCIHUILIMHBI, Yac.
dopma TeKy-
KonTakTHas pa-
1ero KOH-
0oTa 00y4arommx-
HanmeHnoBanue TPOJIA ycneBa-
Ne ni/m Bcero | cs ¢ npenoxasa-
pa3iesioB, TeM Cp €MOCTH, IPOo-
4acoB | TeJeM N0 BUAAM .
. MEKYyTOYHOH
Y4eOHBIX 3aHATHI ATTeCTAMN
J | 13 | m3
Cemecmp Ne 4
['ocynapcTBeHHOE perynupoBa-
Paznen 1. | Hue cdepbl oOpameHus yiekap- | 28 6 14 8 T
CTBEHHBIX CPEJICTB
['ocynapcTBeHHOE perysupoBa-
Tema 1.1 | HHe cdepsl oOpamieHus JeKap- 4 2 2
CTBEHHBIX CPEJCTB
Perucrpamus npennpustus u
Tema 1.2 patiit  rpeanp 8 2 4 | 2
JUIEH3UPOBaHUE NPOU3BOJICTBA




HaumenoBanue

O0beM TUCHUIIIMHBI, Yac.

KonTakTHas pa-
0oTa 00y4aroumx-

dopma TeKy-
1ero0 KOH-
TPOJs ycleBa-

Ne ni/m Bcero | cs ¢ mpenoaaBa-
pa3aenoB, TeM Cp €MOCTH, IIPOo-
YyacoB | TeJyieM N0 BHAaM .
. MEKYTOYHOM
Y4eOHBIX 3aHIATHIH ATTeCTALMI
JI J3 | 1I3
JICKAPCTBEHHBIX CPEJICTB
OrteuecTBeHHas (apMalieBTHYE-
Tema 1.3 | ckass IPOMBIIUIEHHOCTh Ha CO- 4 2 2
BPEMEHHOM JTare
Konnenmus namiexammx ¢dap-
MalEeBTUYECKUX MPAKTUK KakK
Tema 1.4 | ocHoBa oOecnedenuss 3(dek- 7 6 1
TUBHOCTH, O€30IaCHOCTH U Ka-
yectsa JII1
Tema 1.5 | dapmakonanzop 5 4 1
®dapmMmareBTHYeCKas pazpadoTka
— KaK HAay4HO - HCCIICIOBATEIIb-
Paszien 2 e HaYE A 32 | 4 16 | 12 T
CKUH TPOEKT apmareBTuye-
CKOTO TIPSIPUSITHS
CoBpemeHHbIN  (apmarieBTHYE-
Tema 2.1 | ckuii peiHOK: ocobeHHocTH JIC 1 4 2 2
MyTU Pa3BUTHUS
®dapmareBTHUYECKasT pa3paboTka
Tema 2.2 pMatt pasp 6 4 | 2
U MICCIICIOBAHUS
Hamexxamas nmaboparopHas u
Tema 2.3 AITERAT patop 6 4 | 2
KIIMHUYECKas MPAKTUKH
NudopmaninonHoe  CONpoBOX-
eue JIII kak HeoTpemiiemas
Tema 124 | . 4 2 2
yacTh (hapMalleBTUUECKON pa3-
paboTKH
Tema 2.5 | Perucrpauus JIIT 6 4 2
[TocTperucTpaiMOHHBIA ~ MOHU-
Tema 2.6 | TopuHI KauecTBa, 3((HEKTUBHO- 6 4 2
ctu 1 6e3onacuoctu JIIT
OCHOBBI yITpaBIeHUS
Paznen 3 | ¢papmareBTHYECKUM 44 6 20 18 T
peInpUsITHEM
OcHOBBI aBIICHUS TIPEIAIIPHSI-
Tema 3.1 yip peap 12 | 2 4 | 6
THEM
Pecypcsl pennpusatus: Mmarepu-
Tema 3.2 Db TIPEATID P 16 | 2 8 | 6
AJIBHBIC, TPYJTOBBIC, U TIP.
OCHOBBI OpraHu3alyu U HOPMHU-
Tema 3.3 p . p 16 2 8 6
pOBaHUS TpyAa
OCHOBBI 5KOHOMUYECKOUN 1
WHAHCOBOU JESITENFHOCTU
Pasnend | @ A 38 | 4 18 | 16 T
(hapmareBTUIeCcKOoro
PEIPHUITHS
DKOHOMHMYECKHE MOKa3aTENN
Tema 4.1 10 2 4 4
JESITEIIbHOCTH




O0beM TUCHUIIIMHBI, Yac.
dopma TeKy-
KonTakTHas pa-
1Iero KOH-
0oTa 00y4aroumx-
HanmenoBanme TPOJisl ycneBa-
Ne n/m Bcero | cs ¢ mpenoxasa-
pa3aenoB, TeM Cp €MOCTH, IIPOo-
YyacoB | TeJieM 10 BHAAM .
. MEeKyTOYHOI
yueOHBIX 3aHATHII ATTeCTALIMN
JI J3 | 1I3
€HO00pa30BaHUE HA JIEKap-
Tema 4.2 1 p p 8 4 4
CTBEHHBIE CPEJICTBA
Tema 4.3 | duHaHCOBBIE PECYPCHI 10 6 4
OcCHOBBI HAJIOTOOOIOKEHUS
apMaleBTUYECKUX
Tema 4.4 | PApMALCBIH: 12 | 2 4 | 6 3auer
PEANPUITHIA.
[IpomMexxyrouHas arrecrauus
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. T'ocynapcTBeHHOE perynupoBaHue chepbl oOpalieHus JeKapcTBEHHBIX cpelcTB. ['ocynap-
CTBEHHOE€ PEryJHpOBaHUE OXpPaHbl 370pOBbs, oOpamenus JIC u mMeauumHekux uznenuid. OnpeneneHue
OXpaHbl 310pOBbs, MPUHIUIBI, opranu3anusa. CucreMa 3a1paBooxpaHeHuss. OCHOBHBIE PErVIAMEHTUPYIO-
1[1e Mepsl 1o o0ecneyeHnIo KadecTna, 6ezonacHoctu U goctynHoctu JIII. Cornamenue o eAMHbIX NPUH-
LUIIaX ¥ IpaBUiaX oOpalleHus JEKapCTBEHHBIX CPEACTB B paMKax EBpasuiickoro 3x0OHOMHYECKOro COo-
3a rocyaapcTB — wieHoB. DenepanbHbIe OpraHbl UCIIOJHUTEILHONW BIACTH B cpepe 3apaBOOXpaHECHHUS.
I'ocynapcTBenHbie Hag3opHbIE opranbl. OCHOBHBIE (DefiepanbHbIe 3aKOHBI B cpepe 3apaBooxpaneHus. O3
«O06 ocHOBax OXpaHbI 3I0pOBbs rpakaaH B P®y. 'ocynapcrBenHoe perynupoBanue oopamnienus JIC. @3
«O06 ob6pammenun JIC». OcHoBHbIE MOHATHSA.. JIUlIeH3UpoBaHue AeATeNbHOCTH B cdepe obpamenus JIC.
I'ocynapctBennas peructpanus JIC. IIpousBoactso u mapkupoBka JIC. BBox B rpaxkaanckuii 0o60poT
JIC. Cucrema moHuTopunra aswxkenus JIII mis menunmuHckoro npumenenus. @apManesrudeckas aesi-
TenbHOCTh. OnroBas Toprosisd JIC. Pozununas Toprosius JIII. @apmanesTuueckne opranuzanun. Buisl
anTeuHbIX OpraHu3alnuii. BerepuHapHble anTeuHble opraHu3anuu. PernameHranus accopTMMeHTa ¢ap-
MaleBTUYECKUX TOBAapOB, U3TOTOBIICHUs U OoTiycka, xpaHeHus JIII. IIpenMeTHO-KOIMYEeCTBEHHBIN y4eT
JIC mnsa menunuuckoro npumenenus. Ilepedens KHBJIIIL. [NocynapctBeHHOE peryinpoBaHHE LIEH Ha
JKHBJIIL. TI'ocymapcTBeHHast perucTpanys MpeAesbHbIX OTIYCKHBIX LeH npou3Boauteneil Ha JKHBJIIIL
I'ocynapctBeHHbIN KOHTpOb LeH. 3anpeT Ha npogaxy PJIC, HIIC, KJIC. dapmanieBTHUECKHE OTXOIBI.
OcHoBanus u nopsanok yauuroxenus JIC. IlpuoctanoBneHne npuMeHeHMsl JIEKAPCTBEHHOIO IIperapara.
OrpaHuyeHus1, HalaraeéMble Ha OpraHu3aly, 3aHUMaroIIrecs: pa3paboTKOM, MPOU3BOACTBOM U (MJIH) pe-
anuzanueit JIIT s MeAMIMHCKOro MPUMEHEHMs, OpraHu3aliy, o0ajarolue npaBaMy Ha MCI0JIb30Ba-
HHEe TOproBoro HanMmeHoBaHus JIII Uit MEIMIMHCKOrO NMPUMEHEHMs, OPraHU3aluy ONTOBOM TOPTOBIU
JIC mpu ocyIiecTBIeHUN NEATETLHOCTH B cepe oOpaleHus JICKapCTBEHHBIX CpeacTB. PermamenTtanus
xpanenus JIC. OTBeTCTBEHHOCTD 3a HapylleHHue 3akoHoaTenbeTBa PO npu obpamenun JIC u Bo3menie-
HUE BpeJa, MIPUYNHEHHOTO 3/I0POBBIO IPaKJaH BeaeacTBue npumenenus JIII.

