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1. IlepeuyeHb NJIAHHUPYEMBIX Pe3yJbTATOB 00yUYeHM 10 JMCHUILIMHE,
COOTHECEHHBIX ¢ IIaHupyeMbiMH pe3yabTaTamu OIIOII

Kon Haumeno- | Kopg mamukaro- | HaumeHoBanue uH- | Pe3ynbTarhl 00ydeHUs, COOTHECEHHBIC
KOMIIe- | BaHUE KOM- | pa JIOCTMXKEHUS | JIMKATOpa AOCTUXKE- | C MHAUKATOpPaMU JOCTHUKEHUS KOMIIe-
TEHLMH | NETEeHUUU KOMIIETEHIINHU HUS KOMIIETEHIIUU TEHLIUH

[IK-4 | CnocobGen k NTIK-4.3 OcymectBisier 1ipo- | Ha ypoBHe yMeHuii:

yhpaBJe-
HUIO  TIpO-
1eccaMu
MIPOU3BOJI-
CTBa JIeKap-
CTBEHHBIX
CpEICTB

BEJICHUE KOMILIEKC-
HOTO aHanu3a Jes-
TENbHOCTU  IOApa3-
JIeJICHUS

- YMeer opraHu3oBaTh pabOThI B pas-
JUYHBIX TOJpa3aeseHusx (apmares-
TUYECKOT0 MPEANPUATUS, BKIIOYAIO-
IIM€ IPOLECCHl: PErucTpanuuu U Ju-
LIEH3UPOBAHMS, OOECIeYeHus Kaue-
CTBa, apMalleBTUYECKOI pa3paboTKH,
dbapmakoHaa30pa u Jap.

- YMeeT KOHTPOJUPOBATH BBIMOJIHE-
HUS YCTAHOBJICHHBIX TpPEOOBAaHUU K
MOMEIIEHUSIM U 00OpYyIOBaHUIO (ap-
MalEeBTUYECKOIO0 MPOU3BOJCTBA U UX
00CITy>)KUBAaHHIO

- YMeeT opraHu3oBatb U KOHTPOJIUPO-
BaTh XpaHEHHE U TPAHCIOPTHPOBKY
TOTOBOM MPOJIYKIIUU B COOTBETCTBUU C
YTBEPKACHHON JIOKyMEHTALUEN s
JIOCTH)KEHUS! HEOOXOJMMOT0 KauecTBa
- YMeeT opraHu3oBarb U KOHTPOJIUPO-
BaTh MPOBEJECHUS MOHUTOPUHIA YCIIO-
BHUI ITPOU3BOJICTBEHHOW CPEJIbI

- YMeer npoBOAUTH paboThI O 0TOO-
py u yuery oOpasuos JIC, ucxonHoro
CBIPbSl M YIAKOBOYHBIX MaTEpHAJIOB,
MPOMEKYTOUHON NMPOJYKIIHUU U 00BEK-
TOB

Ha ypoBHe 3HaHuii:

- 3naer [IpaBwia rocygapcTBEHHOrO
perynupoBanus oopamenus JIII, pe-
T'YJISTOPHBIE MPOLIEYpPhl U IMpele/ieH-
Tbl B oTHOIIEeHUHU JIII, Ha pa3HbIX 3Ta-
nax: ¢apMareBTHYecKoi pa3paboTKH;
obecrieyeHrne KauyecTBa Ha (apMmarieB-
TUYECKOM ITPOU3BOJICTBE JIP.

- 3HaeT TpeOOBaHUS K PETUCTpaIUH
JIC;

- 3HaeT AeNOMpPOU3BOJACTBO, BUIBI U
(GbopMBbI TOKYMEHTAIlMU U MpaBUiia UX
oopMIIEeHNS;




Kon
KOMIIE-
TCHIIUN

Hanmeno-
BaHUE KOM-
HEeTEHIINHN

Koxa naaunkaro-
pa AOCTUXKEHUS
KOMITETEHIIN

HanmenoBanue nn-
JIUKaTopa JOCTHXKE-
HUSA KOMIIETEHIIUN

Pe3ynbrarel 00yueHUs, COOTHECEHHBIC
C MHJMKATOpaMHu JOCTUKEHHUS KOMIIE-
TEHIIUN

- 3Haer TpeOOBaHMS CAHUTAPHOIO
peKHMMa, OXpaHbl TpyHa, MOXKapHOU
0€30I1aCHOCTH, DKOJIOTHH
OKpY>KaroIen Cpensl, MIOPAIOK
JIEHCTBUN npu YpE3BbIYANHBIX
CUTYaLUsX;

- 3HaeT MeToAbl IPOBEJACHUS ayJqUTOB
(camMOMHCTIEKLIN );

- 3HaeT MOpSAJIOK BEACHUS MPEIMETHO
KonuuecTBeHHoro yuera JIC;

- 3HaeT (UHAHCOBBIE pecypchbl Mpe-
IIPUSTHS

[K-5

Crnocoben k
opraHusa-
U padboThl
repcoHasa
MIPOU3BOI-
CTBEHHOT'O
nojapase-
TIeHUS

WJIIK-5.2

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

Ha ypoBHe ymeHnii:

- YMeer miaHupoBaTh NOTPEOHOCTH B
[EpPCOHAJIE IPOU3BOJCTBEHHOI'O IOJ-
paszneneHus

- YMeer oueHuBaTh MpohecCHOHATb-
HO-KBATH(DHUKAIIMOHHBIN YPOBEHb TEp-
COHaja IPOU3BOJCTBEHHOIO IOJpas3-
JIEJIEHUS

- YMmeeT pa3pabaTeiBaTh MEPOIPHUATHS
0 aJanTalky epcoHana

- YMeer pacnpenensrh 3aj1a4u U
paboTHI MEX Y TTEPCOHAIOM
Mo/ipa3/iesieHusl, KOHTPOJIb UX
BBITIOJTHEHHU ST

- Ymeer pa3pabarbiBaTh JOJKHOCT-
HblE MHCTPYKLMHU IEpCOHANA MPOMU3-
BOJICTBEHHOTI'O TIOJIpa3AcIcHUS

- YMeer opraHu3oBaThb OOydeHUE U
OIIEHKY 3HaHWW MEepcoHaia Mmojapasjie-
JIEHUH 10 00ecrneueHuIo KayecTBa

- YMmeer pa3pabaThiBaTh cUCTEMY (-
(eKTUBHONH MOTHBAIMU TEpCOHAla
IIPOU3BOJICTBEHHOTO NOAPA3EIECHUS

- YMeeT opraHu3oBaTh pETYISIPHBIE
MEIULIUHCKUE npoUIaKTHIECKHE
OCMOTpBI IIEpCOHANIA MOAPa3AeTCHUI
Ha ypoBHe 3HaHmii:

- 3naer TpymoBoe 3aKOHOAATEIHCTBO
P®

- 3HaeT KaJApOBBIM MEHEIKMEHT,




Kon Haumeno- Kon unnukaro- | HaumeHoBanue uH- | Pe3ynbTarhl 00yueHUs, COOTHECEHHBIC
KOMIIE- | BaHHUE KOM- | pa JOCTMXKEHHUS | JIHUKATOpa AOCTHXKE- | C MHAMKATOPaMHU JTOCTHUKEHHS KOMIIe-
TEHUUU | TETCHIUN KOMIIETEHIIUHT HUS KOMIIETCHIIMHI TEHLIHH

[IpaBuna BHYTPEHHEro TPYIOBOTO
pacrnopsizika, TpeGoBanus
CaHUTApPHOr0 PEKHUMA, OXPAHbI TPYAA,
MOKapHOW 0e30MacHOCTH, 3KOJOTUU
OKpYy>Karolen cpenbl, MOPSAI0K
JNENCTBUN npu YpE3BBIYANHBIX
CUTYaIUSIX
YK-9 Cnocoben NAYK-9.2 VYyactByer B ocy- | Ha ypoBHe ymeHuii:

MIPUHUMATH LIECTBIIEHUU HKOHO- | - YMeeT ¢GopMupoBath HHGOpMAIIU-

000CHOBaH- MUYECKOM JesiTeNb- | OHHYI0 0a3zy Ui MpPUHATUS O0OOCHO-

HbIE 3KOHO- HOCTHU NPEINPUATHUS, | BAHHBIX 3KOHOMHUYECKHX pEIICHUN B

MUYECKHE B TOM YHClie | pa3jIMYHbIX OONACTIX >KU3HEIEATEINb-

perieHus B (dapmareBTHYECKO- | HOCTH

Pa3InYHbBIX
o01acTIx
KU3HEES-
TEJb-HOCTH

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

3aKOHOMEPHOCTAX U

OTHOIICHUAX

- YMmeer IMPUMCHATH PAa3JIMIHBIC MCTO-

JTUKH  TPOBEJCHUS  aHATUTUYECKUX
MPOLEAYpP U UX OCYLIECTBICHHE

- YMmeer npuHUMaTh 0OOCHOBAHHBIE
SKOHOMUYECKHE pelieHus B
pa3IMYHBIX obmacTsx
KU3ZHEIEATEIIbHOCTU

Ha ypoBHe 3HaHuii:

- 3naer [IpaBuna Gyxrantepckoi oT-
YETHOCTH, SKOHOMUYECKHUE IToKa3aTe-
T 1€ATENbHOCTH NPEAIPUATHUS;

- 3HaeT BU/IbI, METO/IbI U 3TAIbI HKO-
HOMMYECKOT0 aHaJIn3a

2. O6bemM U MeCcTO TUCHUILTUHBI B cTpykType OITOIT

JlucummimHa OTHOCUTCS K 4yacTH, popMuUpyeMoil yyacTHHUKaMu oOpazoBarenbHbIX oTHomeHuid OITOII,

ocBaMBaeTcs Ha 3 Kypce, 5 ceMecTpe, B COOTBETCTBUH € YU€OHBIM IJIAaHOM OOIIasi TPYA0E€MKOCTh JUCIIHU-

TJTMHBI B 3a4ETHBIX €UHUIAX cocTaBisieT 4 3. e. (144 akan. yaca).

