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1. MepeyeHb npocheccnoHanbHbIX KOMNEeTEHUU, CHOPMUPOBAHHOCTb KOTOPbIX
OoLEeHUBaeTCs B Xxoae NpoBeAeHNA UTOroBoM atrectauum no cneyuanbHocTun 33.08.02
YnpaBneHue u aKOHOMUKa chapmaumm

KomneTteHuns

Kopn

HasBaHue

MnaHupyemble pe3ynbTaTbl 00y4eHUst No
obpasoBaTenbHON NporpaMmme

MNnK-1

rOTOBHOCTb K
npouegypam BBO3a
NeKapCTBEHHbIX
npenapatoe B P® u
BblBO3a J1EKAapPCTBEHHbIX
cpencts U3 PO

3HaTb: OCHOBHbIE MOMIOXEHUA NO NOpPSOKY BBO3A
nekapcTBEHHbIX NpenapaTtoB U MeANUUHCKUX U3aenum
Ha Tepputopmto P® u3 rocygapctB — cTpaH
TaMoXXeHHOro cor3a;

OCHOBHbIE MOMNOXEHUSA MO BBO3Y JleKapCTBEHHbIX
npenapaToB C TEPPUTOPUN TOCYAAPCTB, HE BXOOALLMNX
B TaMOXXeHHbIN COt03;

nepeyeHb CnyyaeB, KoTopble He  TpebyioT
NonyyYeHUss paspelleHns Ha BBO3 JleKapCTBEHHbIX
npenapaTtoB Ha Tepputopuio PP;

nepeyeHb  [OKYMEHTOB, HeobGXxoaumbIX  Ans
Nnoslyd4eHnst paspelleHns Ha BBO3 JleKapCTBEHHbIX
npenapaTos ;

0COBEHHOCTM BBO3a HAPKOTUYECKMX CpeactB wu
MCUXOTPOMHbIX  NIEKApCTBEHHbLIX  MNpenapaTtoB  Ha
Tepputoputo PO 1 BbiBO3a 1Ux B Tepputopumn PO;

NOpsSiAOK  Aonycka  MeOMUMHCKUX — u3genun,
MEeOMUMHCKON  TeXHWKMn  ana  obpawleHus  Ha
Tepputopun PO un nepevyeHb [JOKYMEHTOB NS
nosly4eHust paspeLLeHns ans Beo3a.

yMeTb: 0PopMNATb OpraHn3aunoHHO-
pacrnopsanTesibHyl0 OOKYMEHTauuio And nosyvyeHus
paspeLLeHns Ha BBO3 NleKapCTBEHHbIX NpenapaToB Ha
Tepputoputo PO, BKNoYasa HapkoTU4eckme cpencrea u
NCUXOTPOMHbIE BELLECTBA;

oopMnATL  Bblgady paspelleHusl Ha  BBO3
nekapCcTBeHHbIX rMpenapaTtoB Ha Tepputopuio PO,
BKMOYAA HapKOTUYEeCKNEe cCpeacTBa U MCUXOTPOMHbIE
BELLEeCTBa;

0PopMIIATL OpraHU3aunoHHO-pacnopAaUTENbHYIO
AOKYMEHTbl ONs MONyYeHUsa paspelueHuss Ans BBO3a
MeANUMHCKUX U3Oenun u MeguUNHCKON TEXHUKN;

0POopMNATbL Bblgadvy paspelleHuMs Ha BBO3 BBO3a
MEANLMHCKNX U3OENUN U MEeOULNHCKON TEXHUKN;

BrageTb: npoueadypaMmy BBO3a JleKapCTBEHHbIX
npenapatoB Ha Tepputopnto PO un BbiBO3a
neKkapcTBeHHbIX cpeacTs ns PO

MnK-2

rOTOBHOCTb B
NpoBeAEeHNO npoueayp
no N3bATUIO n3
rpakgaHckoro obopoTta
danbCcMnUMpPOBaHHBLIX,
HegoBpPOKaYECTBEHHbIX,
KOHTpadaKTHbIX

NEKapPCTBEHHbIX

CcpeacTs n NxX

3HaTb: TEOPETMYECKME OCHOBbI, 3aKOHOAATENbHbIE
MW HOpMaTUBHbIE akTbl B 0OMactTm npusHaHus
neKkapcTBEHHbIX npenapaTos
danbcnnunpoBaHHbIMM,  HegoOpOKaYeCTBEHHbLIMY,
KOHTpadaKkTHbIMU;

npasuria YHUYTOXEHUS anbCUULNPOBAHHBIX,
He[0OpOKaYeCTBEHHbIX, KOHTpadaKTHbIX
neKkapcTBEHHbIX  MnpenapaToB,  HaxoOsdWMXcsa B
obpauieHuu;




YHUYTOXEHUE;

OCHOBaHuS ans YHUYTOXEHUS
dranbCcnnUMpPOBaHHBbIX, HenoOpOKaYeCTBEHHbIX,
KOHTpadaKTHbIX JIEKAapCTBEHHbIX NpenapaTos;

nopsaoK nepegayu hanbCcnUUUPOBaHHLIX,
He[0OpOKaYeCTBEHHbIX, KOHTpadaKTHbIX
neKkapcTBEHHbIX MpenapaTtoB ANA  YHUYTOXEHUS
YNOSTHOMOYEHHOW OpraHu3auunuy;

nopsigoK  YHUYTOXEHUA  (panbCcumunMpoBaHHbIX,
He[0BpOKaYeCTBEHHbIX, KOHTpadaKTHbIX
neKkapcTBeHHbIX MpenapaToB, Haxo4AWMUXca nopg
TaMOXEHHbIM KOHTPOSIEM;

nopsaokK YHUYTOXEHUS neKapcTBEHHbIX
npenapaToB, coAepXaliMx HapKoTMYeckue cpeacTsa,
NCUXOTPOMNHbIE BellecTBa, paguodapmaLeBTUYEeCKUX
neKkapcTBEHHbLIX CPEACTB;

nopsagokK OCYLLEeCTBMEeHUs rocygapcTBeHHOM
dyHKLMM MO  KOHTPOMK  3a  YHUYTOXEHUEM

danbCcnnuMpOBaHHBbIX, HegobpOoKa4YeCTBEHHbIX,
KOHTpaaKTHbIX NeKkapCTBEHHbIX NpenapaToB

yMeTb: BbIABNATb dranbcnunumMpoBaHHbIe,
HeJoBpoKavyeCTBEHHbIE, KOHTpadakTHble
neKkapcTBeHHbIE nNpenaparThl;

AOKYyMeHTanbHo odopMnATbL n3bATHE
dranbCcnnUMpPOBaHHBbIX, He[O0BOpOKa4YEeCTBEHHDIX,

KOHTpadaKTHbIX JIeKapCTBEHHbIX MpenapaTtoB U3
obpalleHnsa nekapcTBEHHbIX CPEACTB;

OCyLecTBNATb nepeadvy danbCcnuUnUpoBaHHbIX,
He[0OpOKaYeCTBEHHbIX, KOHTpadaKTHbIX
NeKapCTBEHHbIX MpenapaToB Ha YHUYTOXEHME B
YNONMHOMOYEHHYIO OpraHmM3aumio;

OCYLLECTBNATb KOHTPOSIb UCMOMHEHNA HaA30PHbIX
dyHKUMA B 00ONactM YHUYTOXEHUSI NEeKapCTBEHHbIX
cpencTs;

npenaTcTBOBaTb HEe3aKOHHOMY obopoTy
danbcndnuMpOBaHHBbIX, HegobpOoKa4YeCTBEHHbIX,
KOHTpadaKTHbIX NIEKAaPCTBEHHbIX NpenapaTos.

BnageThb: npouenypou no  uM3bATUIO U3
rpaXkgaHCcKoro obopoTa dhanbCcnpnuUMpoBaHHbIX,
HeJoBpOoKaYeCTBEHHDIX, KOHTpaaKTHbIX
NeKkapCTBEHHbIX CPEACTB N UX YHUYTOXEHUEM, BKITOYas
neKkapcTBEHHble npenaparbl, cogepxawyme
HapKOTUYeCKMe CpeaCcTBa U NCUXOTPOMHbIE BellecTsa U
NX NPEKYPCOPbI.