Tema 1.2. [lonsTue npeanpusatus. Peructpanus npeanpuaTus U JULIEH3UPOBAHNE IPOU3BOACTBA JEKap-
CTBEHHBIX cpeAcTB. CyIIHOCTb, IPU3HAKU M CTPYKTypa NpeAnpusaTus. ['ocyaapcTBeHHas perucTpanus
IOPUINYECKUX JIUILL (SBJISIOIINUXCS KOMMEPUECKUMH OPTaHU3aIMsIMU) U UHIUBHUIYyaIbHBIX MPEANPUHUMA-
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teneid. [lepeyeHb JOKYMEHTOB, MPEACTABISIEMBIX B HAJOTOBBIM OpraH Jyisi TOCYAapCTBEHHOM perucTpa-
LMY IOPUAMYECKUX JIMI NIPU UX co3naHuu. Ilopsaok nnieH3upoBaHus AESATEILHOCTH M0 IPOU3BOACTBY
JIC. JIuuen3noHHbIe TPEOOBAaHMUS K COMCKATENIO JUIICH3UN U JIMIEH3UATY NP OCYLIECTBICHUU JIEATEIb-
HOCTH 110 nTpou3BocTBY JIC.

Tema 1.3. Konnenuus Haanexamux (GpapManeBTUYECKUX MPAKTUK KaK OCHOBA oOecriedeHus: 3PPeKTHB-
HocTH, Oe3zomacHocTH U kauectBa JIII. Obecrneuenune xauectBa B cepe oOpallieHUs JEKAPCTBEHHBIX
cpeactB. Konnenuus GXP. Dtanbl KU3HEHHOTO UKJIA JIEKAPCTBEHHOI'O CPEeACTBA. Pa3anyHble MOIXO0AbI
K BompocaMm oOecIiedeHHs] KauyecTBa JIEKapCTBEHHOIo cpeAcTBa. Llenb, cyThb U cojep)KaHuE OCHOBHBIX
HaJJIeXKAIIMX MPaKTUK, obecreynBatomux kadectBo JIII Ha Bcex sTamax sku3HeHHOro nukia. Mcropus
pa3BuTHs MOAX0A0B K obOecneueHnio kadectBa JIII. Konmenmms kauecTBa JeKapCTBEHHOTO CPEICTBA,
npososriamennas BO3. [Tonutuka BO3 B oTHOmEHNH 00paleHust JeKapCTBEHHBIX CPEICTB.

Tema 1.4. OteuecTBeHHas (papmareBTHUECKask MPOMBIIUIEHHOCTh HA COBPEMEHHOM 3Tare. OCHOBHBIE
aCIeKThl  IOCYAAPCTBEHHOIO  PEryJIMpOBaHUS  JEATEIIBHOCTH  OTEYECTBEHHBIX  IMPEANPHUATHI-
MIPOU3BOJUTENIE HA COBPEMEHHOM OJTare pa3BUTHUs cdepbl oOpamieHHsl JEeKapCTBEHHBIX CPEACTB.
[Ipuoputer roCynapCTBEHHON TMOJUTUKA B 00JAcTH JIEKAPCTBEHHOTO OOeCmedeHus: MOJIepiKKa
OTEUYECTBEHHBIX MPOU3BOJIUTENEH JIEKAPCTBEHHBIX cpeAcTB. OTEUEeCTBEHHBIE JHUAEPHI MO MPOU3BOACTBY
JIIL.

Tema 1.5. @apmakonanzop. Beenenue B @apmaxkonanzop. OCHOBHBIE ATalbl UCCIEI0BaHMs O€30MacHO-
ctu JIC. ®apmakoHaq30p KaKk MHCTPYMEHT rOoCyAapCTBEHHOro KoHTpos 6e3omnacHoctu JIC. Onpenene-
HUe, Uenb, 3af1aun. Victopus pazsutusa cucreMbl @apMakoHaA30p B Halllel cTpaHe U 3a pyoexxoM. Mex-
JYHapOJHOE COTPYAHUYECTBO B 00JIACTU KOHTPOJISI U 0€30IIaCHOCTHU JIEKAPCTBEHHBIX CPEACTB.  3aKOHO-
naTenscTBO B obnactu dapmakoHaazopa.

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

Tema 2.1. ®dapmaneBTHUECKUN PHIHOK: OCOOEHHOCTHU U MyTH pa3BuTui. Muposoii u Poccuiickuit hapma-
[[EBTUYECKUI PHIHOK HA COBPEMEHHOM JTare pa3BUTHs. OCOOEHHOCTH JIEKaPCTBEHHOT'O CPEICTBA KaK TO-
Bapa Ha pblHKe. Kiaccudukaiuu ieKapCTBEHHBIX CPEJCTB M0 Pa3HbIM MPU3HAKAM.

Tema 2.2. @apmanieBTrueckas pa3padoTka u uccienoBanus. apmaneBTuueckas pa3padoTka — OT OUCKa
OMOJIOTrMYECKH aKTHUBHBIX BEIIECTB J10 BbIBOJA Ha pbIHOK JIII. MicTopus u myTu co3qaHus JIeKapCTBEHHBIX
cpenctB. Pa3zpaborka u uccnenoBanus HoBbIxX JIC (Research & Development — R&D). [laTtenTsr Ha Jse-
kapctBa. O6mue cBeaeHus o nareHroBanuu JIC. TepameBTuueckasi, 6uonornyeckas u (apmareBTHUE-
CKasl HKBUBAJIEHTHOCTH Kak KpuTepuil oueHku kadectBa JIII. BpiGop nekapCTBEHHBIX MpenapaToB A
pa3paboTku. MapKeTHHIOBble HCCieoBaHMs, npeamecTBytomue Boioopy JIIT ans paszpaborku. Paspa-
00TKa KpUTEpUEB 0TOOPA JIEKAPCTBEHHBIX MPENapaToB s pa3padoTKU