3. Copep:xaHue U CTPYKTYPa AUCHMILIUHBI

3.1. CrpykTypa AUCIUTIINHBI

HaunmenoBanue
pa3aesioB, TeM

Ne i/

O0beM AUCIUILIMHBI, Yac.

KonrakTHas dopma TeKy-
pabora o0yua- Ko 1ero KoH-
IOLINXCA C Npe- TPOJIfl ycIeBa-

Bcero ! p C|ur| P y
noaaBaresemM €MOCTH, MPo-
4yacoB P | po .
1o BUIAM | MEKyTOUHOI
Y4eOHBIX 3aHSI- aTTrecTaluu
THI




| J1 | 3] o3 |

Cemecmp Ne 4

Pasnen 1.

[CocymapcTBeHHOE peryJimpoBa-
Hue cdepbl obOpaleHus IeKap-
CTBEHHBIX CPEJICTB

28

Tema 1.1

['ocymapcTBeHHOE perynnpoBa-
HUEe cdepbl oOpaleHus JeKap-
CTBEHHBIX CPEJICTB

Tema 1.2

Perucrpamuss npennpustus u
JULEH3UPOBAHKUE MPOU3BOJICTBA
JICKAPCTBEHHBIX CPEJICTB

Tema 1.3

OteuecTBeHHas (hapmarieBTHYC-
CKasl TIPOMBIIIICHHOCTh Ha CO-
BPEMEHHOM JTare

Tema 1.4

Konnenuus wamiexammx ¢ap-
MAIleBTUYECKHX TMPAKTUK Kak
ocHOBa obecrieueHus: dddek-
TUBHOCTH, OE€30IaCHOCTH W Ka-
yectsa JII1

Tema 1.5

dapmakoHa30p

Pazmen 2

®apmarnieBTHYECKasi pa3padoTKa
— KaK Hay4HO - McCCIel0oBaTelb-
CKUH TpPOEKT (apmaleBTuye-
CKOT'0 MPEIIpPUSATHS

32

12

Tema 2.1

CoBpemeHHBIN  (apmarieBTHYE-
cKuit peIHOK: ocobeHHocTH JIC 1
IyTH Pa3BUTHUS

Tema 2.2

dapmaneBTHYeCKas pa3paboTKa
U MCCIEIOBAHUS

Tema 2.3

Hannexamas naGopatopHast u
KJIMHUYECKas MPAKTUKH

Tema 2,4

NHpopMallnOHHOE  CONPOBOXK-
neane JIII kaxk HeoTheMiieMas
4acTh (hapMaleBTHUECKOW pa3z-
paboTku

Tema 2.5

Perucrpanus JII1

Tema 2.6

ITocTperucTpallMOHHBIM ~ MOHU-
TOPHUHT KauecTBa, 3(PPeKTHUBHO-
cru u 6e3onacuoctu JII1

Pazgen 3

OcHOBBI yIpaBieHus
bapMmareBTHYECKIM
pepHUsITHEM

44

18

Tema 3.1

OCHOBBI yIpaBlIeHUs MPEIIpPUs-
THEM

12

Tema 3.2

Pecypchl npennpustus: marepu-
aJbHbIE, TPYJOBBIE, U TIP.

16

Tema 3.3

OCHOBBI OpraHU3alud U HOPMH-
poBaHUs TpyAa

16

Pa3nen 4

OCHOBBI PKOHOMUYECKOHN U
(HMHAHCOBOM JEATEIHLHOCTH
(dapmMarieBTH4ecKoro

38

16




O0beM TUCHHMIIIMHBI, YaC.
KonTakTHas
dopma TeKy-
padora o0yua-
1ero KOH-
OIIUXCH ¢ pe- KO
HaumeHoBaHue TPOJIA ycleBa-
Ne i/ Bcero | mopaBarenrem | C | HT
pa3aesioB, TeM €MOCTH, MPO-
4acoB 1o BUAAM P | po .
MEeKyTOYHOMI
y4eOHBIX 3aHS- Jb
. arrecTauuu
THI
J | JI3 | 113
NpEANPUSITHS
DKOHOMHMYECKHUE TTOKA3aTeNn
Tema 4.1 10 2 4 4
JIESATETbHOCTH
eHo00pa3oBaHUE HA JIeKap-
Temad.2 | LCHOO0P P 8 4 | 4
CTBEHHBIE CPEJICTBA
Tema 4.3 | duHaHCOBBIE PECYPCHI 10 6 4
OcHOBBI HAJIOTOOOIOKEHUS
Tema 4.4 | papmaneBTHUECKUX 10 2 2 6
NPEINPUATHI.
IIpomexyTouHast arrecTanus 2 2 3auer (T)
Bcero 144 | 20 68 56

Ipumeuanue: mecm (T).

3.2. ConeprkaHue TUCHUTITUHBI

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

Tema 1.1. T'ocynapcTBeHHOE perynupoBaHue cdepbl oOpaleHus JeKapCTBEHHBIX cpeacTB. [ocymap-
CTBEHHOE PEryJIMpOBaHUE OXpaHbl 370poBbs, oOpamieHus JIC n menuuuHckux usnenuil. Onpenenenue
OXpaHbl 30pOBbs, MPUHIUIBI, opranu3anusa. CucreMa 3a1paBooxpaHeHns. OCHOBHBIE PErVIAMEHTUPYIO-
M€ MephI 1o o0ecreyeHnIo kauecTBa, 6e3onacHocT U goctynHoctH JIIT. Cornamenne o eMHBIX TPUH-
LUMax U npaBuUiIax oOpalieHus JEKapCTBEHHBIX CPeJICTB B pamMkax EBpa3uiickoro s3KOHOMHUYECKOTO COIO-
3a rocynapcTB — wieHoB. DenepalbHble OpraHbl UCIIOJHUTEBHONW BIACTU B cepe 3paBOOXpaHEHHUS.
I'ocynapcTBenHble Haa30pHBIE Opranbl. OCHOBHBIE (pesiepalibHbIe 3aKOHBI B cepe 31paBooxpaHeHus. O3
«O0 ocHOBax oxpaHsbl 310poBbs TpaxkaH B POy». ['ocynapcTBenHoe perynupoBanue ooOpamenus JIC. @3
«O6 oOpamenun JIC». OcHoBHBIE MOHATHS.. JIulleH3upOBaHue AesTenbHOCTH B cepe obOpamenus JIC.
lNocynapcrsennast peructpauust JIC. Ilponssoactso u mapkuposka JIC. BBog B rpaxknaHckuii o6opot
JIC. Cucrema monuTopunra aswkenus JIII mig menunuuckoro npumeneHus. @apmMareBrudeckas aes-
TenbHOCTh. OnroBas Toprosis JIC. Posununas Toprosis JIII. @apmanernueckue opranuzanuu. Buasl
anTe4YHbIX OpraHu3aluii. BerepuHapHble anTeuHble opraHu3aluy. PerinameHTanus accopTUMeHTa (ap-
MAalEBTUYECKUX TOBAPOB, U3rOTOBJIEHUS U oTnycka, XxpaHeHus JIII. ITpenMeTHO-KOIMYECTBEHHBIH y4eT
JIC nna mennumuckoro npuMmeHeHus. llepeuens JKHBJIIIL. TN'ocynapcTBeHHOE peryimpoBaHuE LIEH Ha
JKHBJIIL. TI'ocympapcTBeHHast perucTpanys MpeaesbHbIX OTIYCKHBIX IieH npousBoauteneil Ha JKHBJIIIL
lNocynapctBeHHBIM KOHTPOJB 1IeH. 3anpeT Ha npognaxy DJIC, HIIC, KJIC. dapmarieBTHUeCcKie OTXOIBI.
OcHoBanus u nopsanok yauuroxkenus JIC. [IpuocranoBieHrne NpuMeHEHHUs JIEKAPCTBEHHOTO Tpernapara.
OrpaHuyeHus1, HalaraeéMble Ha OpraHu3ally, 3aHUMAroIIKecs: pa3paboTKOM, MPOU3BOACTBOM U (UJIH) pe-
anuzanumeit JIIT s MeAMIMHCKOro MPUMEHEHHsI, OpraHu3aluy, o0Iaatomye IpaBaMi Ha UCTIOIb30Ba-
Hue ToproBoro HaumeHoBaHus JIII g MEAMIIMHCKOIO NMPUMEHEHUs, OpraHu3aluy ONTOBOW TOPrOBIIH
JIC mpu OCyIIECTBIEHUH JAEATEIBHOCTU B chepe oOpaleHus JIeKapCTBEHHBIX CpeAcTB. Permamenrarus