MNK-3

rOTOBHOCTb K
npoBedeHvo npoueayp
no rocyaapcTBeHHOM
perncTpaumm
nekapCTBEHHbIX
npenapaToB

3HaTb: 3aKoHoAaTelbHble W MPaBOBblE HOPMbI
permcTpaummn nekapcTBEHHbIX NPenapaTos.;

aTansl rocyapCTBEHHOM permcTpaymm
NeKapCTBEHHbIX NpenapaToB U UX COAep)KaHue;

TpeboBaHUS K SKCNEPTHOMY Y4YPEXOEHWIO U
akcnepTam, OCYLLIECTBNSOLLNM 3KCnepTusy
NeKapCTBEHHbIX  MpenapaTtoB B pamkax WX
perucTpaumun, Mopsigok MNPOBEAEHUS  3KCMepTUsbl
NeKapCTBEHHbIX  MpenapaTtoB  Ans  uenem  ux
rocyaapCTBEHHOW perncTpaunm;

nopsiaoK ochopmneHus 7 BblAauu
PErMcTpaLUMoHHOIO YAOCTOBEPEHUS JeKapCTBEHHOro
npenapaTa;

criydam v nopsiiok OTMEHbl rocygapCTBEHHOMN
permcTpaummn nekapCcTBeEHHOro npenapaTta

yMeTb: ochopmnATb 3asBneHne Aans
peructpaumMm  NekapCTBEHHOMO npenaparta n
dopmMupoBaTh perncTpauuoHHOE AOCbE Ha HEero; U
nogaBaTb AOKYMEHTbI HA perncTpauuto

BnageThb: HaBblkaMu opraHusauum
AOKYMEHTANbHOIO  COMPOBOXAEHUS  perncrpauuu
neKapCTBEHHbIX NpenapaToB

MNK-4

FOTOBHOCTb K
NMPUMEHEHMNIO OCHOBHbIX
MPUHLMMNOB yNpaBneHuns
B NpodreccroHarnbHom
AEeATENbHOCTU

3HaTb: TEOPETMYECKME OCHOBbI YNpaBreHus
AEeATENbHOCTLIO OpraHu3auuin, 3aHsaTbix B cdepe
obpalleHuns nekapCTBEHHbIX CPeaCTB;

TEOpeTUYECKME OCHOBbI OpraHusauuMu Tpyaa
nepcoHana B hapmMaLeBTUYECKNUX OpraHn3aumnsax u ux
CTPYKTYPHbIX NoApasfeneHnsix ¢ y4eToMm TpeboBaHui
TEXHUKN 6e30MacHOCTU U OXpaHbl TPYAa;

TeopeTu4eckme OCHOBbI NOCTPOEHUS
MapKETUHIOBbIX CTpaTerMm anTe4yHon opraHmsauunu;
OCHOBbI ynpaBneHuns 4YenoBeYyeCcKMMu

pecypcamu B OpraHusauusix,  OCyLLeCTBIEeHUSN
NNaHNUPOBaHMA U OpraHM3aLmm KagpoBon paboThl;

BnageHue npUHLMNaMm n mMeTogamu
yrnpaBreHns KOHPIMKTamu;

OCHOBbI OPraHM3aLMOHHON KyNnbTypbl;

npyHUMNBL 1M nogxodbl  hOPMUPOBAHUS
OpraHM3aumMoHHON CTPYKTYPbl anTe4YHOW OpraHu3auuun
N OCYLLEeCTBIIEHNE OPraHn3aUMOHHbIX UBMEHEHWI;

OCHOBbI MCUXONOrMK YNpaBreHUs KONNeKTUBOM;

CYLWHOCTb W TMOHATUE UHGOPMALMOHHOM

6e30nacHOCTW, XapaKTEPUCTUKY €€ COCTaBMSIOLNX;
MecTo uHdopMaumoHHon 6es3onacHoOCTM B cuUcteme
HauWoHanbHOM 6e30NacHOCTM CTpaHbl; MCTOYHUKM
yrpo3 MHpopMaLUmnoHHON 6e30MNacHOCTU N Mepbl MO UX
npenoTBpaLLeHNIo; XN3HEHHbIE LMKNbI
KOH(puaeHumansHon uHdoOpMauum B npouecce ee
co3faHus, o06paboTkn, nepefadn; COBPEMEHHbIE
cpeacTtBa 1 cnocobbl obecneyeHnsa MHPOPMaLMOHHON
©es3onacHocTn.

yMeTb: MPUMEHATb  TeopeTU4eCcKne OCHOBbI




ynpaBneHus OesaTenbHOCTbI0 OpraHmM3aunin, 3aHATbiX B
cthepe oOpalwieHns nekapcTBEHHbIX CPeAcTB B
npodeccnoHanbHOW AeATeNbHOCTY;

NPUMEHSATb OCHOBbl OpraHusauuu Tpyaa
nepcoHana B papMaueBTUYECKMX OpraHM3aumax u ux
CTPYKTYPHbIX nogpasgeneHmsax ¢ ydetom TpeboBaHun
TEXHUKM 6e30MacHOCTM 1 OXpaHbl TPyAa;

paspabartbiBaTb NPOEKTbl MUCCUM U BUAEHUS U
cTpaTtermm uenen anteydHon opraHusauuu;

BolbupaTb 4N KOHKpPeTHoM 6usHec-nos3vumm
anTe4YyHoNn  opraHuM3aumMm  KOHKpeTHyto  6asoByto
KOHKYPEHTHYIO CTpaTeruio;

paspabaTbiBaTb n npeacraBnATb B
dopmanmM3oBaHHOM Buae TOBapHO-MapKETUHIOBYHO
cTpaTernto anTe4YHoOn opraHn3aumm;

noHnMmaTb cneunduky coaepxaHunsa "
ocobeHHOCTN anroputMa paspaboTku onepalyoHHOWN
cTpatermn, UHAHCOBOW  cTpaTerMm, crpaTerum
NCMNOSIb30BaHNSA U pasBUTUSA NepcoHana;

NPUMEHATb anroputTMm paspaboTku cTpaTterum
KOHKYPEHTHOro npeuMmyLiecTsa kak obuien ctparterum
drapmaueBTUYECKON opraHn3aunm,

NPUMEHSTb NPUHUMNBI NPOEKTHOrro
MEeHe)KMeHTa B ynpasneHun apmaleBTU4eCKomn
opraHusaumen;

OCYyLLEeCTBNATb AenoBoe obuieHune: nybnnyHbie
BbICTYMMEHNSA, NeperoBopbl, NpoBegeHne COoBeLLaHui,
AENOBYO NEPENNCKY, 3NEKTPOHHBIE KOMMYHMKaLNWK;,

pa3pabaTbiBaTb MNPOEKTbl, OPraHM30BbIBaTb WX
BbIMONIHEHME, OUEHMBaTb pe3ynbTaTtbl, BKNKO4Yas
NPOEKTbI B NPOABMKEHNN nekapCTBEHHbIX
npenapaTos, pacLmpeHmn n CNUSIHAN
dapmaueBTMYeCKoro busHeca,;

yuuTbiBaTb  NOCNEACTBMS  YNpaBliEHYECKUX
peweHnn ”n OencTteui C  No3numMm  coumanbHOW
OTBETCTBEHHOCTM

NPUMEHATb Ha NpakTUKe TeopeTndeckme 3HaHus
Ans peanu3aumm OCHOBHbIX MPUHUMMOB YNpaBreHns
nHdopmMaunoHHon 6GesonacHocTbio B hapmauuu;
KnaccnguumpoBaTb 3alLimaemMyo MHgopmaumo no
BUOAM TaWHbl U CTENeHsAM KoHdMAEeHUNaNbHOCTK;
KnaccuguumpoBaTb OCHOBHblE Yrpo3bl 6e3onacHoCTH
nHdopMauum; nNPUMEHSTb OCHOBHble MpaBuna u
NONOXEHNA [OOKYMEHTOB CUCTEMbI CcepTudukaumm
Poccuinckon degepauum B obnactn nHpopmaumoHHON
©e3onacHocTn

BnageTb: HaBblKaMW no yrnpaBneHuo
opraHmsaumsamMu, 3aHaTbiMM €  cdepe obpalleHus
NEeKapCTBEHHbIX  CPeaCTB W UX  CTPYKTYPHbIX
noapasaeneHnsx;

HaBblkaMW oOpraHuM3aumm Tpyda nepcoHana B
drapmMauleBTUYECKNX OpraHn3aumsax U UX CTPYKTYPHbIX




nogpasgeneHunax c y4yeToMm TpeboBaHui
6e30nacHOCTM 1M OXpaHbl Tpyaa

MeToZaMu MNaHUPOBaHUA MPOEKTOB, MeTo4aMM
Glo4KeTUPOBaHMA MNPOEKTOB, METOA4aMW aHanmsa U
KOHTPOMS 3a XOAOM peanuaauun npoeKTos;

npyemamm Mo YMNpaBfEHUIO KOHMINKTHLIMM
cUTYyaunsmu;