Tema 2.3. Hagnexamas aboparopHasi U KIMHAYECKas TpakTuku. JJoxmuHudeckue uccienoBanus JIII.
Wctopus Bonpoca. [lonstue GLP xak cucreMbl HOpM, IpaBUJI U YKa3aHUM, HAaIlpaBJIEHHBIX Ha obecrieye-
HUE COTJIaCOBAaHHOCTH M JIOCTOBEPHOCTH pE3yNbTAaTOB J1abOpaTOpHBIX HccienoBaHuil. HopmaTuBHBIE
MIPaBOBbIE AKTHI, PETJIAMEHTHUPYIOLINE TOKIMHUYECKUE HUCCIeI0OBaHUS 0€30macHOCTH U 3(pPeKTUBHOCTH
JIeKapCTBEHHBIX cpeacTB B PD. OObeM NOKIMHUYECKUX HMCCIEIOBAHUMN Ul PErucTpaldd BOCIIPOU3BE-
NeHHbIX ¥ opurnHanbHbIX JIII. ITnaHupoBanue TOKIMHMUYECKOTO MCCIIEIOBAHMS, COCTABIEHUE IIPOTOKO-
na/mnaHa uccaenoanus. OO6paboTka JaHHBIX Pe3yIbTAaTOB JOKIMHUYECKOTro uccienoBanus. Cocrasie-
Hue orueta. KOHTpOJIb KauecTBa MPOBENEHUS JOKIMHUUYECKOTO uccienoBanus. KnuHudeckue uccieno-
BaHUA: UCTOpHYEcKas cnpaBka. Ponp knmuHnueckux uccnenoBanuii JIC B coBpeMeHHOM cucteMe obecrie-
yenust kauectBa JIC. [Tonarue o GCP xak 0 MEXTyHapOAHBIX MPABWIAX CO3/JIAaHHS, BHEAPEHUS U MPOU3-
BOJICTBA HOBBIX JIEKAPCTBEHHBIX CpeaCcTB. OCHOBHbIE HOPMATUBHO-IIPABOBbIE U METOJUYECKHE JOKYMEH-
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ThI IO MPAaBWJIaM Ka4€CTBEHHON KIIMHUYECKOM NMpakTUKH. Llenn u Buasl KiimHuYeckux ucciaenopanuii JIC.
MeTo/bI IIIaHUPOBaHUS U TpeOoBaHUS K 00beMy KinHUYeckuXx uccnenoBanuil JIC. CTOpOHBI-YIaCTHUKH
KJIIMHUYECKUX UCCIIEJOBAHUM, UX IIpaBa U O0A3aHHOCTH. DTUYECKUE ACIIEKTHI MPOBEACHUS KIMHUYECKUX
UCCIIEIOBAaHMA. DTHYECKUE POOIeMbl TPOBEACHHUS UCCIIETOBAaHHA HA 0CO00 YSI3BUMBIX IPYIIAx MalueH-
TOB (JI€TH U MOJPOCTKH, )KEHIIUHBI PETPOYKTUBHOTO BO3pACTa, MOXKHJIIBIC JTIO/IM, TAIIMEHTHl B OecCO3Ha-
TEJIHHOM COCTOSIHUU U T1p.). Pa3paboTka mokymMeHTauuu Ajs KIMHUYECKUX uccienoBanuil. [Ipotokon mc-
cienoBanus u Opoiuntopa uccnegosarens 1 CRF. MadopmupoBanHoe coryiacue naiueHTa u BeJieHue nep-
BUYHOW MEIUIIMHCKOMN JOKYMEHTALUU B X0/i€ uccienoBanus. PazpaboTka MHAUBHIYaTIbHOM perucrpaiu-
OHHOM KapThl MIPU KIIMHUYECKUX MCCIIETOBAHMIX JIEKAPCTBEHHBIX cpeacTB. [IpaBuia ee 3anmonHenus, BHe-
cernre m3MeHeHn. OOpaboTka mAaHHBIX KinHUYeckux uccienoBanuii JIC. Konrpons 3a mpoBeneHueM
KJIIMHUYECKUX HCCIEI0BAaHUI JIEKApCTBEHHBIX CpeACTB. IIpuHuMIBI oOecrieueHus: KayecTBa M MOPSAOK
(yHKIIMOHMPOBAHUS CHCTEMBI MEHEPKMEHTA Ka4eCcTBa B HCCIIEI0BATEIbCKON OpraHU3aIHH.

Tema 2.4. HNudopmammonnoe compoBoxaeHue JIII kak HeoThemiieMas 4YacTh (apMareBTUYCCKOM
pa3zpaboTku. HopmaruBHO-mpaBoBasi 0a3a, pErIaMEHTUPYIOLIAs COCTABICHHE MHCTPYKIMH IS
meaunuHckoro npumeHenus JIII. OcHoBHbIE 00s3aTenbHBIC pa3Aeibl WHCTPYKUUU AT MEAUIIMHCKOTO
npumenenus JIII. udopmanronnsie ucTouyHuKU HamosHeHus: pasaenoB MUMIIL. Tpe6osanus EADC k
unpopmanronHoMy comnpoBoxaenuto JIII - OOGmias xapakTepucTUKe JIEKapCTBEHHOTO Ipernapara uis
MEJIUIIMHCKOTO MPUMEHEHHS U JINCTOK — BKJIAJIBIII JIJISl TTAIIMEHTA.

Tema 2.5. Peructpanust JeKkapcTBEeHHBIX NpenapaToB. HopmaTuBHO-TipaBoBas 6a3a, periiaMeHTHPYOMas
skcnieptusdy u perucrtpauuto JIC B Poccuiickoit @eneparuu. [IpaBuna u mopsiiok peructpanuu Jiekap-
CTBEHHBIX cpeacTB. opmupoBanue perucrpauoHHoro gocbe Ha JIII. OcHoBHBIE TpeOoOBaHUS MPEIbSB-
nsieMble K 00beMy U 0(OPMIICHUIO JOKYMEHTAIIMH PETUCTPAIMOHHOTO J0Che, BHECEHHUSI U3MEHEHUH B pe-
ructpauronHoe nocse Ha JIII. 'ocynapcrBennsiii peectp JIC. Xapakrepuctuka rocyJjapcTBEHHOIO pe-
ectpa JIC, ero poib B npouecce 3xcnepTussl U perucrpauuu JIC. IIpouenypa MexayHapoJHOM rapMOHH-
3a1uu OOpalleHus JIeKapCTBEHHBIX cpecTB B pamkax EBpA3DC. TpeboBaHus K IKCIIEPTU3E U PETUCTpa-
uuu B EBpA3OC.

Tema 2.6. [TocTpeructpaliiOHHBII MOHUTOPUHT KadecTBa, dPHEKTUBHOCTH U Oe3omacHOCTH. OCHOBHBIE
MIPUYMHBI Pa3BUTHUS HEXeENATEIbHbBIX JIEKApCTBEHHBIX peakuuil. OnpeneneHne NOHITUN: «kadecTBo JIC»,
«apdextuBHOCTh JIC», «b6e3omacHocTh JIC». HopmaTuBHas npaBoBas 0a3a, periiaMeHTUPYIOIas MOHU-
topuHr 6e3onacHoctu JIC. Tumnbl HexxenarenbHbIX peakuuit JIC no knaccudukanuu BO3. daxTopsl puc-
Ka UX BO3HUKHOBEeHMS. «llapameankaMeHTO3HbIE» HEKENATEeNIbHbIE JEKAPCTBEHHbBIE PEAKIIMHU: TOJIKOBa-
Hue, npodunakTuka. OcoOEHHOCTH BOSHUKHOBEHUS 1 METOBI MIPEAYIPEKACHHS HEKeTaTeNbHBIX JeKap-
CTBEHHBIX pEaKlUi y pa3HBIX KaTeropuil morpedureseil JeKapcTBEHHBIX MpemapaToB (AeTu, OepemeH-
Hble, noxwuisie). [lopsaok opranmzamuu dapMakoHaa30pa HA MOCTPECTPALIMOHHOM 3Tare oOpalieHus
JIC. AstomarusupoBaHHasi MH(OpMalMOHHas cucTeMa (apMakoOHa30pa: Ha3HAuYE€HUE M MPUMEHEHUE
IIPHU OCYILECTBICHUHU (papMmarieBTUUeCKON MpakTUKU. [lopsaok opranu3zannn MOHUTOPUHTA O€3011acCHOCTH
B anTeuyHou opranuzanuu. O0s3aHHOCTH (HapMalleBTHUECKOTO CIEIUAIUCTa B paMKaX OCYIIECTBICHUS
(dapmakoHaa30pa Ha YpoBHE anTeuHol opranuzanuu.  COop u nepepada uHpopManuu o 0€30MacHo-
ctu JIC mipu ocymiecTBieHnn (hapMareBTHUECKOM 1eATeTbHOCTH.

PA3/IEJI 3. OCHOBBI YIIPABJIEHUA ®APMALEBTUYECKUM [MPEAITPUATUEM

Tema 3.1. OcHOBBI yripaBieHus TpeanpustueM. [loHATHEe MEHEIKMEHTa U €ro CYNTHOCTHAas (PYHKITHSL.
Oo1iee U pa3nuyus MEXIy YIIpaBICHHEM U MEHEKMEeHTOM. [IpuHiumnel ynpaBneHus. Mctopus pa3BuTHs
MeHekMeHTa B Poccun. Cnienduka poccUiiCKOro MeHeKMEHTa Ha COBpEMEHHOM 3Tarne. Oco0eHHOCTH
ynpasieHus ¢papmaneBTuyeckuM npeanpustueM. Crienudurka ynpapiaeHHUs )KEHCKUM KOJUIEKTUBOM. Xa-
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pakTepuCTHKa OCHOBHBIX (YHKIUI yrpaBneHus. OpraHu3aliOHHbIE CXEMbl YIPaBICHUS MPeANpUiTUs-
MHU.