xparenus JIC. OTBEeTCTBEHHOCTH 3a HapylieHue 3akoHoAarenbctBa PO npu obpamenuun JIC u Bo3mere-
HUE BpeJla, IPUYMHEHHOT'O 3/J0POBbIO IpaXk/iaH BeieacTBUe npuMeHenus JIII.

Tema 1.2. [lonstue npeanpusatus. Peructpanus npeanpuaTyus U JULUEH3UPOBAHNE IPOU3BOACTBA JEKap-
CTBEHHBIX cpeAcTB. CyLIHOCTh, IPU3HAKU M CTPYKTypa MpeAnpusatus. l'ocygapcTBeHHas perucTpanus
IOPUANYECKUX JIUL] (SIBISIOLNIMXCS KOMMEPYECKUMH OpraHU3alusMi) U UHIUBUIYAIbHBIX IIPEAIIPUHUMA-
tenel. [lepeyeHb TOKYMEHTOB, MPEACTABISEMBIX B HAJOTOBBI OpraH jisi rOCYJIapCTBEHHOM pErucTpa-
MU OPUAUYECKUX JIML NPU UX co3aaHuu. Ilopsok JMieH3upoBaHus AEATEIbHOCTH IO MPOU3BOJICTBY
JIC. JIunien3nonHbie TpeOOBAaHUS K COMCKATEINIO JHUIICH3UH U JIMIEH3UATy MPHU OCYIIECTBICHUH JIESTEIb-
HOCTH 110 npou3BoAcTBY JIC.

Tema 1.3. OtedyecTBeHHas papManieBTUYECKas MPOMBIIUIEHHOCTh HAa COBpeMEHHOM dTare. OCHOBHBIE ac-
IIEKTHI TOCYAAPCTBEHHOI'0 PErYIMPOBAHUS 1€ATEIbHOCTU OT€UECTBEHHBIX MTPEAIPUATHI-IIPOU3BOAUTETEH
Ha COBPEMEHHOM 3Tare pa3BUTHs cepbl oOpamieHus JeKapCTBeHHBIX cpencTB. [lpuopurer rocymap-
CTBEHHOW MOJHUTHUKH B 00JIACTH JIEKAPCTBEHHOTO 00ECTICUCHHS: MOACPKKA OTEYECTBEHHBIX MPOU3BOJIH-
TeJeH JIeKapCTBEHHBIX cpeAcTB. OTeuecTBEHHbIE JTUAEPHI 10 npou3BoacTBy JIII.

Tema 1.4. Konuenmus Haanexamux ¢apMaleBTUYECKUX MPAKTUK KaK OCHOBAa obecrieueHus 3P heKTrB-
HocTH, OGe3zomacHocTH M kadectBa JIII. Obecneuenne kauectBa B cepe oOpailieHus: JeKapCTBEHHBIX
cpenctB. Konuenuus GXP. DTansl )KU3HEHHOTO LIUKJIA JIEKAPCTBEHHOTO cpeACcTBa. PaznuyHble moaxoabl
K BoIpocaM oOecIiedeHMsI KayecTBa JIEKapCTBEHHOIo cpeacTBa. Llenb, cyThb U cofepiaHUEe OCHOBHBIX
H/IJISKAIIUX MPAaKTUK, obecneunBatommx kadectBo JII1 Ha Bcex aTamax >KM3HEHHOTO LuKia. Mcropus
pa3BuTHs MoAxonoB K obOecneueHnro kauectBa JIII. Konmenmms kadecTBa JeKapCTBEHHOTO CPEICTBA,
npoosrinamenHas BO3. [Tonutuka BO3 B oTHOIIEHNH 00pallieHus J1eKapCTBEHHBIX CPEJICTB.

Tema 1.5. ®apmakonanzop. Benenue B ®@apmakonaazop. OCHOBHbIE 3Talbl HCCIEeI0BaHUs Oe30MacHO-
ctu JIC. ®dapMakoHa30p Kak MHCTPYMEHT roCyAapcTBEHHOro KoHTpoisi 6e3onacHoctu JIC. Ompenene-
HUe, IeJb, 337a4n. Mcropus pazsutus cucreMbsl dapMakoHa30p B Halleil cTpaHe U 3a pyoexoM. Mex-
JIYHApOJIHOE COTPYJHUUYECTBO B 00JIACTH KOHTPOJIS U O€30MaCHOCTH JIEKAPCTBEHHBIX CPEJICTB.  3aKOHO-
narenbeTBO B 001actu dapmakoHaa3opa.

PA3JIEJT 2. ®DAPMALIEBTUYECKAS PA3ZPABOTKA — KAK HAVYHO-UCCJIEJIOBATEJIbCKUN
[MPOEKT ®APMAILIEBTUYECKOI'O ITPEAITPUATUA

Tema 2.1. ®dapmaneBTHUECKUN PBIHOK: OCOOEHHOCTHU U MyTH pa3BuTHa. MupoBoii u Poccuiickuii papma-
LIEBTUYECKUI PHIHOK HAa COBPEMEHHOM JTarne pa3BUTHs. OCOOEHHOCTH JIEKapCTBEHHOI'O CPEICTBA KaK TO-
Bapa Ha pblHKe. Kiaccudukanmu 1ekapcTBEeHHBIX CPEICTB 10 Pa3HbIM MPU3HAKAM.

Tema 2.2. @apmaneBTudeckas pa3padboTka u uccienopanus. GapmarieBTHuecKkas pa3paboTka — OT MOUCKa
OMOJIOTMYECKH aKTUBHBIX BEILECTB /10 BbIBO/A Ha phIHOK JIII. MicTopus n myTu co3aHus JIeKapCTBEHHBIX
cpenctB. Pa3pabotka u uccnenoBanus HOBeIX JIC (Research & Development — R&D). Ilarentsr Ha me-
kapctBa. O6mue ceeaenust o nareHtoBanuu JIC. TepaneBTuueckas, 6uoioruueckas u ¢gapmaieBTuye-
CKasl DKBUBAJCHTHOCTH KakK Kputepuil oreHku kadectBa JII[I. BwiOop nexapcTBEHHBIX MpemapaToB s
pa3paboTku. MapkeTHHTOBBIE MccaeAoBaHus, TpenmecTBytomme Beioopy JIII nnst pa3zpaborku. Paszpa-
00TKa KpUTeprUeB 0TOOPA JEKAPCTBEHHBIX MpenapaToB sl pa3paboTKu