HaBblkamMn MO POPMUPOBAHNID MOTUBALMOHHbBIX
cucteMm  Ona  nepcoHana B dpapmaleBTUYECKOn
opraHusaumm

CMOCOBHOCTbLIO paboTaTb B rpynnax,
OCYLLIECTBNATb achpekTnBHbIE KOMMYHMKaLnK,
AEnoByto nepenmncky, BrnageTb NCKYCCTBOM

npeseHTauun w BedeHUd NeperoBopoB, [OenoBbIM
3TUKETOM;
npakTU4ecKnmMm HaBblkaMun ynpasneHus
MHdopMaunoHHon 6e3onacHOCTbIO B hapmanmm
HaBblkaMn onpefeneHns OCHOBHbIX Yrpo3

6e3onacHoCTK nHcopmauuu; NpaKkTU4ECKNMM
HaBblkaMX  MPUMMEHEHNs  MEeTo4OB W CPeAcTB
obecneyveHuns B6esonacHocTu NHopMaLnu;
NpakTU4ECKNMMN HaBblkaMu ynpaBneHus

MHdOpMaLMOHHON Be30nacHOCTbIO B hapmaummn

MNK-5

rOTOBHOCTb
opraHu3auum
dhapmaneBTUYECKOMN
AEeATenbHOCTU

3HaTb: MPUHUMNBLI  Hagnexawux npakTuK
anTe4YHOWN OeATENbHOCTU, XPaHEHNS N NEPEBO3KN;

MOAENM 1 noaxonbl NO yrNpaBreHUo Ka4yeCcTBOM
dhapmaueBTUYECKNX YCHYT;

Knaccmukaumio OCHOBHbIX BMAOB MPOLECCOB,
N3 B3aMMOCBA3b B CUCTEME YyNpaBlieHUsI KAa4yeCTBOM
neKkapcTBEHHbIX npenapaTtoB MNpuW  OCYLECTBNEHUN
PO3HNYHON TOProBNM NIEKAPCTBEHHBLIMX NpenapaTamm
Ha OCHOBe MeXxayHapoaHblx ctaHaapTos cepun NCO;

CTPYKTYPY W  HamnosfiHeHME  CTaHAapTHbIX
onepaumnoHHbIX Npoueayp;

Hagnexallyto NpPakTUKy XpaHeHus
nexkapCTBEHHbIX NpenapaToB U UX TPAHCMOPTUPOBKMU;

Hagnexawlyo gUCTpnbbLIOTOPCKYIO NPaKTUKY.

yMeTb:

paspabartbiBaTb CTaHO4APTHbIE OMepaunoHHbIE
npoueaypbl MO BCEM OCHOBHbLIM MPOLECCaM CUCTEMBI
MEHe)KMEHTa KayecTBa anTeyHOM opraHusaumm wu
opraHu3auuu no ONTOBOW TOProsrie fnekapCTBEHHbIMU
cpencrTeamy;

paspabaTtbiBaTb pPYyKOBOACTBO MO  KayecTBy
anTe4yHom opraHmnsauum;

OCYLLECTBNATb M3MEepeHue, aHanu3 OCHOBHbIX
NPOLIECCOB anTe4YHOM opraHmsauMm WM Ha OCHOBe
NOJSTyYEHHbIX pe3ynbTaToB COCTaBNATbL MEPONPUATUS C
y4eTOM PUCK-MEHEKMEHTA.

BnageTb:

HaBblkaMW aHanuM3a TekKyllero pecypcHOro
obecneveHnss n noTtpebHocTen dapmaueBTUYECKON




opraHusauuu;

HaBblKamu OLLeHKM notpebHocTen
drapmaLeBTMYECKON OpraHn3aunmn B pecypcax;

HaBblkaMW UCCNefOoBaHUs pPblHKa MOCTAaBLLMKOB
ToBapoB, paboT, ycnyr;

HaBblKaMu onpegeneHus ONTUManbHbIX
NOCTaBLLMKOB, OpraHuM3aLmm npoLecca 3akynok;

HaBbIKaMW 3aKITHOYEHUSI U KOHTPOSIS UCMNOSTHEHMS
AOroBOPOB Ha NOCTaBKy TOBapoB, paboT, yCnyr;

HaBblKaMW OLUEHKN 3PPEKTUBHOCTU PECYPCHOIro
obecneyveHnsa hapmMmaLeBTUYECKON OpraHM3aumm;

HaBblKaMu pa3paboTku KOPPEKTUPYHOLLMX
MeponpuATUIA Mo pesynbTaTam aHanuaa,

HaBblkamu nogbopa, npuvema W aganTauun
nepcoHana gapmMaueBTUYEeCKON opraHn3saumm;

HaBblkaMW OpraHusauum oby4vyeHust nepcoHana
drapmavueBTUYECKON opraHn3aunm,

HaBblkaMW NPOBeAEHUsT chneunanbHOM OLEHKU
ycrosun Tpyaa;

HaBblkamMn hOPMUPOBaAHUS CTaHAapTa KayecTsa
3aKynKwu, NpUeMKMH, XpaHeHus, peanusauuu
NeKapCTBEHHbLIX MNpenapaToB W ApYyrMx TOBapoB
anTe4yHoro accopTUMEHTa, WM3roTOBMNEHUS U OTnycka
NeKapCTBEHHbIX MpenapaToB B YCMNOBUSX anTeYHOM
opraHusauuu;

HaBblkaMW OpraHuM3aLMmM MOHUTOPUHra TeKyLlen
AEeATeNbHOCTU  OpraHu3auMm Ha  COOTBETCTBUE
paspaboTaHHbIM cTaHaapTam;

HaBblkamn cbopa u aHanusa MHpopmaumm no
pesynbTataMm MOHUTOPUHTa;

HaBblkaMu pa3paboTku " peanusaumm
KOPPEKTUPYIOLMX  MEpPONpuATUA NOo  pesynbratam
aHanuaa,

HaBblkaMK  MNnaHMpoBaHWs U paspaboTku
MepOnpUATU no MHOPMaLMOHHON n
KOHCYIbTaLNOHHOW NOMOLLM LieneBbIiM rpynnam;

HaBblkaMm opraHusaumm NHOPMALNOHHO-
NPOCBETUTENBCKUX MEPONPUATUIA ANA HaceneHus wu
MenpaboTHMKOB MO nponaraHae 3gopoBoro obpasa
XW3HW, pauMoHanbHOrO NPUMEHEHUS NeKapCTBEHHbIX
npenapaTos;

HaBblkaMu pa3paboTku cucTeMbl
WHOPMUPOBAHUN  LEeneBbIX  rPYnn O  HOBbIX
neKapCTBEHHbIX NpenapaTtax, CUHOHMMaxX U aHarorax,
O BO3MOXHbIX MOOOYHbLIX AENCTBUSX NEeKapCTBEHHbIX
npenapaTos, UX B3aMOLEeNCTBUY;

HaBblkaMn oOpraHMsaumm obpaTHOM CBSA3N C
notpebutenamm MHOPMaLNOHHbBIX YCAYT;

HaBblkaMu no opraHusaumm XpaHeHus
neKkapCTBEHHbIX MNpenapaTtoB, BKNOYaa XpaHeHue
nekapcTBeHHbIX npenapaToB, Tpebywowmx ocoboro
XpaHeHus.