Tema 3.2. Pecypcel npeanpusiTus: MaTepuaibHble, TPYAOBEIE, U 1p. CocTaB TPYIOBBIX pecypcoB dapma-
LIEBTUYECKOTO TPEANPUATHUS, KATETOPUU IPOMBIIIIEHHO-IIPOU3BOJACTBEHHOIO IepcoHana. Ilokazarenu
TUHAMHUKHU (KO3(POUIIUEHTH TEKY4YeCTH, MMOCTOSHCTBA M 00IIero 060opoTa KaJpoB) U cOcTaBa (SBOYHAs,
CIUCOYHAs U CPEeIHECIIUCOYHAs YUCICHHOCTh) MepCoHaa.

Tema 3.3. OcHOBBI OpraHu3zald U HOpMHUpoBaHUA Tpyaa. OCHOBBI OpraHu3aluu Tpyna. Pazaenenue u
Koomnepanus Tpyaa. Opranuzanus 1 o0ciykuBaHue pabodero Mecra. Y CIOBHs Tpyia, IPUEMbI U METOIbI
Tpyna. JucuunnuHa Tpyna, pexuM Tpylna U oribixa. [IpaBuiia BHyTpeHHEro TpyAOBOTO pacHopsiKa.
Pacnpenenenue o6s13aHHOCTEH MEXy paOOTHHUKAMH, TOJDKHOCTHAs MHCTPYKIHs. HopMmupoBanue Tpyna,
cojiepKaHue | Lenu HopMmupoBanus Tpynaa. Hopmer Tpyna. Knaccudukanus 3atpat pabodero BpeMeHH.
MeToabl n3yueHus TPyIOBBIX MPOIIECCOB U 3aTpar pabodero BpemeHu. [Ipon3BoauTENbHOCTD Tpyda. 3a-
pabGotHas muara u ee QyHKIMH. [IpUHIMIIBI OpraHU3anuy 3apaboTHOW MaThl. MUHMMANBHBIA pa3Mmep
omiatel Tpyaa (MPOT) B Poccun u nopsinok ero pacuera. CpaBautenbubiii ananuz MPOT B Poccun u
psiae 3apyOexxHbIX cTpaH. TapudHas cucTtema OIIaThl TPya U €€ OCHOBHBIE 3eMeHThl. [loBpemeHHas u
caenbHasi popMbl oraTel Tpyaa. becrapudHbie 1 cMelIaHHbIe CUCTEMBI OIIaThl Tpyaa. Buabl nomnat u
Ha70aBOK K 3apa0OTHOM miaTe pabOTHUKOB (hapMaleBTHUECKOTo mpeanpusatusd. [lnanupoBanue douga
OIJIaThl TPyZJa M BEIMYMHBI CTPAxXOBBIX B3HOCOB BO BHEOIO/KETHBIE (DOHIBI Ha (papMaleBTHYECKOM
MPENNPUITHH.

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

Tema 4.1. DxoHOMUYECKHE NOKA3aTENH ACSITEIBHOCTH. JKOHOMMUYECKHE MOKA3aTeNU NPEANPUATHUS, 3a-
TpaTbl OpeanpusITus U cedecTouMocTh mpoaykiuu. Kinaccudukanus 3aTpaT Ha MPOU3BOACTBO U peaiu-
3anuio npoaykuuu. CMmera 3aTpar U KalbKymsaius cedecToMMOCTH. OCHOBHBIE HAalpaBICHUsS CHUXKEHUS
ce0ecTOMMOCTH MPOAYKINH (hapMalleBTUUECKOTo npeanpusatus. Touka 6e3yObITOYHOCTH U KPUTUYECKUI
00BEM MPOU3BOACTBA: TpadUUecKuil U aHAIMTUYECKUIT MeToIbl pacueTa. [IpuObuIh Kak OCHOBHOHM MOKa-
3aTellb, XapaKTePU3YIOIMUM PEe3yJIbTaThl XO3IMUCTBEHHON NeATEIbHOCTH (HDapMalleBTHUECKOTO MPEeATpHs-
tusd. @yHkuuu npuosu. Bunel npubsimn. Ilopsnok GopmupoBaHus mokaszarenei NpuObLIM MpeAnpus-
Tusa. OCHOBHbIE HAlpPaBJIEHUS YBEJIMYEHHUS MPUObUIM B (apMalleBTUUECKOTO Npeanpustus. Penradens-
HOCTb U €€ pOJIb B OlIeHKE 3P PEKTUBHOCTH AEATEIbHOCTH (hapmarieBTHUecKoro npeanpusatus. [lokasare-
JIM PeHTa0eIbHOCTH M METO/MKA MX pacueTa. DKOHOMUYECKHE pecypchl (hapMaleBTHUECKOTO MpeaAnpHsi-
tus. [IpyHIMOMATBHBIE pa3IMuYUsl MEXIYy OCHOBHBIM M OOOpOTHBIM KamuTajioM. [loHsTHe, cocTaB u
CTPYKTypa OCHOBHBIX ITPOU3BOACTBEHHBIX (POHIOB (hapMalieBTUUecKoro npeanpuarus. [InanupoBanue u
y4eT OCHOBHBIX IPOHM3BOJCTBEHHBIX (POHMOB. BHUIBI CTOMMOCTHBIX OLIEHOK OCHOBHBIX NPOU3BOJCTBEH-
HBIX (POHIOB (IIepBOHAYANIbHASA, BOCCTAHOBUTEIbHASI, OCTATOYHAs, INKBUAALIMOHHAs, OajgaHcoBas U cpel-
HEroJioBasi CTOMMOCTb). MI3HOC, BOCIIPOM3BOJCTBO M aMOPTHU3allMs OCHOBHBIX IPOU3BOJCTBEHHBIX (OH-
70B (papMarieBTUYECKOTO MPEANPUSITHSL.

Tema 4.2. llenooOpa3oBaHie Ha JIEKAPCTBEHHbIE CPEACTBA. ['0CyIapCTBEHHOE PETYIMPOBAaHUE IIEH Ha
JKHBJIIL. T'ocymapcTBeHHas perucTpanus NpeesbHbIX OTIIYCKHBIX LIeH mnpousBoautenei Ha XKHBJIIL
I'ocynapcTBeHHBINM KOHTPOJIb LIEH.

Tema 4.3. dunancoBble pecypebl. [IpUHIMIBI 1 QYHKIIUN OpTaHU3AIMK U YIpaBiIeHUs: (pUHAHCOBOM nes-
TEJNBHOCTBIO (hapMaIeBTUYECKOTO MpeaAnpusaTus. @UHAHCOBBIE PeCypchl papMalieBTUYECKOTro MpeInpusi-
THS, UICTOYHUKHU UX (OPMHUPOBAHUS U HAIPABIEHUS MCIONb30BaHMs. [IpMHIINIT HEPaBHOIIEHHOCTH JI€HET
BO BpeMeHU. [IporeHTsl 1 XxapakTepucTHKU UX ompexaenstomue. Hapamenue u nuckontuposanue. Ilpo-
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CTBIE U CIIOKHBIC IIPOLICHTHBIE CTABKH: YCJIIOBUS UX IIPUMEHEHHUS U METO/BI HAYUCIICHNA. BHyTpUronoseie
MIPOIICHTHBIC HAUUCIICHUS. DKOHOMUYECKHNA CMBICI A (PEKTUBHOM IOTOBON MPOIICHTHON CTaBKH.

Tema 4.4. OcHOBBI HAIOTOOOIOXKEHHS (hapMalleBTHUECKUX Tpeanpustuid. [ToHsATHE U CYIIHOCTH 00s3a-
TenbHBIX oTuncienuil. Knaccudpukanus nanoroB u cbopos. HamoroBas cucrema Poccun. DineMeHTHI
Hasoroo6soxkenus. Hamorossle nbrotsl. Hamoroseie pexuMbl. DKOHOMHYECKAsl CYIIHOCTh, COCTaB U
CTPYKTypa 0OOpPOTHBIX CpeICTB (apManeBTHUecKoro npeanpustusa. Craauu Kpyroobopora 000pOTHBIX
cpeact. Mcrounuku GopmMupoBaHuss 00OpPOTHBIX CPEACTB (apMareBTHUecKoro npeanpustus. Hopmu-
pOBaHUE U pacyeT NOTPeOHOCTH B 000POTHBIX cpencTBax. Ilokazarenu 3pPeKTUBHOCTH MCIOIb30BAHUS
00OpOTHBIX CPENICTB U METOAMKA UX pacueTa. [IyTu yckopenust obopaunBaeMocT 0OOPOTHBIX CPEICTB.