Tema 2.3. Hamnexamas nmabopaTopHas M KIMHUYECKash MpakTUKH. JloknuHudeckue uccinepoBanus JIIT.
Hctopus Bonpoca. [Tonstue GLP kak cucteMbl HOpM, IPaBUI U yKa3aHWM, HalpaBJIEHHBIX Ha obecriede-
HUE COIJIACOBAaHHOCTH M JIOCTOBEPHOCTH pE3YJIbTAaTOB JabOpaTOpHBIX HccieaoBaHui. HopmaTuBHbIE
MIPABOBBIEC AKThI, PETJIaMEHTUPYIOIIUE AOKIMHUYECKHE HCCIEeI0BaHUs 0€30MacHOCTH U 3(P(EKTUBHOCTH
JIEKapCTBEHHBIX CpeAcTB B PD. OO0beM AOKIMHUYECKUX HCCIACAOBAHUHN JIJII PETUCTPAIMA BOCIPOU3BE-
NeHHbIX U opurnHaibHbIX JIII. IlnannpoBanne NOKIMHUYECKOrO MCCIEIOBAaHUs, COCTABIECHUE MPOTOKO-
na/mnaHa uccnenoBanus. O6paboTka JaHHBIX Pe3yabTaTOB JOKIMHUYECKOro uccienoBanus. Cocraie-
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Hue ordera. KOHTpOJIb KauecTBa MPOBENEHUS NOKIMHUYECKOrO UccilenoBanus. KnuHndeckue uccieno-
BaHUA: UCTOpUUYECKas cupaBka. Posb knuHMYeckux uccienoBanuil JIC B coBpeMeHHOM cucteMe obecre-
yenust kauectBa JIC. [lonarue o GCP xak 0 MEXIyHapOAHBIX MPABWIAX CO3/IaHUS, BHEAPEHUS U MPOU3-
BOJICTBA HOBBIX JIEKAPCTBEHHBIX CPeACTB. OCHOBHBIE HOPMATUBHO-IIPABOBBIE U METOJUYECKHUE JOKYMEH-
ThI 110 TIPaBUJIaM Ka4€CTBEHHON KIMHUYECKON NpakTUKU. Llenu u Buabl knuHudeckux uccienoanuii JIC.
Mertoab! IIIaHUPOBAaHUA U TPeOOBaHUSA K 00beMy KinHHuYeckuX uccienoBanuil JIC. CTOpoHbI-y4acTHUKU
KJIMHUYECKUX MCCIIEeI0OBAHUMN, UX MIPaBa U 00S3aHHOCTH. DTUUYECKUE ACMEKThI POBEJCHUS KIMHUYECKUX
UCclieIoBaHUM. DTHueckue npoOieMbl IPOBEACHUS UCCIEI0BaHUM Ha 0c000 YsI3BUMBIX IPYIIAX MalUeH-
TOB (€T U MOAPOCTKH, KEHILUHBI PENPOIYKTUBHOIO BO3pacTa, MOXKHJIbIE JIIO/A1, NAllUeHThl B Oecco3Ha-
TEJIBHOM COCTOSIHUU U I1p.). Pa3paboTka nokymMeHTauuu sl KIMHUYECKUX uccienoBanuil. IIpotokon uc-
cienoBanus U Opomrtopa uccnenosarens 1 CRF. MHbopMupoBaHHOE coriacue malueHTa u BeJIeHue nep-
BUYHOM MEMIIMHCKOM JOKYMEHTAIMH B X0J1¢ uccienoBanus. PazpaboTka MHANBUYaTbHON pEruCTpaIiu-
OHHOM KapThl IIPU KIIMHUYECKUX HUCCIEA0BAHUAX JIECKAPCTBEHHBIX CpeAcTB. IIpaBuna ee 3amonHenus, BHe-
ceHue u3MeHeHuil. OOpaboTka JaHHBIX KiIMHMYeckux uccienoBanuil JIC. KonTposs 3a mpoBeneHuem
KJIMHUYECKUX HCCIIEI0BAaHUM JIeKapCTBEHHbIX cpeAcTB. IlpuHImunbl obecriedeHnss KadecTBa M MOPSIOK
(YHKIIMOHMPOBAHUS CUCTEMbl MEHEPKMEHTA KauecTBa B UCCIIEI0BATENbCKON OpraHU3aliH.

Tema 2.4. Hudopmammonnoe compoBoxaenue JIII kak HeoThemsieMas dYacTh (apMarieBTHYECKON
pa3pabotku. HopmaruBHO-mipaBoBasi 0a3a, pErIaMEHTHUPYIOIIAass COCTABJICHWE WHCTPYKIUU ISt
MeaunuHckoro npumeHenus JIII. OcHoBHblE 0Os3aTenbHbIE pa3/ieiabl MHCTPYKUUU AJII MEAULIMHCKOIO
npumenenus JII1. Mapopmannonnsie ncrouHuky HanonHeHus paszaenoB UMIIL. Tpebosanus EADC k
uHpopManroHHOMY compoBokaeHuio JIIT - OOmas xapakTepucTHUKE JEKapCTBEHHOTO Mpenapara s
MEIULIMHCKOTO IPUMEHEHMSI U JTMCTOK — BKJIABIII JJIs TALUEHTA.

Tema 2.5. Peructparus jgekapcTBeHHbIX NpenapaToB. HopmaTtuBHO-nipaBoBas 6a3a, periaMeHTHPYOmas
skcnieptu3y u peructpaunto JIC B Poccuiickont ®@enepanun. [lpaBuina u nopsaok perucrpanuu jekap-
CTBEHHBIX cpelcTB. PopMHpOBaHUE perucTpanonHoro aocke Ha JIII. OcHOBHBIE TpeOOBAaHUS MPEIbSIB-
nsieMble K 00beMy M 0(hOPMIIEHHUIO JOKYMEHTAIMH PErUCTPALMOHHOTO JJOChE, BHECEHHUSI U3MEHEHUH B pe-
ructpanronnoe nocke Ha JIII. T'ocynapcrBennsiii peectp JIC. XapakrepucTuka rocyJapcTBEHHOTO pe-
ectpa JIC, ero poib B mipoiiecce akcniepTussbl U peructpanun JIC. [pouemypa MexayHapoHON TapMOHH-
3alMK OOpaleHusl JIeKapCTBEHHBIX cpeacTB B pamkax EBpA3DC. TpeboBaHus K SKCIEPTU3E U PErucTpa-
uuu B EBpA39C.

Tema 2.6. [TocTperucTpaliiOHHBIE MOHUTOPHHT KauecTBa, 3¢ (HeKTUBHOCTH U Oe3omacHOCTH. OCHOBHBIE
IIPUYMHBI Pa3BUTHUS HEXKENATENbHBIX JIEKAPCTBEHHBIX peakuuil. OnpeneneHue NOHIATHN: «kauecTBO JIC»,
«a¢p¢extuBHoCcTh JIC», «be3onmacHocts JIC». HopmaTtuBHas npaBoBas 6a3a, periaMeHTHPYIOIAs MOHHU-
topuHr 6e3onacHoctu JIC. Tumnbl HexenatenbHbIX peakiuil JIC no kinaccudpukanuu BO3. @aktopsl puc-
Ka UX BO3HUKHOBeHM:. «llapamennkaMeHTO3HBIE» HEKEIATEeNIbHbIE JIEKAPCTBEHHBIE PEAKIMU: TOJIKOBA-
Hue, npodpunaktuka. OcoOEHHOCTH BOSHUKHOBEHUS M METObI MIPEAYIPEKICHHS HEKeIaTeIbHbIX JeKap-
CTBEHHBIX peaklUi y pa3HbIX KaTeropuil moTpeOuTenel JeKapCTBEHHBIX IpernapaToB (IeTH, OepeMeH-
Hble, noxwuisie). [Topsanok opranuzanuu ¢apmMakoHaa30pa HA MOCTPECTPALIMOHHOM 3Tare oOpalieHus
JIC. ABTtoMaTH3MpoBaHHAas MH(OpPMAIMOHHAs cucTeMa (apMaKoHaI30pa: Ha3Hau€HHE W NMPUMEHEHUE
IIPU OCYILECTBIEHUH (papMalieBTHUecKoil npakThku. [lopsaok opranu3aniuy MOHUTOPHHTA 0€30MacCHOCTH
B anTeyHoi opraHu3auuu. O0s3aHHOCTH (apMaIeBTUYECKOIO CHEIMAINCTa B PAMKaX OCYIIECTBIICHHS
(dapmakoHaa30pa Ha ypOBHE anTedHoi opranmzanuu.  COop u mepemaya uHGOpMaMM o0 Ge30MacHo-
ctu JIC ipu ocymiecTBiIeHHH (papMarieBTUICCKOM JACSITEIIBHOCTH.

PA3JIEJ 3. OCHOBBI VIIPABJIEHUS PAPMALIEBTUYECKUM IIPEAITPUATUEM
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Tema 3.1. OcHOBHI ympaBieHusi npennpustueM. [[oHATHE MEHEIKMEHTa U €ro CYNTHOCTHas (PyHKITHS.
OO1ee 1 pa3nmuyust MEXIY YIIPAaBICHHEM H MEHEHKMEHTOM. [IpuHInIel ynpaBineHus. Micropus pa3Butus
MeHekMeHTa B Poccun. Crienmgpuka poccuiickoro MeHEPKMEHTa Ha COBpeMeHHOM 3Tare. OcobeHHOCTH
yrpaBieHus GapMarneBTUIecKuM npeanpustueM. Crnenuduka yrnpaBieHHs )KEHCKUM KOJUIEKTUBOM. Xa-
paKTEepPUCTUKA OCHOBHBIX ()YHKIUH yrpaBienus. OpraHu3alliOHHBIE CXEMBbI YIIPABICHUS MPEAIPUATH -
MHU.

Tema 3.2. Pecypcel npeanpusitus: MaTepuaibHble, TpyAoBbie, U mp. CocTaB TPYAOBBIX pecypcoB (gapma-
LEBTUYECKOTO TMPEANPUATHUS, KATETOPUU MPOMBINIJICHHO-ITPOU3BOJACTBEHHOrO MepcoHana. [lokazarenu
TUHAMUKH (KOA(DPHUITMEHTHI TEKY4YECTH, TTOCTOSHCTBA U OOIIEro 000poTa KaJpoB) U COCTaBa (SIBOYHAS,
CIIMCOYHAs U CPEHECIIMCOYHAs YUCIEHHOCTh) MIEPCOHAA.