MNK-6

FrOTOBHOCTb K OLEHKe
9KOHOMMUYECKUX n
JoMHaHCOBbIX
nokasarerneu,
npuMeHsieMbIx B cgepe
obpalleHuns
NeKkapCTBEHHbIX
cpencts

3HaTb:

OCHOBHble  HanpaBlieHUss  rocygapCTBEHHOW
coumnanbHoM W puHAHCOBOM NONMUTUKM B obBnactu
nekapCTBEHHOro obecneveHuns;

WHCTUTYUMOHarbHbIE HOPMbI B cchepe
perynupoBaHus dMHAHCOBO-3KOHOMMYECKOW
DeATenbHOCTN  dpapMaLeBTUYECKUX  OpraHusauui,
NOMOXEHNA HOPMATUBHLIX MPAaBOBbIX aKTOB, B TOM
yucrne B COOTBETCTBMM C COrMalleHUsMn O eduHbIX
NpUHUMNax M npaeBunax obpalleHns nekapcTBEHHbIX
CpeacTB B paMkax EBpasnMmnckoro 3KOHOMWYECKOro
COl033;

doMHaHCOBbIN MEHEeO)KMEHT " OCHOBBI
cTpaTern4yeckoro nNnaHMpoBaHUs;

ynpaBrieH4YeCKUN, Oyxrantepckun n
cTaTUCTUYECKUN ydet B dapmaueBTUYECKOMN
opraHusauuu;

MeToabl PpMHAHCOBOro aHanusa;

CTPYKTYpPY [AOXOAOB W pacxogoB anTeyHowm
opraHusauuu, pesynbTaTbl do1MHaHCoBO-
XO3AMCTBEHHON OEATENbHOCTU;

TpeboBaHNA K COCTaBEHUIO CBOAHOrO broaxeTa
n 6anaHca hapmMmaueBTUYECKON OpraHn3aunu;

TpeboBaHNA K CUCTEME BHYTPEHHErO KOHTPONS
NCMNOSTHEHUS BrogKeTa U ero MOHUTOPUHTA;

TEXHOSIOMMM KOHTPOMS WCMNONHEeHus 6rogxeTa
dapmaueBTUYECKON opraHn3aunu,

TpeboBaHNA K BEAEHUIO W NpeacTaBrEHNIo
AOKyMeHTauum  UHaAHCOBOW, CTaTUCTUYECKON U
OyxranTepckon OTYETHOCTWU, CTPYKTypa W COCTaB
OTYETHOW AOKYMEHTaLNN;

NHOPMALNOHHLIE CUCTEMBI n
WHOPMAUNOHHbIE  TEXHOMOMMKN, UCNOSIb3yeMble B
drapmaLeBTUYECKON OpraHn3aunu.

yMeTb:

NnpPoBOAUTb domHaHCOBbIN aHanu3a
AesaTenbHOCTN dhapMaLeBTUYECKON opraHn3aunu;

OUeHMBaATb CUTyaLMO M NPOrHO3MpoBaTb ee
pa3suTue, BblpabaTbiBaTb BapuaHTbl UHAHCOBLIX
pPEeleHnn Wn OueHMBaTb PUCKW, CBA3AHHbIE C WX
peanunsaunen;

oueHuBaTb apPeKTNBHOCTb npUMeHeHus
MeToA0B dMHaHCOBOIO NnnaHMpoOBaHus npu

NnoaroToBke GrooxeTta hapmaueBTU4EeCKON
opraHusauuu;

aHanuanpoBaTb W MPOrHO3NPOBaTb CTPYKTYpPY
[0X040B n pacxonos dapmavreBTU4ECKOM
opraHusauuu;

oueHmBaTb 060OCHOBAHHOCTL (POPMUPOBAHUSA
CTPYKTYpbI GrogxkeTta hapmaueBTU4eCKon
opraHusauuu;

OCYLLECTBNSATb KOHTPOSlb  (POPMMPOBAHUS U




MUCMNONHEeHUs olooxkeTa dapmaLeBTUYECKON

opraHusauuu, NpoBOAUTb CBOEBPEMEHHYH0
KOPPEKTUPOBKY;

obecneuynBatb M NPOBOAUTL CUCTEMATUYECKYHO
OLIEHKY 3P PEKTUBHOCTHN MepOonNpUATUI no
obecneyeHnto 1N ynyyleHnto KavectBa (pMHaHCOBOro
nnaHNPoOBaHMS.

BrnageThb:

HaBblKamu onpegerneHus NCTOYHMKOB

WHdopMauum  Oons  nNoarotoBkn  0H6OCHOBaAHHOIO
OlooxeTa;

HaBblkamn  dopmmpoBaHna  BGrogxketa Mo
HanpaBfeHnsM TeKyLLen DEeAaATenbHOCTH
dapmaueBTUYECKON opraHn3aunu,

HaBblkamMn  npeacrtaBneHns  Gogpketa  Ha
cornacoBaHue N yTBepXxaeHue;

HaBblkaMN MHOPMNPOBAHUA UCMONHUTENEN 00
yTBEpXaeHUn brogxeTa;

HaBblkaMW KOHTPOMS WUCMONHEeHns OroakeTa no
HanpaBeHunto TEKyLLEeN [eATenbHOCTH ans
onpeaeneHnst BO3MOXHOCTM MUHUMN3ALUUN U3OEPXKEK;

HaBblkaMW BbISIBIIEHUSI Clly4aeB OTKIOHEHUs OT
OrogKeTa, BbIACHEHUS NMPUYNH U NPUHATUS PeLUeHUn o
KOPPEKTUPOBKE;

HaBblkaMn npeacTaBneHuss uHdopmaumm o
BbINONHEHUN BrogKeTa B YCTAHOBIIEHHOM MOPSAAKE ;

HaBblKaMWu opraHusaumm NoAroTOBKM
OTYETHOCTU, CBA3AHHOW C BbINONHEHNEM DIOXKETA;

HaBblkaMW aHanu3a WCNonHeHns OrooxkeTa
ansa éyayuiero 610a4XeTHOro NaHMPOBaAHNS;

HaBblkaMX BbISIBIEHUSI CIly4aeB HeLeneBoro
NCnonb3oBaHMs OIODKETHbIX CPeacTB M MNPUHATUSA
COOTBETCTBYHLLMX MEP.

MK-7

rOTOBHOCTb
opraHusauum
TEeXHOMOrMYecKknx
npoLeccoB
npou3BoACTBe
N3roToBMEeHUU
NeKapCTBEHHbIX
cpencTs

npu

3HaTb:

HOpMaTUBHYO [OKYMEHTaLMIo,
pernameHTMpYoLLYy NPOM3BOACTBO JIEKAPCTBEHHbIX
npenapatoB B anTekax W Ha gapmaueBTUYEeCKUX

npeanpuaTmsx
NPUHLUMNBI Banugaumm TEXHOSTOrM4YEeCKNX
npoueccos, KBanudunkaumm NOMeLLEHUN "
obopynoBaHus, MHXEHEPHbIX CUCTEM
yMeTb:

OCYLLECTBNSATb OpraHM3aumio TEXHOMOMMYecKoro
npouecca npuv MPOM3BOACTBE W  WU3rOTOBIEHMU
NeKapCTBEHHbIX CpeacTB

OpraHu3oBbIBaTb paspaboTky M BHeOpeHue B
NPOU3BOACTBO OMTUMU3UPOBAHHBIX TEXHONOMMYECKNX
NpPOLECCOB;

BnageThb:

HaBblkamMy MO OpraHU3aLUun TEeXHONOMMYECKUX
NMpoLeccoB nNpuv NPOM3BOACTBE W  WU3rOTOBMEHMU
neKapCTBEHHbIX NpenapaTos.




HaBblkaMW  MMaHWpPOBaHMS U yrpaBrieHust
KOMMrekcoM paboT no aHanmay TeXHONMOrMYeCcKUx
npoueccoB hapmaLeBTUYECKOrO NPOU3BOACTBA U WX
COBEPLLEHCTBOBAHUIO B COOTBETCTBUU c
yCTaHOBNEHHbIMY TpebGoBaHMAMM

MK-8

MK-9 | roToBHOCTb K 3HaTb: NepeyYeHb HOPMATUBHbIX NPABOBLIX AKTOB,
opraHu3auumM KOHTPOSS | perynmpyoLmx NCNONHEeHWe rocyaapCcTBEHHOM
KayecTBa yHKUMM MO B 4acTU OpraHumsauum M npoBeneHus
NEeKapCTBEHHbIX NMPOBEPOK COOTBETCTBUSI JIEKAPCTBEHHbLIX CPEACTB,
CpeacTs YCTAHOBIEHHbIM  TpeboBaHMsAM K WX  Ka4yecTBy