4. @DOoHJ OLIEHOYHBIX CpeaCTB IO TMCHUILJINHE

4.1. ®opmbl 1 MaTepHallbl TEKYLIETO KOHTPOJIS.

4.1.1. B xozne peanuzanuu qucuuiuiniabel 51.B.06 OcHoBBI yrnipaBienus hapManeBTHUECKUM MPEATPHUITH-
€M HCIOJIB3YIOTCS cienyrouye GopMbl TEKYIEro KOHTPOJS YCIIEBAa€MOCTH OOy4aroIIMXCs: TECTUPOBA-
HUE.

4.1.2. Marepuansl TEKYyILIEr0 KOHTPOJISI YCIIEBAEMOCTH.

TecToBbIi KOHTPOIIBb

1. JlexapcTBEeHHBIH Ipenapar, OTKPbIBAIOIINK HOBBIM KJIacC COEIMHEHUH, Ha 0a3e KOTOPOro o3 Hee
OyIyT CHHTE3WpOBaHbl OpPUTHHAIBHBIC TIpemaparbl, OO0JIQAaloNe HWHBIMH (apMaKoJIOTHIECKUMH,
(apMaKOKMHETUYECKIUMHU U (papMaKOoTUHAMUYECKIMU CBOWCTBAMH — 3TO:

> NHHOBaMOHHBIN JIEKAPCTBEHHBIN Mpenapar.

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

A. Crioco0 npou3BOCTBa IEHCTBYIOIIETO BELIECTBA;

b. Xumunueckas popmyna 1eHCTBYIOIIETO BEIIEeCTBA;

B. Cnoco0 npruMeHeHus IeKapCTBEHHOTO CPEJCTBA.

3. [TpuuunHel pocta 3aTpart (hapmMaleBTUUECKUX KOMIaHUi Ha co3aanue HoBbIX JIC Bce, kpome:

A. ®uHaHCcOBas CTpaTerus KpyHmHEHIINX (apMalleBTUYECKUX KOMITaHUM, HalpaBiIeHHAs Ha WHOIAIUIO
pacxoz0B, mpenBapsommx JIoHu, 1 uMeroIiasi CBoel LEeb0 CO3AaTh YCIOBUS ISl pOCTa OTHOCUTENbHBIX
JI0XO0JI0B OT IPOAAXKHU, KaK CJIE/ICTBUE, pOCTA KaIUTAIN3alUH;

b. Poct noTpebienus aekapCcTBEHHbBIX penapaToB.

B. Poct ypoBHs TpeGoBaHUI K MOJTHOTE M KaUEeCTBY MCCIEOBAHUIN CO CTOPOHBI HAI[MOHAJIBHBIX OPTaHOB
Y Ha/IHALIMOHAJIBHBIX UHCTUTYTOB;

I". HeMmoBepHO BBICOKUI YPOBEHb KOHKYPEHIIMH KOMIIAHUN MEXy COOOH.

4. Hctounuku nHbOpManuu sl COCTABICHUS THUIIOBOW MHCTPYKLIMHU Ha JIEKAPCTBEHHBIN MpenapaT
(ToKyMeHTa SBISIOMIErocsl 00s3aTeNbHBIM Ul TOCYJAapCTBEHHON pErucTpaluy JIeKapCTBEHHBIX
npenapaToB st MeguuHckoro npuMeHenus 10 01.01.2021 roga) Bce 3a HCKITIOUEHUEM:

a) MHCTPYKLUS Mo npuMeHeHuto pedepentHoro JIII, yrBepxknennas B Poccuiickoit @enepanuu, u
pa3MelleHHass Ha TMopTaje MO0 BeleHUI0 [ocylaapCcTBEHHOro peecTpa JIEKapCTBEHHBIX CpEACTB
(http://grls.rosminzdrav.ru)

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

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

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

e) uHpopmanusa EBporeiickoro areHTcTBa 1o JiekapcTBeHHbIM cpectBaM (EMA)
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f) uHpOpMays YUpaBiIeHHs 1O HAA30py 3a KAa4eCTBOM MHIIEBBIX NMPOAYKTOB W MEINKaMEHTOB
(FDA)

2) uHpopManusa B cripaBovyHUKe «DeneparbHOe PYKOBOJICTBO IO HCIIOJIB30BAHHIO JIEKAPCTBEHHBIX
CPEICTBY.

4.1.3. lllkana oueHuBaHus AJis TEKYILETO KOHTPOJISL.

Tecr

Kpurepun n mkana oreHuBaHUs TecTa

Onenka «OTINYHO» KomnuectBo npaBuiibHbIx 0TBETOB 90-100%
Onenka «Xopouo» KonuuecTBo npaBuiibHbIX 0TBETOB 75-89%
Onenka «Y J0BJIETBOPUTEIBHO» KonuuecTtBo npaBuibHbIX 0TBETOB 60 - 74%
Ouenka «HeynoBineTBOpUTEIBHO» KonunyecTBo npaBmiibHBIX OTBETOB 59% U MeHee

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

4.2. ®opMbl U MaTepUaJIbl IPOMEKYTOUHON aTTECTAILIUH.

4.2.1. TIpomexyToyHasi aTTECTAIMs POBOAUTCS B opMe:

TectupoBanue

4.2.2. O1ieHOYHBIE CPEJCTBA ISl MPOMEKYTOYHOM aTTECTALIUH.

1. T'ocymapcTBo-ujieH, B KOTOPOM JIEKapCTBEHHbIN Ipenapar 3aperucTpupoBaH (pPErucTpupyercs) ¢
IIPOBEJICHUEM HKCIEPTU3bl, BKIIOYAIOIIEH OLEHKY 3KCHEPTHOIO OT4eTa 00 OlLIEHKE O€30MacCHOCTH,
5pGEKTUBHOCTH W  KadecTBa JICKAPCTBEHHOTO IIperapara, IOATOTOBIECHHOTO  pedepeHTHBIM
roCyJ1apCTBOM — 3TO:.

> ['ocynapcTBo-nipu3HaHKE.

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

a) 210 xasieHJapHbIX JHEH ¢ JaThl 0Jauy 3asBJIICHUS HA PErMCTPALUIO JIEKapCTBEHHOTO Ipenapara
I10 JIEHb BbIJIa4M PErUCTPALIMOHHOTO YAOCTOBEPEHUS;

b) 90 xaneHIapHbIX JTHEH C JaThl I0JIa4M 3asiBICHUS HAa PErUCTPALIMIO JIEKApCTBEHHOTO Mpernapara
IO JIEHb BbIJIaYM PETUCTPALIMOHHOTO Y10CTOBEPEHUS;

c) 300 xaneHaapHBIX AHEW ¢ AAThI IOJAYN 3a8BJICHUS HA PErMCTPALUIO JIEKApCTBEHHOTO Ipenapara
I10 JIEHb BbIIa4M PETHCTPALIMOHHOTO YAOCTOBEPEHUS;

3. JleueHTpan30BaHHasl MPOLEAYpa PETUCTPALUN JEKAPCTBEHHBIX MIPENapaToB — 3TO:

a) OJIHOBPEMEHHAsl PETUCTpaLUs B HECKOJIBKMX I'OCYJapCTBaX-4ICHaX;

b) nocJei0BaTelbHasi pErucTpalusl B HECKOJIBKUX FOCYy/1apCTBaX-4IEHaX B COOTBETCTBHHM C IEPBO-
HavyaJIbHOM perucTpanuei B pepepeHTHOM ToCcyaapCTBe.

4. B cOOTBETCTBHM C HaJjIeXallel MpakTUKo gapmakoHaa3opa EBpazuiickoro s3KOHOMHUYECKOTO COI03a
«100as HelpeHaMepeHHasl OnOKa pabOTHUKA CUCTEMBI 3/IpaBOOXPAaHEHUs, MMallieHTa Wik MOoTpeduTe-
71 B HA3HAYEHUH, OTITYCKE, I03UPOBKE, BBEACHUH WM ITPUEME JIEKAPCTBEHHOIO IIpemapaTay - 3T0:

> «oIunOKa MPUMEHEHUS JIEKapCTBEHHOT O IpenapaTay.