Tema 3.3. OcHOBBI OpraHu3aluu ¥ HOpMHUpOBaHUs TpyAa. OCHOBBI opraHu3auu Tpyna. Pazgenenue u
Koorepanus Tpyna. Opranuzamus 1 00CIyXKHUBaHHE paboyero MecTta. Y CIOBUS TPy, IPUEMBI B METO/IbI
Tpyna. JucuuiuiMHa Tpynaa, peXuM TpyAa M oTAsixa. lIpaBuna BHYTpeHHEro TpyAOBOTO pacropsijika.
Pacrnipenenennie o0s3aHHOCTEH Mex 1y paOOTHUKAMU, JOJKHOCTHAS UHCTpyKUusa. HopmupoBanue Tpyaa,
coJiep>kaHue M 1enu HopmupoBanus Tpyaa. Hopmer Tpyna. Knaccudukanus 3arpat pabodero BpeMeHH.
MeTo1pI U3ydeHHUs TPYIOBBIX MPOIIECCOB U 3aTpar padouero BpeMeHu. [IpousBoauTenbHOCTs Tpyaa. 3a-
paboTtHas mnata u ee GyHKUuU. [IpuHIMOBI opraHu3anuu 3apaboTHOW TUIaThl. MUHHMANBHBIA pazMep
omiatel Tpyaa (MPOT) B Poccuun u nopsinok ero pacuera. CpaBuurenshbiii ananu3z MPOT B Poccuu u
psze 3apyOexxHbIX cTpaH. TapugHas cucreMa OoIiaThl Tpy/Aa U €€ OCHOBHBIE dJieMeHTHI. [loBpemenHas u
caenpHas GoOpMBI OIIaTel Tpyaa. becrapudHbie ¥ CMENIaHHBIC CUCTEMBI OILIAThl Tpyaa. Buabl momat u
Ha/10aBOK K 3apaboTHOH 1are paboTHHUKOB (papmaneBTHueckoro npeanpusatus. [lnanuposanue donma
OIJIaThl TPy/Aa W BEIMYMHBI CTPAXOBBIX B3HOCOB BO BHEOMOKeTHbIE (DOHABI Ha (apMareBTUYECKOM
NpEeANPUITHH.

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

Tema 4.1. DxOHOMHYECKUE MOKA3aTENU JI€ATEIbHOCTU. JKOHOMUYECKHUE MOKa3aTelld NMPeANnpusaTus, 3a-
TpaThl MPEANPUATUS U ceOecToMMOCTh Npoaykiuu. Kinaccudukaius 3aTpar Ha MPOU3BOJICTBO U peaiu-
3anuio npoaykuuu. CMmera 3atpaT U KaiubKynauus cedectouMocTH. OCHOBHBIE HANpaBICHUs] CHUKEHUS
ce0EeCTOUMOCTH MPOAYKIIUU (PapMarieBTUYECKOTro mpeanpusatus. Touka 6€3yObITOUHOCTH U KPUTHIECKUN
00beM TTPOU3BOCTBA: TpadUUECKUil U aHATUTHYSCKUNA METO/bI pacueTa. [IpuObuIh Kak OCHOBHOM TOKa-
3aTesb, XapaKTepPU3yIOIIUN pe3ylbTaThl X03IMCTBEHHOM AesITeNbHOCTH (hapMalleBTUYECKOTO MPearnpus-
tusi. Oynkuun npudsu. Bunsl npuosim. Ilopsnok GopmupoBaHus mokazaTeneld MpUObUIA MPEANpHs-
Tusi. OCHOBHBIC HAMpAaBICHHs YBEIWYCHHs MPHUObUIM B (apMaleBTUYeCKOro mpennpustus. Pentadens-
HOCTh H €€ POJIb B OlIeHKe d3(PPEKTUBHOCTH AeITeIbHOCTH (papmarieBTHUecKoro npeanpustus. [lokazare-
JU peHTa0eIbHOCTU U METOJUKA UX pacdyeTa. DKOHOMHUYECKHUE pecypchl (hapMalleBTHUECKOTO MpeAnpusi-
tusi. [IpuHIMNMATBEHBIE PAa3IHYUs MEXIY OCHOBHBIM W OOOpPOTHBIM KamuTtajioMm. [loHsiTHe, cocTaB u
CTPYKTYpa OCHOBHBIX ITPOM3BOJCTBEHHBIX (DOHIOB (papMarieBTHYECKOTO mpeanpustus. [Inanuposanne u
Y4€T OCHOBHBIX MPOM3BOACTBEHHBIX (DOHIOB. BUABI CTOMMOCTHBIX OIEHOK OCHOBHBIX MPOW3BOJICTBEH-
HBIX (OHIOB (MIepBOHAYAIbHAS, BOCCTAHOBUTEIbHAS, OCTATOYHAS, IMKBUAAIMOHHAS, OaTaHcoBas U Cpe/l-
HEroJioBasi CTOMMOCTb). MI3HOC, BOCIIPOM3BOJICTBO M aMOPTHU3AIIMsI OCHOBHBIX MPOU3BOJCTBEHHBIX (OH-
J0B (papMarieBTUIECKOTO MPEeANPUSITHS.

Tema 4.2. IlenooOpa3oBaHHe Ha JEKApPCTBEHHBIE CpeACTBa. ['0CymapCTBEHHOE PETYIMPOBAHHE IIEH Ha
JKHBJIII. T'ocynmapcTBeHHast peructpanus NpeaeabHbIX OTIYCKHBIX IeH mpousBoauTteneit Ha XHBJIIIL.
l'ocynapcTBeHHBIN KOHTPOJIb LIEH.
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Tewma 4.3. ®unancossie pecypcbl. [IpuHIMIBI 1 GYHKIIMKA OPTaHU3AIlUW U yIIpaBieHUs (UHAHCOBOH Jiesi-
TEBHOCTBIO (hapMaleBTUYECKOTO MpeaAnpusaTis. PUHAHCOBBIE pecypchl (papMaIieBTUIECKOro TMpeIpHsi-
TS, ICTOYHUKH WX (DOPMHUPOBAHVS U HAMPABICHUS HUCIIOJIb30BaHUs. [IpUHIIUIT HEPABHOIICHHOCTH JICHET
BO BpeMeHU. [IpolieHTsl U XapakTepucTuku ux omnpenenstomue. Hapamenue u nuckontupoBanue. [Ipo-
CTBIC M CIIO’KHBIC MPOIICHTHBIC CTABKH: YCIOBUS UX MPUMEHEHUS M METO/IbI HAUYUCIICHUS. BHYTpHUTO/10BbIC
MIPOLIEHTHBIE HAUUCTICHUS. DKOHOMUYECKUH CMbICI 3 (HEKTUBHON TOJJOBOM MPOLIEHTHON CTaBKHU.

Tema 4.4. OcHOBBI HaJIOTO00JIOKEHHS (DapMalieBTHUECKUX Tpeanpusituid. [loHaTue u cynHocTh 00s13a-
TenbHBIX oTuncieHuil. Knaccudukanus namoroB u cbopoB. Hamorosas cucrema Poccuu. DieMeHTSHI
Hanoroo6noxxenus. Hamoroseie iabrothl. Hanorosblie pexumbl. DKOHOMHUYECKas CYIIHOCTb, COCTaB U
CTPYKTypa 0OOPOTHBIX CpelcTB (apmarieBThudeckoro npennpusatus. Ctaauu Kpyroodopora 000pOTHBIX
cpenctB. Ucrounuku hopMupoBaHusi 000POTHBIX CPEeACTB (hapMalleBTHUECKOTO mpeAanpustus. Hopmu-
POBaHKE U pacyeT MOTPeOHOCTH B 00OPOTHBIX cpeacTBax. [lokazarenu 3pGEeKTUBHOCTH UCTIOIH30BAHUS
00OpPOTHBIX CPEJICTB U METOIMKA X pacuera. [IyTu yckopeHusi 000paunBaeMOCTH 00OPOTHBIX CPEICTB

4. ®oH/I OLIEHOYHBIX CPEJICTB MO JUCIUHIIINHE

4.1. ®opMbl U OLICHOYHBIE CPEACTBA JJISI TEKYIIET0 KOHTPOJIS.
4.1.1. B xoxe peanuzarmu qucuuiuiiiabl 51.B.06 OcHOBBI ynpaBieHus hapManeBTHUECKUM TPEATIPHITH-

€M HCIOJIb3YIOTCS ClIeAyomne (pOpMbl TEKYIIET0 KOHTPOJS YCIEBAEMOCTU OOYyYaroIMXCs: TECTUPOBa-
HUE.