(rocynapcTBeHHbIV Haa3op)

npegMeT rocygapCTBEHHOro Haa3opa, BUabl;

npaBa M 00A3AHHOCTU NWL, OCYLLECTBASOLMX
rocygapCTBeHHbI Hag3op B obnactu  kadvecTBa
neKapCTBEHHbIX CpeactB WM vy, B OTHOLUEHWUW
KOTOPbIX HAaA30p NPOBOAMUTCS;

cocTas, nocnegoBaTenbHOCTb n CpOKM
BbIMOMIHEHUS  agMUHUCTPATMBHBLIX  Npoueayp B
obnactu rocygapCTBEHHOro Haasopa (nnaHupoBaHue
npoBeaeHNsT MNPOBEPOK, MPUHATUE  peLleHust O
npoBedeHUn MNpPOBEpPKU, NPOBeAEHUE  MPOBEPKMU,
odopMmIieHMe pesynbTaToB MPOBEPOK, MPUHATUE MepP
no pesynbtaTtam NPOBEpPOK U Ap.);

nopsaok n dopMbl KOHTpOnNs 3a
OCyLLeCTBNeHnemM rocygapCTBEHHOro KOHTpONS
KayecTBa NleKapCTBEHHbIX CPEACTB

yMeTb: NPUMEHATb HOPMbl aaMUHUCTPATUBHbLIX
npoueayp MO OCYLWECTBMEHUIO OCYyAapCTBEHHOIO
KOHTpoONnss B obnactm KavecTtBa feKapCTBEHHbIX
CpeactB B 4acTU  NNaHWPOBAHWUSA, OpraHu3aumm,
nposeaeHus, odopmneHus pe3ynbTaToB
rocyaapCTBEHHOIO KOHTpOnNs 3a KayecTBOM
neKapCTBEHHbIX CPEACTB;

OCYyLLECTBNATb MOHUTOPUHT ©e3onacHocTn
NeKapCTBEHHbIX CPEACTB B YCIMOBUSX OCYLLECTBIEHUS
drapmMaLeBTUYECKON OEATENBbHOCTHU;

OCYLLEeCTBNATb OpraHu3aumio JoKyMeHToobopoTa
npw OCyLLLECTBNEHNN hapMakoHaa3opa

BnapeTtb: HaBbikamn no opraHnsaumm KOHTPONs
KadecTBa  JleKapCTBEHHbIX MpenapaTtoB B paMKax
OCYLECTBMIEHNA  rOCyAapCTBEHHOrO0 Hagsopa 3a
Ka4yeCTBOM fleKapCTBEHHbIX CPEACTB

2. Kputepum roToBHOCTH BbINMYCKHUKOB K Npod)eCcCUOHaNbLHON AeATeNIbHOCTU

Ona OUeHVWBaHUS TOTOBHOCTM BbIMYCKHMKOB K NPOdEeCcCUOoHanbHOW AesATenbHOCTU
NCNOnb3YTCA CneayloLlmne coaepaTenbHble nokasaTenu:

1) 3HaHMe TeopeTUYEeCKUX OCHOB W BNafeHune NOHATUHO-KaTeropuiHbIM annapaTtom B
06nacT KOHTPONbHO-Pa3pPELUNTENBHON U OPraHN3aLMOHHO-YNPaBNeHYeCcKo AeATENbHOCTU B
cdhepe obpallieHNs nekapcTBEHHbIX CPEACTB;



2) CUCTEMHOCTb U METOAONOMMYHOCTb NPOGECCMOHANBHOIO MbIWEHNA B obnacTtu
npodgeccnoHanbHON AesTeNbHOCTY;

3) CNOCOBHOCTb K TeopeTnyeckoMy OOOCHOBaHMIO U MPOEKTHO-OPUEHTUPOBAHHOMY
noaxody K pelleHuto 3agay B obnactu ynpasneHnsa opraHusaumsmu, paboTtarowwmmmn B cgepe
obpalleHnsa nekapCTBEHHbIX CPEACTB;

4) ChopMUPOBaAHHOCTL NMPOecCoHarbHbIX KOMMETEHLUUI BblMYyCKHUKA-opAnHaTOpPa.

PasnuyHble KOMOWHaUMKM MEPEeYUCnEHHbIX MoKa3aTenen onpeaensalT KpuTepuun
OLEeHUBaHNS pes3ynbTatoB 06y4YeHWUs (FOTOBHOCTWU BbIMYCKHUKA MNpOrpamMmbl OpAMHATYypbl K
npodeccuoHanbHoOM AeATeNIbHOCTUN) Ha UTOrOBOW aTTecTauun.

Ana oueHuMBaHWA pesynbTaToB Ucnonb3dyeTcs 4-6annbHas wWkana: «OTINYHOY,
«XOPOLLOY», «yAOBNETBOPUTENBHOY, KHEYAOBNETBOPUTESNBHOY.

CooTHoLLEeHWe nokasaTenen, KpUTepPUEB U LLKanNbl OLEHMBAHNA pe3ynbTaToB 00y4YeHus
no obpasoBaTenibHOM NporpaMme Ha UTOroBOW aTTecTaluMm NpeacTaBneHo B Tabnuue.

KpuTepuun oueHMBaHUsi rOTOBHOCTU BbINMYCKHUKA K NpodheccCUoHanLHOM AeATeNbLHOCTU U
LIKaria oueHoK

LLkana

CopepxaTtenbHble nokasaTenu
OLEeHOK

OpauvHaTtop AeMOHCTpUpyeT:

rnybokoe 3HaHWe TeOopeTUYEeCKMX OCHOB W  BrageHue MNOHATUNHO-
KaTeropumHbIM  annapatoM B 00nactm  KOHTPONbHO-paspelunTesnloHOn U
OpraHM3aunMoOHHO-YNPaBfIEHYECKON  OeATENbHOCTM B cdepe  obpauieHus
neKkapCTBEHHbIX CPEACTB;

CUCTEMHOCTb W METOAOSIONMYHOCTb NPOGECCMOHANBHOIO  MbILWMEHUS B
obnacTtu npogeccrnoHanbHoOn AesaTENbHOCTY; OT1nnyHo

CnocoBHOCTb K TeopeTn4ECKOMY 060CHOBaHUIO n NPOEKTHO-
OPUEHTUPOBAHHOMY MOAXo4y K pelweHuo npobrnem B obnactm ynpaBneHus
opraHusaumsamu, pabotarowmmMmmn B cepe obpalleHns nekapcTBEHHbIX CPEACTB;

C(OOPMUPOBAHHOCTL  NPOdIECCUOHANBbHbLIX  KOMMETEHUMA  BbIMYCKHUKA-
opavnHaTopa.

[laeT nonHbIN, ncyepnbIBaWMN N apryMeHTMPOBaAHHLIN OTBET HAa OCHOBHbIE
Bonpocbkl KMMa v gononHuTenbHble BONPOCh! 9K3aMeHaLMOHHOM KOMUCCUN.

OpavHaTtop AeMOHCTpUpYyeT:

3HaHME TEOPETMYECKUX OCHOB W BIageHUe MNOHATUNHO-KAaTEroOPUNHBIM
annapatoMm B 0611acTu KOHTPOSIbHO-pa3peLUNTENIbBHOM U OpraHM3auUoHHO-
ynpaBneH4Yeckon AeaTenbHOCTU B chepe obpalleHnst NeKapCTBEHHbIX CPEACTB;

CUCTEMHOCTb W METOAOSIONMYHOCTb MNPOMECCUOHANBHOMO MbILWSIEHNA B
obnacTtu npodeccmoHanbHON AeATENBHOCTY;

CNOCOOHOCTb K TeopeTn4ecKkomy 060CcHOBaHUIO n NPOEKTHO- | XOopoLlo
OPMEHTUPOBAHHOMY MOAXOAY K peweHuo 3agady B obnactu  ynpaBneHus
opraHusaumsimn, paboTtarowmmm B cdepe obpalleHns nekapCTBEeHHbIX CPeACTB.
Ho npm 3TOM ponyckaeT HEeTOYHOCTU, WUCMbITbIBAET 3aTpyAHEHUd, KOTOpble
CaMOCTOATENIbHO UCMPaBNSeT C NOMOLLbH YF1EHOB KOMUCCUW;

CPOPMUPOBAHHOCTL  MPOMECCUOHASbHbLIX ~ KOMMETEHUUN  BbIMYCKHUKA-
opAuHartopa.

Mpn oTBETE AONYyCKAeT HEOOMNbLUME NOrPELUHOCTM U 3aTPyaQHEHMS NPU OTBETE
Ha AONOMHUTENbHbIE BONPOCHI

OpaunHaTop AeMOHCTPUpYET: YpnoeneTtso

HEYBEpEHHble 3HaHUS TEOPEeTUYECKUX OCHOB W BRNadeHUEe MOHATUMAHO- | PUTENBHO
KaTeropuHbIM annapaToM B 00nacT  KOHTPOSIbHO-pa3peLunTeNnbHOM U
OpraHv3aLMoHHO-yNpaBneHyYecko  AeaTenbHocTM B cdepe  obpalieHust




NeKkapCTBEHHbIX CPEACTB;

oparMeHTapHOCTb npodeccuoHanbHOro  MblwneHMss B obnactu
npodgeccnoHanbHoOW AeATeNbHOCTY;

HenorHoTy TeopeTuyeckoro obocHOoBaHMs U craboe  MCMNonb3oBaHWe
NPOEKTHO-OPUEHTMPOBAHHOIO NoAxo4a Npu peLleHnn npogeccrnoHasnbHbIX 3a4ay;

oparMeHTapHOCTb COOPMUPOBAHHOCTN MNPOdECCUOHASTbHBIX KOMMETEHUUN
BbINYCKHMKa-opAnHaTopa.