4.2.3. lllkana oLleHNBaHUS.

Tect

Kpurepun u mkana olleHUBaHUS TECTa

Onenka «OTINYHO» KomnuectBo mpaBuiibHbIX 0TBETOB 90-100%
Onenka «Xopomuio» KonnuecTBo npaBuibHbIX OTBETOB 75-89%
Onenka «Y J0BJIETBOPUTEIBHO» KonnuecTtBo npaBuibHbIX 0TBETOB 60 - 74%
Onenka «HeynoBneTBOpUTENBHO» KonnuecTBo npaBuibHBIX 0TBETOB 59% 1 MeHee

OnuceIBaroTCs KPpUTCPUU U IIKAJIa OLICHUBAHUW.
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4.3. CoOTBETCTBHE OIEHOYHBIX CPEJICTB MPOMEKYTOYHOM aTTECTAIIUU 10 JUCIUIUITHHE (POPMUPYEMBIM

KOMTIETCHIIUSIM
Kox kom- | Kon WMHIMKATOpa TOCTHIKEHUS O1eHOYHBIE CPE/ICTBA IPOMEKYTOUHOM aTTECTAIIUN
METEHIMH | KOMIIETEHIIUU Tecr
OIIK-3 NAOIIK-3.1 +
YK-3 NAYK-3.4 +
[K-2 NATIK-2.4 +
IK-5 NATIK 5.2 +
YK-10 NAYK-10.2 +
YK-2 NAYK-2.3 +

4.4. Kputepuu OLEHKH C(POPMHUPOBAHHOCTH KOMIETEHIIMM B paMKaxX MPOMEXYTOUHOM arTecTaluu Mo

JTUCITUTLINHE
Ko Koz CrpyxrypHbie Kputepuu oneHku c)OpMUPOBAHHOCTH KOMIIETEHIMH
commere | HAMKaTOpa AJICMEHTBI
HIUH JlosTen oueroRHbIx He cdopmupoBana CdopmupoBana
KOMITCTCHITH CpeNICTB
VYK-3 NJYK-3.4 Tect He Bnapeer mudopmanueii, | Bnaneer nHpopMaIneH,
HEOOXOMUMOM sl Ocy- | HEOOXOOUMOW ISl OCy-
IIECTBJICHUS  3aHMMAEMOM | IIECTBJICHUS  3aHUMAeMOM
JOJDKHOCTH Ha (papMarieB- | JOJDKHOCTH Ha (apMaries-
THUYECKOM TPEINPHUATHN, HE | THAYECKOM  TMPEINPHUSATHH,
yMeeT OICHHBaThb HJIEU | yMEET OICHHBATh  UJEU
JIPYTHX YICHOB KOJUICKTHBA | APYTUX YWICHOB KOJUICKTHBA
U OCYIIECTBISITH B3aWMO- | U OCYIIECTBJISATH B3aWMO-
JIEWCTBHE IS JTOCTHIXKEHUS | IEUCTBUE JUISI JOCTHOKCHHS
oOrieit nemu oOmel menu
OIIK-3 NJOIIK-3.1 Tect He 3HaeTr ocHOBHBIC MOJIO- | 3HAET OCHOBHBIC TOJIOXKE-
JKEHUS W TIpaBHWJIA OIpeJe- | HUS U MpaBujia ONpe/IesieH-
JICHHbIE B  HOPMATHBHO- | HbIE B HOPMAaTUBHO-
MPaBOBBIX aKTaX, pErylu- | IPaBOBBIX aKTaX, pEryiu-
PYIOIIUX OTHOIICHHUS MEX- | PYIOIIUX OTHOIICHUS MEX-
Iy GU3NIECKUMU U IOpUIH- | 1y (PU3UUISCKUMH U FOPHIIN-
YecKUMH IUIaMu Ha (Qap- | yeckumu nunamMu Ha dap-
MAaIEeBTUYECKOM PBIHKE MAaIEeBTUYECKOM PBIHKE
YK-10 NAVYK-10.2 Tect He 3maer Tteopernueckue | 3HaeT TEOPETUUECKHE OCHO-
OCHOBBI XO3SMCTBEHHOM Jie- | BBl  XO3SMCTBEHHOM  Jes-
SATEIbHOCTH,  DKOHOMHYE- | TEIbBHOCTH, SKOHOMHUYECKHE
CKH€ 3aKOHOMEPHOCTH U | 3aKOHOMEPHOCTH U OTHO-
OTHOILICHHSI, BO3HMKAIOIIWE | IIEHHUS, BO3HHUKAIOIINE B
B IIPOIIECCE MPOM3BOJICTBA. | TPOIECCE MPOU3BOJICTBA.

15




I1K-2 NIIK-2.4 Tecr He chopmupoBanst 3nanus | ChopMHpPOBAHEI 3HAHUSA
HKOHOMHUYECKHUX 3aKOHO- | 9KOHOMHYECKHUX 3aKOHO-
MEpPHOCTEM W OTHOIIECHWH, | MEPHOCTE W OTHOIICHHH,
BO3HHMKAIIIUX B IPOLECCE | BOSHUKAKIIMX B IpoOIEcce
MPOU3BOJICTBA,  OCHOBHBIX | IPOU3BOJICTBA,  OCHOBHBIX
AKOHOMHUYECKHUX MOKa3a- | FKOHOMUYECKUX MoKasa-
Tene JesaTenbHOCTH ap- | Tenel AesaTeIbHOCTH dap-
MalEBTHUYECKOr0 IPEANpPHUs- | MaLlEeBTUYECKOTO npe-
TUs, TPUHIMIBI o0ecre- | MPUATHs, TPHUHIHUIL 0b0ec-
YEHHOCTH pecypcaMu sl | IEUEHHOCTU pecypcamu Jyist
s dexTuBHOrO QYHKIMOHU- | 3PPEeKTHBHOTO  (PYHKIIHO-
poBaHusA HUPOBaHUs IPOU3BOJCTBA.

YK-2 NAYK-2.3 Tect He 3HaeT TpynoBoe | 3naer TpynoBoe 3aKoHOA-
3aKOHOJIaTEJILCTBO P®; | tenbctBO P®; OCHOBEI Ka-
OCHOBBI KapOBOT'O | pOBOTO MEHEKMEHTA;
MEHE/)KMEHTa; TpeOoBaHUU | TpeOOBaHUS ~ CAaHUTAPHOTO
CaHUTAPHOTO pexuma, | peknuma, OXpaHbl Tpyna,
OXpaHbl TpyJa, MOXKAPHOMU | MOXKApHOM  OE30MaCHOCTH,
0€30MacHOCTH,  SKOJOTHH | SKOJOTUU OKpY’Karoleu
OKpY’Karolen Cpelbl, | cpeabl, MOPSIAOK JIEUCTBUIA
MOPSIIOK  ACMCTBUN TP | IPU YPE3BBIYAMHBIX CUTya-
YpE3BBIYAMHBIX CUTYAlUSAX | IHUSIX

I1K-5 MJITIK 5.2 Tect He Bmapmeer ocHoBamu | Biazmeer ocHOBaMM INIaHU-
IJIAHUPOBAHUS notped- | poBaHUs TOTPEOHOCTH B
HOCTH B MIepCOHAJIE | MEpCOHANE TPOU3BOICTBEH-
MIPOU3BOJICTBEHHOT'O HOTO TOApAa3ACNICHUs], pas-
noJpas3ielieHus, pa3paboT- | pabOTKU MEPONPUSITHI 10
K1 MEpONPUATHIA 10 | ajanTanuu MepcoHania, pac-
azlanTauu MepCOHANIa, | MPEJCICHHs 3a1ad U paboT

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

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

MPOU3BOJCTBEHHOTO  TIOJI-
pasliefieHusi, OpraHu3aluu
PETrYyJISPHBIX MEIUIIUHCKUX
MPOPUITAKTHIECKA  OCMOT-
pOB  MepcoHaia Mojpas3-
JIETICHUI

MEXIy MEepPCOHAIOM MOJ-
paszeneHus, BKJIIOYas KOH-
TPOJb UX BBIMIOJIHEHUS, pa3-
pabOTKU JOKHOCTHBIX HH-
CTPYKLIMH TMepcoHana Mpo-
W3BOJCTBEHHOIO TOApa3Jie-
JIeHUs, OpraHu3alnuu ooy-
YeHUST M OLEHKY 3HaHHU
nepcoHara, pa3paboTku
cucteMsl 3¢deKkTuBHON MO-
TUBALlUU TNIEPCOHAJIA TIPOU3-
BOJICTBEHHOI'O IOjIpa3/erne-
HUS, OPraHU3allK Perysip-
HBIX MEIMIIMHCKHUX Tpopu-
JAKTUYECKH OCMOTPOB IEp-
COHaJja noapa3aeaIeHUI
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5. MeToaunuyecKkue YKazaHud M0 OCBOCHUIO THCHUIIJINHDBI

MeTtoaudeckue marepuanbl At qucuuiuimabl b1.B.06 OcHoBBI ympaBneHus: hapmMareBTHIeCKUM Tpe/I-
npusTHEM (MOJHBI KOMIUIGKT METOAMYECKHX MaTepHUajoB MO TUCIUIUIMHE HaxoguTcs Ha Kadempe
yIpaBiIeHUs U 3KOHOMUKHU (apMallin).