4.1.2. OueHouHBbIE Cpe/ICTBA AJIs TEKYILEr0 KOHTPOJISI YCIIEBAEMOCTH.
TecToBbIli KOHTPOJIb

1. JlexapcTBEHHBII Ipenapar, OTKpPBIBAIOIIMKM HOBBIM KJacc COeIMHEHUM, Ha 0a3e KOTOpOro Io3/Hee
OydyT CHUHTE3MpOBaHbl OpHUTMHAIbHBIE IIpernapaThl, OOJafarolIMe HHBIMU (apMaKoIOrHUYEeCKUMH,
(apMaKOKMHETUYECKMMHU U (papMaKoJUHAMUYECKMMHU CBOWCTBAMH — 3TO:

» VIHHOBAaLMOHHBII JIEKapPCTBEHHBIN Mpernapar.

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

A. Crioco6 npou3BoJICTBA ACHCTBYIOILIETO BELIECTBA;

b. Xumunueckas Gpopmyina 1elCTBYIOIIETO BEIECTBA;

B. Cnioco6 npumeHeHus JeKapCTBEHHOTO CPE/ICTRA.

3. [IpuuuHsl pocrta 3aTpat papmaleBTHUECKUX KoMIaHUi Ha co3aanue HoBbIX JIC Bce, kpome:

A. ®uHaHCcOBas CTpaTerus KpyHmHEHIINX ¢apMaleBTUYECKUX KOMITaHUM, HalpaBieHHas Ha WHOIAIUIO
pacxozioB, mpeasapsomux JIOHY, 1 UMeroIas CBOEH LENbI0 CO31aTh YCIIOBHS JJII pOCTa OTHOCUTEIBHBIX
JI0XO0JI0B OT IPOAAXKHU, KaK CJIEJICTBUE, pOCTA KAIIUTAIN3aL1H;

b. Poct noTpebnenust 1eKkapCcTBEHHBIX MpenapaToB.

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

I'. HeumoBepHO BBICOKHI YPOBEHb KOHKYPEHIIMM KOMIIAaHUI MEXy co00il.

4. Vcrounuku uH(OpMaLMU A COCTABJICHHS THUIIOBOM WMHCTPYKLMU Ha JIEKAPCTBEHHBIH Mpernapar
(ToKyMeHTa SBJSIONIErocsl 00s3aTeNbHBIM  JUIS  TOCYJAapCTBEHHON pErucTpaluu JIeKapCTBEHHBIX
npenapaToB it MeguuHckoro npuMenenus 10 01.01.2021 roga) Bce 3a HCKITIOYEHUEM:

a) HMHCTPyKIMs Mo npuMmeHeHuto pedepentHoro JIII, yrBepxnennas B Poccuiickoit deneparnum, u
pa3MEIlleHHass Ha [OpTajlle II0 BeACHUI0 [0CyHapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB
(http://grls.rosminzdrav.ru)

b) wunCcTpyKIuM B3anmosamenseMbix JIIT (http://grls.rosminzdrav.ru)
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¢) wuHpopManMOHHbIE MUchbMa MuHn3zapaBa mo Oe3zomacHoctu JIII, pasmemennbie Ha moprane ['PJIC

(http://grls.rosminzdrav.ru)

d) xparkas xapakrepuctuka npemnapata (SPC), omoOpeHHas B cTpaHe pa3paboTunka (HHHOBATOpA)

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

f) wunbopmManusa YnpasineHus mo HaA30py 3a KAUECTBOM IHILEBBIX MPOIYKTOB 1 MeaukameHToB (FDA)

g) HH(bOpMaI_[I/IH B CIIPpaBOYHHKE «CDez[epanLHoe PYKOBOJACTBO IIO HMCIIOJIB30BAHHIO JICKAPCTBCHHBIX

CpEaACTB».

4.1.3. [llkana oLleHUBAHUS [yl TEKYIETr0 KOHTPOJIS.

Tect

Kpurepuu u mkasna olieHMBaHUS TECTa
Onenka «OTINYHO»

Onenka «Xopouio»

Onenka «Y 10BJIETBOPUTEIBHO»
Onenka «HeynoBIeTBOPUTEIBHOY

KomnuectBo npaBuiibHbIx 0TBETOB 90-100%

KonuuecTBo npaBuibHbIX OTBETOB 75-89%

KonuuecTtBo npaBunbHbIX 0TBETOB 60 - 74%
KonuuecTBo npaBuiibHbIX 0TBETOB 59% 1 MeHee

OnuChIBaOTCS KPUTSPHUH U TIKAIA OI[CHUBAHUS JIUISI KQXKIOW (POPMBI TEKYIIIETO KOHTPOJISL.

4.2. ®opMBI ¥ OLIEHOYHBIC CPEIICTBA JIJISI IPOMEKYTOUHOM aTTECTAIIHH.
4.2.1. Kputepun OolleHKH C(OPMHPOBAHHOCTH KOMIIETCHIIMI B PaMKax MPOMEXKYTOYHOH aTTecTa-
AU 110 Y4eOHOMY TIPEAMETY, TUCIUTUIUHE (MOYJIIIO)

Kon CTpyKTYpHEIE
Kon PYKLyP Kputepuu onieHku copMHUPOBAHHOCTH KOMITETEHLIUN
UHAMKATOpa 3JIEMEHTBI
KOMIIETE
JOCTHKEHUS OILICHOYHBIX
HITUU He chopmupoBana CcdopmupoBana
KOMIIETEHIIUH CPEICTB
ITK-4 NAIIK-4.3 TECT He cdopmupoBanbsl ocHOB- | CHopMUpOBaHEl OCHOBHBIE
HbI€ 3HAHUS, MOHATHS, Mpa- | 3HAHUS, MOHATUS, MpaBUia
BUJIA roCy/1apCTBEHHOTO | TOCYAapCTBEHHOIO peryJsu-
perynaupoBanus cdepbl 00- | poBaHus cepbl oOpalieHus
pallleHus  JIEKapCTBEHHBIX | JEKAPCTBEHHBIX  CPEJICTB,
CpeAcTB, BKiIroYas (Qapma- | BKiItoyas  (hapmareBTHYe-
LEBTHUYECKYIO Pa3pabOTKy U | CKYIO pa3paboTKy u
IIPOU3BOJICTBO JIEKAPCTBEH- | IPOM3BOJCTBO JIEKAPCTBEH-
HBIX IIPENapaToB; COBpe- | HBIX IIPENapaToB; COBpe-
MEHHBIC TPUHIMIBI ¥ TOJ- | MEHHBIE  TPUHIUIBI |
XOllbl K PEryJIMpOBaHUIO | MOAXOJbI K PEryIMPOBaAHHUIO
obecneuenus kayectBa JIC. | obecneuenus kauectsa JIC.
I1K-5 NATIK-5.2 TECT He chopmupoBansl 3Hanus | He chopmupoBanbl 3HaHUS

MO0 OpraHm3aluu  pabdoThI
NepcoHa a MPOU3BOACTBEH-
HOTO Tmojpa3aeneHust ¢ap-
MAaIEBTUYECKOTO TPEATPHs-
TS, TIO 3a/1a4aM U paboTam
MEXIY COTPYIHHUKAMHU IOJ-
pas3jiesieHus, BKJIIOYas BO-
POCHl KOHTPOJSI WX BBI-
IIOJIHCHUA

[0 OpraHu3aluu paboTHI
NIEpPCOHANIa MPOU3BOACTBEH-
HOTO TmojpaszzeneHus dap-
MalEeBTUYECKOTO TMPEIIpHU-
ATHA, 1O  3aJadyaM |
COTpYyA-
IOIpa3IeIICH NS,

BKJIrFO4as1s BOIIPOCHI

pabotamMm Mexay
HUKaMH
KOHT-
POJIA UX BBIITOJIHCHU A

13




YK-9 NAYK-9.2 TECT He chopmupoBanst 3Hanus | ChopMHpOBaHEI 3HAHUSA
DKOHOMUYECKUX  3aKOHO- | JKOHOMHYECKHX  3aKOHO-
MEPHOCTEW M OTHOUICHUH, | MEPHOCTEH W OTHOLIEHHMH,
BO3HMKAIOIIMX B IPOLECCE | BO3HUKAIOWMUX B IpOLECcCe

IIPOU3BOACTBA,  OCHOBHBIX | mpou3BO/CTBA, OCHOBHBIX
SKOHOMHMHYECKHMX IOKA3aATE- | oroHOMUYECKHX HOKa34-

Jel NesTenbHOCTH  (apMa-
HEBTHYECKOTO  TPEIIpHs-
TUSl, IPUHIMIIEI 0OecreueH-
HOCTH pecypcaMu s 3¢-
(eKTUBHOTO (PYHKITMOHUPO-
BaHUS POU3BOJICTBA.