McnbiTbiBaeT 3aTpygHEHUs NMpy OTBETax Ha JOMONHUTESTbHbIE BOMPOCHI.

OpavHatop He COOTBeTCTBYyeT oOgHOMY unuM Oonee KputepueB oueHku | Heygosnet
roToBHOCTM NubBo ponyckaeT rpybble owwnbku, npobenbl B AByX WM Gonee | BOpUTENbH
KPUTEPUAX OLIEHKM. o}

He paet oTBETOB Ha AOMONHUTENbHbIE BONPOCHI YIIEHOB KOMUCUMN.

OK3aMeHaUMNOHHbIe BONMPOCHI

Moaynb 1 OpraHusaums geaTenbHOCTU B cchepe oOpalleHus nekapcTBeHHbIX CpeacTB
1. CyTb 1 kno4eBble NoHATUS KoHuenumn TQM. CtaHgapTbl kadvecTtBa I1SO.
2. Pasnuuusa npuHUMNoB TPaauLMOHHOM CUCTEMBI yripaBneHna n cuctemol TQM.
3. [lporpamma [JeMuHra: oCHOBHblE aKCMOMbI U NMPUHLAMBI.
4. CMK anteyHou opraHuM3auun: OCHOBHblE 3nemeHThbl. [lonuTuka kayecTBa
anTe4YHoOW opraHM3auun.
5.  OcHOBHblE NPUHLUMMbI (POPMUPOBAHUS NONNUTUKM U Lernen anTe4Hon opraHmsaunm
B obrnacTtu kadecTBa.
6. CraHgapTHble onepauMoHHble Mpoueaypbl: COCTaB, CTPYKTypa, CcoaepXaHue,
yTBEpXAeHMeE.
7. PykoBOACTBO MO Ka4eCTBY: OCHOBHbIE 3f1IEMEHTbI 1 NOAX0AbI K pa3paboTke.
8. Cucrema MeHeIKMeHTa KavecTBa anTeyHOW opraHu3aumn: obuime TpeboBaHus,
yrnpasrieHne JOKyMeHTaumemn
9. CraHgapTHble onepauuoHHble npoueaypbl: COCTaB, CTPYKTypa, codepXaHue,
yTBEPXAEHME.
10. OTBeTCTBEHHOCTb pyKOBOACTBa (0bs3aTenbCTBa pPyKOBOACTBA, OpUEHTauus Ha
notpebutens, nonuTnuka B obnactn kadecTsa, nNnaHMPoOBaHWE, OTBETCTBEHHOCTb, aHanm3 o
CTOPOHbI PyKOBOACTBA).
11. MeHemKMEHT  pecypcoB (onpepeneHne  noctaBlMKOB, obecneyeHue
4YenioBeYeCKMMN pecypcamMn, WHMpaACcTpyKkTypa, MNpoOu3BOACTBEHHAs cpefa, YynpasneHue
puckamm)
12. Tlpouecchbl XWU3HEHHOro UMKNa anTeyHoW opraHuMsauuu (nNnaHMpoBaHuMe BUOOB
AEeATEeNbHOCTU, aCCOPTUMEHTA, 3aKyrKu).
13. ByMaxHble 1 9NeKTPOHHbIE CUCTEMbI AOKYMEHTOOBOopOTa.
14. [1oKyMeHTbl ynpaBrieHUsl Ka4eCTBOM B anTe4yHOM OpraHusauumu.
15. [OoKyMeHTbI N0 NNaHNUPOBaHUIO AEATENbHOCTM anTe4YHOM OpraHmn3auuu.
16. [OKyMEHTbI 1 3anncu: XxapakTepUCTUKM U UX OTIINYMS.
17. Wepapxusa goKymeHTOB. TpeboBaHus K JOKYMEHTaM.
18.MoHaTre o Banugaumm Ha papMaueBTUYECKOM NpeanpuaTni.
19. MexayHapogHble OOKYMEHTbl M HOpMaTuBbI, perfameHTupylolwmne Banugauumio
TEXHOJI0rM4YecKoro npotecca.

20. Bwugbl BanngaumoHHbIX ucnbitaHmi. OpraHmsaumst paboTsl No Banuaauuu.

21. Bwugbl puckoB Ha aTane Banupaumm TEXHONOrMYeckoro npolecca. Bo3amoxHoCcTu
CUCTEMbI YNpaBfeHnsa puckamu Npu NAaHUPOBaHUN U OLUEHKe pe3ynbTaToB BanvaauMOHHbIX
pabor.




22. OcHoBHas BanugauuMoHHas OOKyMeHTauusa: MacTtep-nnaH Banvgauuu, npoToKOsbl
N OTYETbI MO BanMgaumm TEXHOMNOMMYECKOro npoLecca, aHanMTnYecknx MeToaunK.

23. TpeboBaHuMsi K COCTaBfEHUIO OTYETHOM [OKYMEHTaumm no pesynbTatam
Banuaauumn TEXHONOrMYEeCcKoro npolecca

24. Tunbl [OOKYMEHTOB Ha bapmaueBTMyeckoMm npeanpuatun. TpeboBaHusa K
AOKyMEHTauuK, NOCTaBNsAeMON B KOMMNSIEKTE C TEXHOMOrMYecknm obopygoBaHMEM.

25. OcobeHHOCTN 04nCTKM 06opyaoBaHMS M BanugaumMm AaHHOro npouecca.

26. 30HbI NOMELLEHNN hapMaLeBTUYECKOro NPON3BOACTBA.

27. Knaccbl YACTOTbI Ha dhapMaLeBTUYECKUX NPeanpUsaTUSAX.

28. JTanbl atTecTaumm YUCTbIX NOMELLEHN Ha hapMaLEeBTUYECKUX NPeanpUATUAX.

29. TpeboBaHus, npeabsaBnsemMble K KOHCTPYKLUN NPOM3BOLACTBEHHbLIX NOMELLEHWUN.

30. T[llepeuncnute  OCHOBHylO  HopmaTuBHYO  OOKyYMEHTauuMio,  coaepallyto
TpeboBaHusa k ynakoske J1C.

31. TeopeTn4yeckne OCHOBbI M3FOTOBIIEHUSI U KOHTPOSS JFIEKAapCTBEHHbLIX hopm and
HOBOPOXXAEHHbIX N OETEN.

32. CoBpeMmeHHble TpeboBaHMs K MPOM3BOACTBY JEKAPCTBEHHLIX CPeacTB Ans
HOBOPOXXAEHHbIX N OETEN.

33. OpraHusaumsa ycrioBuMi W3roTOBMEHUSA CTEPUIbHBIX NEKapCTBEHHbLIX dhopM Ans
HOBOPOXAEHHbIX U AeTEN B YCNOBUAX NPOMbILLFIEHHOTO NPOU3BOACTBA, anTeKN.

Moaynb 2 OpraHusaumsi KOHTPOJIbHO-pa3peLnTeribHON AesATeNbLHOCTU B cdep
obpalleHnsa neKkapcTBeHHbIX CPeacTB
34.0praHnsauunoHHble acnekTsl npouenyp seo3sa JIC Ha Tepputopuo PO u BbiBo3a JIC 3a
npegenel PP.

35. OcobeHHOCTM BBO3a Ha Tepputopmto PO wun BbiBO3a 3a npegenbl PO
HaPKOTUYECKNX CPEACTB M MCUXOTPOMHbIX BELLECTB.

36. [lopsgok  rocyaapCTBEHHOM — perucTpauum  JIeKapCTBEHHbIX  CpeactB  w
MEANLMHCKNX N3aenun.

37. Tlopsgok MoHuUTOpuHra adpdekTmBHoCcTM U 6e3onacHocTu JIIM, Haxogsawwmxcs B
obpalueHnn Ha TeppuTtopum PP, yepea cuctemy dpapmakoHagsopa.

38. [llopsgok rocyaapCTBEHHOW perucTpauuMmM  feKapCTBEHHbIX npenapaTtoB  Ha
Tepputopun PO.

39. CopgepxaHue n ocobeHHoCTH aAMWHUCTPaTUBHON npoueaypbl no
NULEH3NPOBaHNIO hapMaLleBTUHECKON OEeATENbHOCTU B YaCTU PO3HUYHOW U ONTOBOW TOProBriv
rneKapCTBEHHbIMY MpenapaTamu.