6. YdeOHasi quTEepaTypa AJsi 00y4AIOIIMXCHA MO JUCHHILIHHE

6.1. OcHoBHag nUTEpaTypa.

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

2. Menemxment [Tekcr]: [ydue6.mocobue anst 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. ®uHaHCOBBI MEHEIKMEHT: ymnpapieHue punancamu npeanpusatus [Tekcr]: [yueOHHK s BY30B|
/TuxomupoB EBrenunii ®enopoud. - Mocksa: Akanemusi, 2006. - 381 c.: wi. - (Bpeiciee nmpodeccuo-
HaibHOE oOpa3oBanue). - JIut.: ¢. 375-376. - ISBN 5-7695-2508-8: 228-30.

4. DxoHoMHKa U commonorus Tpynaa [Tekct]: yaeOHuk aist By30B / B. B. Axamuyk, O. B. Pomamos, M.
E.Copokuna. - M.: KOHUTH, 1999. - 407 c. - bBubnuorp.: ¢.401-402. - ISBN 5-238-00042-1: 66-00.6.2.

5. DOxonomwmka npeanpusatus [Tekcr]: [yueOnuk st By3oB] / mon pen. B. f. loppunkensa. - 5-e
u3 . nepepad. u nom. - Mocksa: FOHUTH, 2009. - 767 c.: . - (3010T0H (HOHI POCCHICKUX YICOHUKOB).
-JIut: c. 740-743. - ISBN 978-5-238-01284-1: 272-00.

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

7. HapkeBuu U.A., YrpaBienue u 3koHOMUKa (apmaruu [DneKTpoHHbI pecypc]| / moxa pen. U. A.
Hapxesuua - M. : IDOTAP-Menua, 2017. - 928 c. - ISBN 978-5-9704-4226-5 - Pexum pocryma:
https://www.rosmedlib.ru/book/ISBN9785970442265.html

8. dapmareBTHUeCKas pa3padOTKa: KOHIICTIHS U TMpaKTUYecKue pexkomMeHaanuu [TekcT| : HaydHO-
MIPAKTUYECKOe PYKOBOJCTBO IS (papmarieBTudeckoit otpaciu / moxa pen. C.H. beikosckoro [u mp.]. -
Mockga : Ilepo : @apmkonTpakt, 2015. - 472 ¢

9. baceBnu, A.B.CoBpeMeHHbIE acNeKTbl CHUCTEMbI OOecleyeHHs KadyecTBa Ha (apMaleBTUYECKOM
npeanpusitiu [ Tekct] : yuebHoe mocodue / A. B. bacesuy, U. E. Kayxoga ; Cankr-IleTrepOyprckuii rocy-
JapCTBEHHBIM XUMHUKO-(apmalnieBTHUeckuil yHuBepcurer. - Mocksa : KHOPVYC, 2020. - 318 c. : un. -
(AcniupanTypa u Maructparypa). - bubnuorp.: c. 313-318. (konmpons kauecmea na gpapmayesmuveckom
npeonpusimuu, KOHMpPOIb Cblpbi HA DApMaAYesmuyeckom npeonpusmuu, Xoai0006ds yenv nepeso3Ku
Gapmayesmuueckux npenapamos, ynpagieHue puckamu Ha QapmayesmuiecKom npeonpusmuu,)

6.2. JlononHUTENBHAS INTEPATYPA

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

11. Yopasnenue u sxoHomuka (papmanuu [Tekcr]: B 4 1. T.1: ®apmaneBTuueckas aearenbHocTb. Opra-
Huzauus u peryiauposanue / noxa pen. E.E. JlockyroBoii. - M.: Akagemus, 2003. - 380 c.: ui. - (Boiciiee
npodeccuoHabHOe 00pazoBanue). - bubmuorp.: c. 377-378.
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12. YmupaBnenue u skoHoMuKa dapmaruu [ Tekcr] : yaeOHuK 1yt By30B / mof pen. B.JI. barupogoii. - M.
: Meaununa, 2004. - 720 c. (@apmayesmuueckas 3Ko0HOMUKA, hapmayesmuyeckuli pblHOK, YeH08ds No-
JqumuKka gapmayesmuieckoi opeanuzayul, GapmMaKodIKOHOMUKA, @Gapmayesmuieckuli. MeHONCMEeHM,
Gapmayeemuueckull Mapkemune, Mo8aAPHAs NOJUMUKA DAPMAYe8MUYECKOU OpeaHusayul, uHgpopmayu-
OHHOe oDecneuenue apmayesmuiecko2o busneca, buznec-niaHupoganue (gapm.), roeucmuxa (papm.)
13. Momnax, A.X. VYmnpapieHue puckamu B dapmarieBTuueckoM mpousBojacTBe [Tekcr] = Risk
Management Applications in Pharmaceutical and Biopharmaceutical Manufacturing : niep. ¢ aari. / A. X.
Momnax, M. Jlonr, I'. C. baiicMeH. - [2-e u3a., ucnp.]. - Mocksa : BUAJIEK, 2017. - XXI1V, 440 c. : umn. -
bubnuorp. B xoHue kaxaoi raasel. - ISBN 978-5-904723-02-6 (pyc.) : 500-00. (papmayeemuueckoe
npouzeo0cmeo, ynpasienue Kaiecmeom 6 apm. IIpomviuiiennocmu, npou3eo0Cmeo ieKapCmeeHHbIX
cpedcme, IPOU3BOJICTBO OUONOSULECKUX NPENAPAMOs, NPOU3800CME0 OUOMEXHOIOSUYECKUX NPenapamos,
ganuoayus 6 apmayesmuieckom npou3eoo0cmee, acenmuyeckoe ghapmayesmuyeckoe npouzeo0cmao,
ynpasnenue puckamu 6 gpapm. Ilpouzsoocmee)

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

ba3pl maHHBIX, HTHPOPMAITMOHHO-CIIPABOYHEIC M TIONCKOBEIC CHCTEMEBI - THTEpHET pecypcehl, OTBEUYAIONTHE
TeMAaTHUKe AUCITUIUINHBI, B TOM YHUCIIE:

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

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

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

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

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

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

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

8. Cerp E-LEK mist pycckoroBopsitux crpan OT/aena OCHOBHBIX JIEKAPCTB U JIEKAPCTBEHHOW MOIUTHKU
BO3: auckyccroHHBIH KIy0 KIMHUYECKHX (hapMaKoJIOroB, HOBOCTU B 00JacTH NpPUMEHEHMs JieKap-
CTBEHHBIX CpeACTB. http://www.essentialdrugs.org/elek/

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

7. MarepunanbHO-TeXHH4YecKasi 0a3a, THPOPMALMOHHbIE TEXHOJIOTHH,
NPOrpaMMHoOe o0ecnedyeHne 1 HH(POPMaLMOHHbIE CIIPABOYHbIE CHCTEMBI

1. CHeI_II/IaJ'ILHBIe MNOMCEIICHHUA C IMOCANOYHBIMHU MCECTaMU JIA HPOBCACHUSA 3aHATHH JIEKIIMOHHOI'O THIIA,
3aHATUH CCMHUHAPCKOI'0 TUIIa C UCIIOJIb30BAHUCM MYHLTHMCHHﬁHOFO O60py,[[OBaHI/I}I.

2. TexHUuYeCKHE CPEACTBA O0YyUEHUS: IEPCOHAIbHBIN KOMITBIOTEP; MYJIbTUMEIUUHBIE IPOSKTOPHI.
3. JInuensnoHHble nporpaMMHusle npoaykTel: Windows, Microsoft Office (Excel, PowerPoint, Word).