Tenei JEATeILHOCTH
(bapmaneBTHYECKOTO0 Mpea-
NpUATHUS, TPUHIUIBI obec-
MIEUYCHHOCTU peCypcaMu JUIs
spdexTuBHOrO  (PYyHKIHO-
HUPOBAHHS TPOU3BOJICTBA.

KomneTenmus cunraercs chopMHpPOBAaHHONW HAa YpOBHE TPeOOBaHWH K JAMCHHUILIMHE (MOIYJIO) B
COOTBETCTBUH ¢ 00pa30BaTeNbHOI MPOrpaMMOii, €CITU M0 UTOraM MPUMEHEHHUsI OLEHOYHBIX CPEJICTB MPO-
MEXYTOYHOM aTTeCTAIlMH WJIM UX OTAEIbHBIX JIEMEHTOB PE3YJIbTATHI, IEMOHCTPUPYEMbIE 00YyJarOy M-
Csl, OTBEYAIOT KPUTEPHIO CHOPMUPOBAHHOCTH KOMITCTEHITHH.

Ecnu nmo uroram nmpoBeieHHON MPOMEXKYTOUHOM aTTECTAllMy XOTsI Obl OJIHA U3 KOMIIETCHIIMMA HE
chopMupoBaHa Ha ypoBHE TpeOOBaHUU K AUCHUHUIUIMHE (MOJIYIIO) B COOTBETCTBUU C 0Opa30BaTEIbHOMN
MIPOrPaMMOii, Pe3yIbTaThl 00YJAIOIIETOCS HE COOTBETCTBYIOT KPUTEPHIO C(HOPMHUPOBAHHOCTH KOMITETCH-
LUH.

4.2.2. IlpoMexxyTo4Has aTTecTalus IpoBOIUTCS B (hopMe: 3aueT

4.2.3. OueHouHbIE CPECTBA IS IPOMEKYTOUHON aTTECTALINH.

1. TocynapcTBo-uiieH, B KOTOPOM JIEKApCTBEHHBIN Mpenapar 3aperucTpUpoBaH (PErUCTPUPYETCs) C
IIPOBEICHUEM DJKCIEPTHU3bl, BKIIOYAIOLICH OLEHKY SKCIEPTHOro oT4era 00 OIEHKe Oe30IacHOCTH,
3¢ (}EeKTUBHOCTH UM  KadecTBa JIEKapCTBEHHOIO IIpernapara, IOATOTOBIEHHOIO  pePepeHTHBIM
roCyJapcTBOM — 3TO:.

» TocynmapcTBo-Tipu3HaHUE.

2. Cpok mpoBeeHUs] PETUCTPAIMM U SKCIEPTU3bI JIEKAPCTBEHHOT0 Mpenapara B pe)epeHTHOM rocyaap-
CTBE HE JOJDKEH NPEBBIIIATH!

a) 210 kaneHaapHBIX AHEW C 1aThl IOAAYM 3asBJICHUS HA PETUCTPALIMIO JIEKAPCTBEHHOTO MTpenapara 1o
JIEHb BBIJA4YX PETUCTPALIUOHHOTO YIOCTOBEPEHMUS;

b) 90 xanenmapHbIX IHEH C JaThl 04K 3asBICHMS Ha PETUCTPALIMIO JIEKAPCTBEHHOIO IIpenapara 1o
JIeHb BBIJJA4YX PETUCTPALIMOHHOTO YI0CTOBEPEHMUS;

¢) 300 xaneHmapHbIX JHEH C AAaThI OJAYM 3asIBJICHUS HA PETUCTPALMIO JIEKAPCTBEHHOIO Iperapara 1o
JIeHb BBIJJA4YX PETUCTPALIMOHHOTO YI0CTOBEPEHHUS;

3. JleneHTpanu3oBaHHas MPOLEAYpa PErMCTPALUNU JIEKAPCTBEHHBIX MPENapaToB — 3TO:

a) OJIHOBPEMEHHAsl PETUCTPALUs B HECKOJIBKUX IOCyapCTBax-4ICHaX;

b) mocnenoBaTenpHas pEruCTpalis B HECKOJBKHX I'OCYJapCTBAX-4IEHAX B COOTBETCTBUU C IIEPBOHA-
YaJbHON perucrpanueil B pepepeHTHOM rocyaapcTBe.

4. B COOTBETCTBHHM C HaJyIeXkalled NpakTukoil papmakoHanzopa EBpazniickoro s5KOHOMHYECKOTO CO03a
«100as HelpeIHaMepeHHasl OnOKa pabOTHUKA CUCTEMBI 3/IpaBOOXpaHEHUs, MMallieHTa Wik MoTpeduTe-
JIs1 B HA3HAYEHUH, OTITYCKE, JO3UPOBKE, BBEJICHUN WU IPUEME JIEKApCTBEHHOTO Nperaparay - 3T0:

» «omuOKa MPUMEHEHNUS JICKapCTBEHHOTO ITperapaTay.

4.2.4. IlIkana ollcHUBaHUSL.
Tect
14




Kputepuu u mkana olieHUBaHUS TECTa

Onenka «OTIMYHO» KonuuectBo npaBunbHbXx 0TBETOB 90-100%
Ouenka «Xopo1io» KonunuecTBo npaBmiibHbIX OTBETOB 75-89%
Ouenka «Y 10BJIECTBOPUTEIIHLHOY KonuyecTBo npaBmibHBIX 0TBETOB 60 - 74%
Ouenka «HeynoBneTBOpUTENHHO KonuuecTBo npaBuiibHBIX OTBETOB 59% U MeHee

OmnuceIBaroTCs KPpUTCPUHU U LIKAaJIa OCHHUBaHUW.

4.3. COOTBETCTBHUE OIICHOYHBIX CPEICTB MPOMEKYTOYHON aTTECTALMH 110 AUCHHUILIHHE (POPMHUPYEMBbIM
KOMIIETEHIHSIM

OI_IeHOLIHBIC CpeacTBa HpOMC)I(YTOHHOﬁ arrecrauuu

Kon xowm- Kon naaukaropa 10CTHREHUS

IETEHIIUN KOMIIETEHITHN Tect
[1K-4 N/IIK-4.3 +
[1K-5 NJIIIK-5.2 +
VK-9 NJIYK-9.2 +

5. MeToauueckue yKa3aHus 10 0CBOEHUIO THCIUIIHHBI

Meroaudeckue matepuaibl o aucuuruinae (ITpunoxenue 1).

6. YdeOHasi 1uTepaTypa A 00y4aOUUXCs M0 JUCIHUIIMHE

1. Makcumenko ['.U., Menemxment [Tekct]| : yduebHoe mnocobue st cryaeHToB BY3oB /
I'.b.Makcumenko — Mocksa ; JlamkoB u K, 2007. — 363 c. : un.-JIut.: ¢.354-357

2. Dxonomuka mnpennpuatus (¢pupmsr) [Tekcr] : yueOnuk / H.b. Axynenko, B.I'. Cnemyxum,
0O.B.3a6enuna ; Poccuiickas sxoHOMuyeckas akagemus um. [.B. Ilnexanosa ; nmox pea. U.0O. Bonkosa,
O.B. lleBatkuna. — 3-e uzganue, nepepad.u gon. Mocksa: UHOPA — M, 2003. — 600 c. (Beiciiee oOpa3o-
Banue). ISBN — 5-16-000842-X: 127-50

3. Owuge, H./x. IIpon3BoACTBO J€KapCTBEHHBIX CPeACTB. XUMUUeckas TexHosorusa ot R & D no mpo-
m3BojcTBa [Teker] : mep. ¢ anri. / Duae [.JIx. - Cankr-IletepOypr : [Ipodeccus, 2015. - 1280 c. : ui. -
bubmuorp.: c¢. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (apmameBTudeckas oTpacib, IPOU3-
BOJICTBO JIEKApPCTBEHHBIX IIPENapaToB, (hapMaleBTUUECKUE TPOU3BOICTBEHHBIE IIPOIECCHI)

4. dapmaneBTHUECKas pa3padOTKa: KOHIENIUs U MpakTHUYecKkue pekomennanuu [Tekcr] : HayuyHO-
MPAKTUYECKOe PYKOBOJCTBO sl (papMmarieBTuyeckoit otpaciu / nmoxa pen. C.H. BeikoBckoro [u np.]. -
Mockga : Ilepo : ®apmkonTpakr, 2015. - 472 ¢

5. VYmnpasnenue u 3xoHoMuka papmanuu [Tekcrt]: B 4 1. T.1: @apmaneBTuueckas aedarenbHocTb. Opra-
Huzauus u peryiauposanue / noxa pen. E.E. JlockyroBoii. - M.: Akagemus, 2003. - 380 c.: ui. - (Bbiciiee
npodeccuoHabHOE 00pa3oBanue). - bubmuorp.: c. 377-378.