40. CopepxaHue n 0cobeHHOCTU a4MWHUCTPATUBHON npoueaypsbl no
NNUEH3NPOoBaHMID  (bapMaLeBTUYECKOM [OeATeNIbHOCTU B 4acTum obopoTa HapKOTUYECKUX
CPEeACTB M MNCUXOTPOMHbIX BELLECTB.

41. Cwuctema rocygapCTBEHHOrO KOHTPOSIs 3a obpalleHneM nekapCTBEeHHbIX CPeaCcTB

42. BHyTpeHHWUN ayauT: uenwu, 3agayu, nopsaoK NpoBeaeHus.

43. Cuctema rocydapCTBEHHOrO KOHTPONA M Hags3opa 3a [AeATeSlbHOCTbHo
dhapmaLeBTUYECKMX OpraHm3anmi: obLaa xapakTepncTuka, ypoBHU, Lenu, 3agayn.

44. XapakTepucTuka agMUHUCTPATUBHOW Npoueaypbl NpoBeaeHUst TOCYyAapCTBEHHOIO
KOHTpons deaepanbHoOn cnyx6on No Haa3opy B chepe 34paBOOXpaHEHUS 3a OeATENbHOCTbIO
hapmaueBTUYECKMX oOpraHmM3auun B 4Yactm obecrneyeHuss kKadectBa M 6e30MacHOCTU
MeANUMHCKON OeATeNbHOCTN.

45. XapaktepucTuka agMUHUCTPATUBHOW Npoueaypbl NpoBeaeHUsT rOCyAapCTBEHHOIO
KoHTpons ®PepepanbHon cnyxbonm no Hag3opy B cdepe 3awmtbl nNpaB notpedutenen u
OnarononyynMsi 4YenoBeka 3a [OeATEeNbHOCTbO  (bapMaueBTUYECKUX  OpraHuM3aumin  no
BbINOJSTHEHUIO TPEeBOBaHMI CaAHNTAPHOrO 3aKoHOA4ATENbLCTBA.



46. XapakTepuctuka agMUHUCTPATMBHOW Npouenypbl NPOBEAEHUSI TOCYaapCTBEHHOMO
KOHTpons degepanbHOW aHTUMOHOMOMNbLHOW  cnyxbon 3a cobnogeHnem TpeboBaHui
aHTUMOHOMNOSBLHOIO 3aKoHoAaTeNbCTBa (hapMaLeBTUYECKUMU OpraHn3aunsamu.

47. XapakTepucTuka agMUHUCTPATMBHOW Npoueaypbl NPOBEAEHUSA rOCyaapCTBEHHOIO
KoHTpons ®PepepanbHoM cnyxbom no Tpyay WM 3aHATOCTM 3a cobniogeHnem TpeboBaHui
TPYL4OBOro 3aKOHOA4ATENLCTBA M HOPM TPYAOBOro nNpasa hapMaLueBTUYECKMMIN OpraHn3aumamMm.

48. PaspaboTka KOppekTUpylWmnxX W  npeaynpexganwmx  Meponpuatuim  no
pes3ynbTaTam rocygapCTBEHHOrO KOHTPOns/Haa3opa.

49. BawmTta nNpaB LOPUAMYECKUX NUL, U MHAMBUAYaANbHbIX MNpeanpuHMMartenen npu
OCYLLECTBMEHMMN rOCY4apCTBEHHOIO KOHTPONsi/Haa3opa.

50. OpraHusaumsa KoHTpons kadecTtsa JIC B yCnoBusix anTe4HOM opraHmM3aumm.

51. OpraHusaumsa KoHTpossa kadecTtBa J1C B ycnoBusix 3aBoackon nabopaTtopum.

52. OpraHusaumsa koHTponsa kadectBa JIC B ycnoBusx nabopatopum LeHTpa KOHTPOns
KayecTBa.

53. AAMUHUCTpaTUBHbIE NpoLeaypbl 3KCNepTM3bl kavecTtsa J1C.

54. OpraHusauma akcneptmsbl kavectsa JIC B dopme BbIGOPOYHOro KOHTPOSS.

55. CopepxaHue agMUHUCTpPATUBHOM npouenypbl akcnepTunssbl J1C ons meamumHCKoro

NpUMEHEeHUS.
56. OpraHu3aunoHHbIE 0COBEHHOCTN AKCMNEPTU3bl OTAENbHbLIX BUOOB JIEKAPCTBEHHbLIX
npenapaTos.
57. OpraHusaums nopsaka paboThbl C dranbcnuumpoBaHHbIMN,
HefoBpoKavyeCTBEHHbIMU, KOHTpPadakTHbIMK JTTT B ycnoBusax dhapMaueBTUYECKON OpraHm3aunm.
58. OpraHuzaums paboThbl no BbISIBIIEHMIO HeJOBpoKa4YeCTBEHHBIX,

danbcuduUnpoBaHHbIX,  KOHTpadakTHbIX  FEeKapCTBEHHbIX  CPeacTB  Ha  Tepputopumn
BOPOHEXCKOW obnacTtu.

59. Cnocobbl noaTBepXOeHUS COOTBETCTBUS FEKapCTBEHHbIX npenapaTtoB U WHbIX
TOBapOB anTe4YHOro acCopTUMEHTA.

60. [llopsagok cepTumKaLmm oTeHeCTBEHHbIX U 3apyDeXHbIX NeKapCTBEHHbIX CPEACTB.

61. CTpykTypa rocygapCTBEHHOM CUCTEMbl KOHTPOSI KadecTBa JIeKapCTBEHHbIX
CpeAacTs.

62. XapakTepucTuka HanpaBneHUn OesTenbHOCTU PerynsaTopHbIX opraHoB B obriactu
KOHTPOMS Ka4yeCcTBa fIeKapCTBEHHbIX CPEACTB.

63. Cuctema ynpaBreHus KadeCTBOM B anTeYHOW opraHuMsaumn: Lenn v NpuHUUNGI
CcO34aHus, 3aia4un, OCHOBHbIE 3NIEMEHTbI, NOPSAOK PYHKLNOHNPOBAHMS.

64. HopmaTMBHO-NpaBOBOE perynupoBaHue nopsigka rocyaapCTBEHHOro KOHTPONSA u
AEeKNapnpoBaHus fiekapCTBEHHbIX CPeacTB.

65. [Mpobnema anbcudukaumm nekapCTBEHHbIX CpeacTB Ha Tepputopun PO,
Onpepenexve, Buabl danbcuduumnpoBaHHbix JIC, cnocobbl WX BbIABMAEHUS, MPUYUHBI
pacnpocTpaHeHuns, Mepbl 00pbObLI C pacnpocTpaHEHMNEM.

66. [lpuHuunbl, Lenn M MeToabl pa3paboTkM HOBbLIX NEKAPCTBEHHbIX MpenapaTtos.
OTanbl pa3paboTKM HOBLIX NEeKapCTBEHHbIX MpenapaToB. [JOKMMHUYECKME U  KIUHU4YECKMNe
nccnepoBaHns npu paspaboTke HOBbIX JIEKapCTBEHHbIX NpenapaTos.

67. [MpuvHUMNBI gOKasaTenbHOW MeAMUMHbI, KaTeropum (YpOBHWM) OoKa3aTenbHOCTU —
A, B, C, D. NcTtouHuKM nHdopmanmm o HoBbix J1T1.

68. [MpuMHUUNBI KPUTMYECKOro aHanusa [aHHbIX Hay4YHbIX CTaTen M OTYETOB MO
pesynbTatam AOKNMUHUYECKUX U KITMHUYECKUX NCCneSoBaHUN.

69. bBbuoatnyeckne n OEOHTONOMMYECKME acnekTbl MeAUMLUHCKUX MCCregoBaHuK Ha
yenoseke M nabopaTopHbIX XMBOTHbIX, B TOM 4UCMe MpU NPOBEAEHUN AOKIUHUYECKUX U
KNWHMYECKMX UCCNeaoBaHN fiekapCTBEHHbIX NpenapaTos.

70. BOTunyeckme NpuHUMNbI XenbCuHKCKOW [eknapauuu, npuoputeT 6e3onacHocTu u
Onarononyynst n4en, Yy4yacTBYKOLWMX B KIUMHUYECKUMX WUCCNeOoBaHUsX B KOHTEKCTe
npeBanMpoBaHUSA Had NHTepecamun Hayku n obLiecTsa.