Crienmanu3upoBaHHbIE  yuyeOHblEe ayJUTOPHUM, OCHALICHHBIX HAIVIAAHBIM MaTepUaioOM |
JUTEPaTypoi, HEOOXOAUMBIMHU JUIS U3YUYEHHUS BOIPOCOB JAUCIUIUIMHBI: YTBEP)KICHHBIMU METOIUYECKUMU
yKa3aHUSMH, CHENUAIBHON JMTEpaTypol M COBPEMEHHOM HOPMAaTHUBHOM JOoKyMeHTauuen. Kaxmwiit
o0yyaromuiicst obecnedeH 10CTyrnoM K OMOIMOTEeYHbIM (DOHIAM aKaJIeMHH U Kadeaphl.

18


https://www.rosminzdrav.ru/
http://www.roszdravnadzor.ru/
http://www.aipm.org/
https://grls.rosminzdrav.ru/grls.aspx
http://www.arfp.ru/
http://www.essentialdrugs.org/elek/
http://www.eaeunion.org/

AHHOTAIIUSA PABOYEHN ITPOT' PAMMBI JIUCIIUTLIIAHBI

B51.B.06 OcHoBSI ynipaBieHus hapMareBTHYECKUM MPEIPUITHEM
Kon n HaumeHOBaHue HanpaBJeHHUs1 NOATOTOBKH, mpopuis: 18.03.01 Xumuueckas TexHoaorus. Xu-

MUYeCKasi TEXHOJIOTUS JIEKAPCTBEHHBIX CPEJICTB.

KBamndukanus (creneHb) BLIMNYCKHUKA: OakaaBp.

®dopma o0yueHHsI: OUHas.

®opmupyemas (bie) KoMIeTeHuusi(n):

OIIK-3 — crioco6eH oCcymecTBIATh MPOPECCHOHAIBHYIO IEATEILHOCTh C YU€TOM 3aKOHOJATeNbCTBA PO,
B TOM YHCJIE€ B 00JaCTH SKOHOMMKH U 3KOJIOTHH.

NOIIK-3.1 — ocymiecTBisieT MpoPecCHOHANBHYIO JIEATETHHOCTh C YUETOM HOPMATHBHO-IIPABOBBIX aK-
TOB, PETYJHUPYIOMUX OTHOIICHUS MEKIY (QU3MUECKUMU U FOPUIUYCCKUMH JHUIAMH Ha (apManeBThde-
CKOM pBIHKE.

YK-3 — cnocobeH ocyIIecTBIATh COLIMATBLHOE B3aUMO/JICICTBIE U PEaTn30BbIBATh CBOIO POJIb B KOMAHIE.
NIYK-3.4 — ocymectBisier oOMeH nHbopMalueil, 3SHaHUAMHU U OTBITOM C YWIEHAMH KOJUIEKTHBa (hapma-
LIEBTHUYECKOTO MPEANPUITHS; OLIEHUBAECT UJEU JPYTUX YJICHOB KOJJIEKTUBA JUIsl JOCTHXKEHUS ITOCTaBJICH-
HOMU IIEJIN.

[1K-2 — roToB HMCHOJIb30BaTh HOPMATUBHBIE JOKYMEHTHI 110 Ka4E€CTBY, CTAaHAAPTU3ALUU U CEpTUUKALIUN
MIPOJIYKTOB U U3JEJIHUN, 2IEMEHThl SKOHOMUYECKOT0 aHAJIN3a B IPAKTUYECKON AESITEIbHOCTH.

NAIIK-2.4 — ucrionb3yeT 3JeMEHThl YKOHOMUYECKOTO aHajlM3a B MPaKTUYECKOW nearenbHocTH; Ocy-
IIECTBIISIET ~ OOPraHW3allMI0 M KOHTPOJIb  paboTel 1o  obecriedyeHUI0  (yHKIMOHUPOBAHUS
(bapmaleBTUUECKOI CUCTEMbI KaueCTBa JIEKapPCTBEHHBIX CPEJICTB.

[IK-5 — cnocobeH opraHu3oBBIBaTH pabOTy MCHOJHUTENEH, HAXOAUTh U MPUHUMATh yIpaBICHUECKUE
pelieHus B 00JacTi OpraHu3alui ¥ HOPMUPOBAHUS TPY/a.

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

VYK-10 — cnocobeH mnpuHUMaTb OOOCHOBAaHHBIE AKOHOMHUYECKHE DELIEHUS B Pa3IMYHBbIX O00JACTIX
KHU3HEICSITEIbHOCTH.

NAYK-10.2 — yyacTByeT B OCYIIECTBICHHMH 5SKOHOMHMYECKOW JIEATETLHOCTH TOJpa3/eleHus
(bapmMaleBTUUECKOTO MPEIIPUITHS C YUETOM TEOPETHUUECKUX OCHOB XO3SIIICTBEHHOM IESTENbHOCTH Ha
OCHOBE 3HaHUIl 00 YKOHOMHUYECKUX 3aKOHOMEPHOCTSAX M OTHOILECHHSIX.

NIYK-2 — ciocobeH ompeaensaTs KPyr 3a/lad B paMKax MOCTABJICHHOM LIeIH U BIOMpaTh ONTUMAaIbHBIC
CHOCOOBI UX PEUIeHUs], UCXO/I1 U3 JCUCTBYIOIIMX MPABOBBIX HOPM, UMEIOIINXCS PECYpCOB M OTpaHHUYe-
HUM.

NAVYK-2.3 — mnanupyeT peanu3anuio 3a7ad B 30HE CBOEH OTBETCTBEHHOCTH C YYE€TOM HMEIOIIUXCS
pPECYpCOB U OTPAaHUYEHUH, JEUCTBYIOIIMX TPABOBBIX HOPM.

O0beM 1 MecTO JMcUMILIMHBI B cTpyKType OITIOII:

JuctunnunHa oTHOocUuTcs K oos3arenbHoi yactu OIIOII, ocBanBaercs Ha 2 Kypce, 4 ceMecTpe, B COOTBET-
CTBUM C Y4eOHBIM TUTAHOM 00Iasi TPYIOEMKOCTh JUCIUILINHBI B 3aU€THBIX €UHHIIAX COCTABISET 4 3. €.
(144 yaca).

Conep:xanue TMCUUILTHHBI

Paznen 1. I'ocymapcTBeHHOE peryinupoBaHHe cdepbl OOpalleHus JeKapCcTBEHHbIX cpencTB. Tema 1.1.
l'ocynapcTBeHHOE peryiaupoBaHue cepbl oOparieHus JeKapcTBEHHbIX cpeAcTB. Tema 1.2. Perucrpanms
NPEeNNpUsATHs U JIMLEH3UPOBAaHHE IPOU3BOJCTBA JIEKapCTBEHHBIX cpelacTB. Tema 1.3. OredecTBeHHAs
(dhapmarieBTHUECKasT MPOMBIIIUICHHOCTh Ha cOoBpeMeHHOM ftare. Tema 1.4. Konmenuus Hamimexammx
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(hapMmaIreBTHUeCKNX MPaKTHK KaK OCHOBa oOecrieueHus 3PHeKTUBHOCTH, Oe3omacHocTy 1 kadectBa JIIT.
Tema 1.5. ®apmakonaazop.

Pazmen 2. ®apmaneBTuueckas  pa3paboTKa — KaKk  HAayYHO-HCCIEIOBATEIbCKUH  MPOEKT
¢dapmaneBTrueckoro npennpuatus Tema 1.1. CoBpeMmeHHBIN (papManeBTUUECKUN PBIHOK: 0COOEHHOCTH
JIC m nyru passutus. Tema 1.2. PapmaneBtuueckass paszpaborka u uccienoBanus. Tema 1.3.
Hannexamas naboparopHast U KiuHUYecKast npakTuku. Tema 1.4. MHbopManimoHHOE COMPOBOKICHHE
JIIT xak HEoTheMIIEMas YacTh (papmareBTUUYECKOM pa3padoTku. Tema 1.5. Perucrpamus JIII. Tewma 1.6.
[TocTperucrpalliOHHbBIN MOHUTOPUHT KauecTBa, 3¢ dexTuBHOCTH U Oe3onmacHocTu JIII.

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

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

®opMa NpPoMeKYTOUHOI aTTecTAllMU — 3a4eT.
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