7.MartepuajibHO-TexHHYecKass 0a3a, HMHPOPMALMOHHbIC TEXHOJIOIMH, IPOrPpaMMHOeE
o0ecrieyeHne, coOBpeMeHHbIe NpodeccHOHANbHbIe 0a3bl JAHHBIX M HHPOPMALMOHHbIE
CIPaBOYHbIE CHCTEMBI

1. CHGLII/Ia.HI:HI:Ie INoOMCHICHUA C MOCAAOYHBIMU MCCTaMU IJId MPOBCACHUA 3aHSTUN JICKOUOHHOT'O
THIIA, 3aHATHU CCMHUHApPCKOI'0 TUlla C UCIIOJIb30BAHHUECM MYHBTHMCHHﬁHOFO 060py11013aH1/1;1.
2. TexHuveckue cpencTBa 00ydeHHUs: MePCOHATBHBIA KOMITBIOTEP; MYJIbTUMEIUUHBIC TTPOCKTOPHI.
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3. Jlunensuonueie mnporpammubie npoayktel: Windows, Microsoft Office (Excel, PowerPoint,
Word).

4. Crenuanu3upoBaHHBIC y4yeOHBIC AayIWUTOPHH, OCHANICHHBIX HATVIAJHBIM MaTepuaioM |
JTUTEPATypO, HEOOXOAMMBIMU [UISI HW3YYCHHUS BOMPOCOB JAHWCIUIUIMHBL  YTBEPKICHHBIMU
METOAMYECKUMHU YKA3aHUSAMHU, CIELUUAIbHOM JIUTEPATYypOM M COBPEMEHHOM HOPMAaTUBHOU
nokymeHTanuend. Kaxapnii oOywaromuiics 0OecnedeH TOCTYIOM K OHONMMOTEeYHBIM (OHIaM
aKaJreMuu U Kadeapeol.

bazvl oannvix, ungpopmayuonno-cnpasounsvie u nouckosvie cucmemsl - Hnmepnem pecypcot, omee-
yarouwjue memamuKke OUCYUNIUHDL, 8 HOM YUCTe:
1. MunuctepctBo 3apaBooxpanenus PO https://www.rosminzdrav.ru/
2. MUHHUCTEPCTBO MPOMBIIIIEHHOCTH M Toproiu Poccum http:// minpromtorg.gov.ru/ministry /

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

4. MexnyHapoanas denepauus papmaneBTHUECKUX Tpou3BoguTenei http:/www.aipm.org/

5. CailT rocy1apCTBEHHOI'O peecTpa JEKapCTBEHHbIX CPeCTB. https://grls.rosminzdrav.ru/grls.aspx

6. Acconmanus Poccuiickux ¢dapmaneBTHYeCKuX pou3BoauTeei http://www.arfp.ru/

7. BcemupHas opranusanus 3apaBooxpanenus http://www.who.int/ru

8. Cerp E-LEK mis pycckoroBopsitux crpan OTaena OCHOBHBIX JIEKAPCTB U JIEKAPCTBEHHOW MOJUTUKHI
BO3: nmuckyccuOHHBINH KIy0 KIMHUYECKUX (DapMakoIoroB, HOBOCTH B OOJIACTH NMPHUMEHEHHS JeKap-
CTBEHHBIX CpeACTB. http://www.essentialdrugs.org/elek/

9. Odunuanpubiii caiit EBpa3uiickoro 3koHOMU4eckoro coro3a http://www.eaeunion.org/
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AHHOTAIIUS PABOYEN ITPOT' PAMMBI JITACIUILIAHBI

B51.B.06 OcHoBEI ynipaBieHus GhapMareBTHYECKUM MPEIPUITHEM
Kon n HanmMeHoBaHMe HanpaBJIeHUs OATOTOBKH, npoduisi: 19.03.01 «buorexnonorus». ®apmarnes-
THYECKasi OMOTEXHOIOTHs

KBamndukamnus (creneHb) BLIMYCKHUKA: OaKaiaBp

®opma 00yueHHsI: OUHAS

®opmupyemas (bie) KoMIeTeHuusi(n):

[1K-4 — ciocobeH Kk yrnpaBieHUIO IPOLECCaMH MMPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

NATIK-4.3. OcyiecTBaseT NPOBEAEHNE KOMIUIEKCHOIO aHAJIW3a JIEATEIbHOCTH MOAPa3IEICHMSL.

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

NATIK-5.2 — ocymecTBiIsieT pacupefesieHne 3aiad U padoT MEXIy COTPYAHHKAMU TOJpa3iciieHus,
KOHTPOJIb UX BBIITOJHCHHA.

YK-9 — cnocobeH mnpuHUMAaTh OOOCHOBAHHBIC AJKOHOMHYECKHE PEIICHHS B Pa3IMYHBIX 00JIACTAX
JKU3HENEATEILHOCTH.
NAYK-9.2 — y4yacTByeT B OCYIIECTBICHUU OSKOHOMHYECKOH JIEATEIBHOCTH MOAPA3ICICHUS

(bapMaeBTUYECKOI0 MPENPUATUS C YUETOM TEOPETUYECKUX OCHOB XO3SMCTBEHHOM AEATENbHOCTU Ha
OCHOBE 3HaHUI 00 SKOHOMHUYECKUX 3aKOHOMEPHOCTAX M OTHOILEHHSIX.

O0bem n MecTo AucHuIUINHBI B cTpykType OIIOII:

Jucnunnuna otHocutes K oos3arensHoit yactu OIIOII, ocBauBaercs Ha 3 Kypce, 5 ceMecTpe, B COOTBET-
CTBUU C Y4€OHBIM IUIAHOM 00111asi TPYIOEMKOCTh AUCLUILIIMHBI B 3aU€THBIX €JUHUIIAX COCTABIIAET 4 3. €.
(144 akan. yaca).

ConepxaHue THCHHUIINHBI

Paznen 1. I'ocymapcTBeHHOE peryinupoBaHHe cdepbl OOpalleHus JeKapcTBEHHbIX cpencTB. Tema 1.1.
I'ocynapcTBeHHOE peryiaupoBaHue cdepbl oOpalieHus JekapcTBeHHbIX cpeacTB. Tema 1.2. Perucrpanus
MPEANPUATHS U JIMLIEH3UPOBAHUE IPOU3BOJICTBA JIEKAPCTBEHHBIX cpelacTB Tema 1.3. OreuecTBeHHast
(apmalieBTHUECKasl IPOMBIIIIEHHOCTh Ha coBpeMeHHOM 3tane Tema 1.4. Konuenuus Hajnexamux dap-
MaleBTUYECKUX NMPAKTUK KaK OCHOBa oOecneueHus 3¢pGeKTuBHOCTH, Oe3onacHocTH U kayectsa JIII Tema
1.5. dapmakoHa3op.

Paznen 2. ®apmaneBtuueckass  pa3zpaboTka — Kak  HAyYHO-HUCCJENOBATEbCKUM  MPOEKT
¢dapmaneBTrueckoro npennpuatus Tema 1.1. CoBpeMeHHBIH (papmManeBTHUECKUN PBIHOK: 0COOEHHOCTH
JIC u nyru pasButus. Tema 1.2. dapmaneBTuyeckas pa3paboTka W wucciepoBanus. Tema 1.3.
Hannexamas naGopaTopHas U KiIMHUUYecKas npakTuku. Tema 1.4. MHpopmannoHHOE CONMPOBOXKACHUE
JIIT xak HeoTbeMiIeMasi 4yacTh (hapmarieBTHUecKoi paspaboTku. Tema 1.5. Perucrpauus JIII. Tema 1.6.
[TocTperucrpaliiOHHbBIN MOHUTOPUHT KauecTBa, 3¢ dexTruBHOCTH U Oe3onacHocTu JIII.

Paznen 3. OcHoBbI ynpaBieHus (apmaneBTuueckuMm mnpeanpusitieM Tema 3.1. OCHOBBI yIpaBiIeHUS
npeanpustuem. Tema 3.2. Pecypcesl npeanpusaTis: MaTepuanbHble, TpyaoBble, U np. Tema 3.3. OcHOBBI
OpraHu3ali U HOPMUPOBAHUS TPYZa.

Paznen 4. OcHOBBI SKOHOMHMYECKON M (PMHAHCOBOH JAEATEIbHOCTH (HapMalleBTHUECKOTrO MPEIpHUsITHS.
Tema 4.1. DxoHOMHUYECKHE TOKa3aTenu AedrenbHocTd. Tema 4.2. IleHooOpazoBaHue Ha JIEKapCTBEHHbBIE
cpeactBa. Tema 4.3. ®unancosbie pecypcbl. Tema 4.4. OCHOBBI HAIOr0oOJIOXKEHUS (papMalleBTUIECKUX
HNpEATPUATUI.

DopmMa NPOMEKYTOYHON aTTECTALMH — 3a4eT.
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