71. TlpaBa M OTBETCTBEHHOCTb OPraHM3aTOpOB M YYACTHWKOB AOKMMHUYECKUX U
KITMHMYECKMX UCCNeaoBaHUM NneKapcTBEHHbIX npenapaTtoB. WHdopmupoBaHHOE cornacue
naumeHTa Ha yyactme B NpOBEeAEHUN KIMMHUYECKNX UCCNEeL0BaHNN.

72. O6wme npuHUMNbLI NMaHUPOBAHWS, OpraHu3auum U MpoBefeHUs HayyHOro
nccnenoBaHus.

73. YnpaBneHue puckamu gns obecnevyeHms kadecTsa AOKIMMHUYECKUX N KIMHUYECKUX
nccnegoBaHui.

74. OpraHusaumsa paboTbl UCMbITAaTENbHOrO LiEeHTpa No NpoBeAEHUI0 OOKINMHUYECKMX
nccnenoBaHM  NeKapCTBEHHbIX cpeactB. TpeboBaHMa K nomeleHnaMm, o6opyaoBaHuUIO
ncnbiTatenbHbIX nabopaTtopui 4ns AOKIMHUYECKUX UCCReAoBaHUN, MEOULNHCKUX OpraHM3aLmm
ANA NpoBeAeHUst KNMHUYECKUX nccrnenosaHui, TpeboBaHns K nepcoHany, obecneynsaroiemy
nX NpoBeaeHue.

75. TpeboBaHusa Kk TecT-cuctemam. Miccnegyemble n ctTaHgapTHbIE NpenapaTsbl.

76. TllpuvHUMNbI  cTaTUCTMYeckon 06paboTkM  gaHHbIX.  3anucu  pesynbTaToB
nccneposaHus. bpolwtopa wuccnegosatensi, MNpPOTOKON MUCcneaoBaHusi, WHGOPMAaLMOHHBIN
NUCTOK NauueHTa.

77. TlpyHuMnbl M MeToAbl  U3ydeHUst OOLLEeTOKCUMYECKOro  LEWCTBMS, OLEHKU
6esonacHoOCTM 1 hapMaKosIorM4ecKom akTUBHOCTW NEeKapCTBEHHbIX BELLECTB.

78. TOCT 33044-2014. MexrocygapCTBeHHbI cTaHgapT. [NpuHUMnbl Hagnexallen
nabopatopHou npaktuku (GLP).

79. TpuHuMnbl M MeToAbl  AOKIMHUYECKOr0  U3ydeHUs  pPasfuyHbiX  BMAOB
hapmMaKkonorM4eckom akTMBHOCTU NeKapCTBEHHbIX BELLECTB.

80. CrtpykTypa oOT4yeTa O  pesynbTatax  [OKIMHMYECKOrO  MCCnegoBaHus
NeKapCTBEHHOro cpefcTBa AnNd  MeAUUMHCKOrO  MpUMEHeHUs, BK4Yas obocHoBaHue
nporpamMmmbl JOKIUHUYECKMUX UCCeA0BaHWI, onnucaHne, pesynbtatbl U CTaTUCTUYECKUA aHanm3
pe3ynbTatoB OAHHOrO  [OKIMHUYECKOrO  UCCNefoBaHWs, WHTeprnpeTauus  MOnyvYeHHbIX
pe3ynbTaToB AOKMMHUYECKMX WccrnenoBaHui (dapMakoniormdeckmnx, dapMakoKMHETUYECKUX,
TOKCMKOSOMMYECKNX NCCneoBaHui) iekapCTBEHHOIO cpeacTaa.

81. OcHOBHble 3Tanbl, MPUHUMNBLI W MeToAbl  KIMHUMYECKUX  UCcnenoBaHuin
nekapcTBEHHbIX npenapaTtoB. Pasbl KNMMHUYECKUX UCCNeLOBaHNUN.

82. TOCT P NCO 14155-2014 HaumoHanbHbI CTaHOapT pPOCCUUCKOM dhedepauunu.
KnuHnyeckne wuccnepoBaHus. Hapnexawas knuHudeckaa npaktuka. Clinical investigations.
Good clinical practice (GCP).

83. PaHoomwusaumsa, KpUTepuM  BKIIOYEHUMS M UCKIKOYEHWS  NauueHToB B
nccneposaHve. PaHgomuanpoBaHHble KOHTponuvpyemble nccnegosanusa (PKU). ObocHoBaHue
BblbOpa nonynaumm nauueHTOoB, YYacTBYIOLWUMX B KAMHUYECKUX WCCNeaoBaHUSX, KpuTepum
Habopa naumeHToB ANs y4acTusl B KIMHUYECKOM WUCCedoBaHUM fNekapcTBEHHOro npenaparta
(KpTEPUN BKIIOYEHNSA N HEBKIIOYEHNS).

84. Ycnosusa n kputepun Ans NPUOCTAHOBNEHUSA U (MNN) NPEKpPaLLEHNS KITMHUYECKOrO
nccrnegoBaHnAa nekapcTBEHHOro npenapara.

85. TlnaH KnuHWM4Yeckoro wuccnegoBaHus. YnpasreHue AOOKYMEHTaMu W OaHHbIMU.
XKypHan (6powutopa) nccnepoBarensi.

86. WHTepnpeTaumsi MNOMyYeHHbIX pPe3ynbTaTOB  KIMHUYECKUX  WUCCNeaoBaHUN;
3(pPeKTUBHOCTb NEKapCTBEHHOrO npenapata Mo 3asBNseMbiM MNOKa3aHWSM; KIMHUYecKas
3Ha4YMMOCTb 3PEKTOB NIEKAPCTBEHHOIO Npenaparta; OLeHKa COOTHOLLEHUS NOSb3bl U pPUCKa Ha
OCHOBaHWUW pe3ynbTaToB KIIMHUYECKNX UCCNefOoBaHNA NEKapCTBEHHOMO nNpenapara u ap.

87. AHanus paHHbIX uccnegoBaHus, oopMrieHne U npeacrasfieHne pesynbTaTos,
NPUHLMNBI (POPMYNMPOBKM BbiIBOAOB. COCTaBfeHne oTvyeTa no pesynbTaTaM AOKIMHUYECKUX U
KNMUHNYECKMX MCCNefoBaHUN, NPUHUMMbI U TpebOBaHUSA K COCTaBMEHUIO PErncTpaumoHHOro
AOCbe Ha NekapCTBEHHbIV npenapar.

88. OpraHusauua peructpaumm nekapcTBeHHbIX cpeactB B Poccun.  OpraHbl
NCNOSTHUTENbHOW BracTu, perynupylolmne BOMNPOCbl PerncTpaunm rekapCTBEHHbIX CPEACTB.



HopmaTuBHble npaBoBble akTbl, perynupylowue npouenypy perucrpauum nekapCTBEeHHbIX
cpeacts B PO.

89. Jtanbl N CpPoOKM rocygapCTBEHHOW perucTpauumn nekapcTBEHHbIX MnpenapaTos.
MoarotoBka M odopmrieHMe OOKYMeHTauuu Ons nNpoBedeHus npouenyp, npegycMOTPeHHbIX
npu rocygapCTBEHHOW permcTpauumn nekapCTBEHHbIX NpenapaTos.

90. T[lopsgok hopMUpoBaHNA PEMMCTPALIMOHHOIO AOChbe Ha JIeKapCTBEHHbIN Npenapart
ANA  MEeAMUMHCKOTO NpUMeHeHus, TpeboBaHWs K [OKYMEeHTaM B €ero CcocTaBe, BKMYas
AOKYMEHTauuio  agMUHUCTPATMBHOIO  XapakTepa, XuMuyeckasi,  dapmaleBTudeckas,
Buonornyeckas, hapmakonormyeckas, TOKCUKONormyeckas, KnmHnyeckas JOKyMeHTaLums.

Moaynb 3 ®apmMaueBTUYECKUN MEHEMKMEHT

91. OcobeHHOCTM (hapmMaLEeBTUYECKOrO MEHEAKMEHTA.
92.TeopeTnyeckme OCHOBbI OpraHuMsaumm Tpyga nepcoHana B dapMaueBTUYeCKUX
opraHuM3aumsax UM UX CTPYKTYPHbIX NoapasaeneHnsx;

93. OCHOBHblE MNOMOXEHUA N0 TexHUKM BGe3onacHOCTM WU OXpaHbl  Tpyda
drapmaneBTUYeCKUX pabOTHUKOB;

94. TeopeTnyeckme OCHOBbl MOCTPOEHUA MAapPKETUHIOBbIX CTpaTermn anTeyHou
opraHusauuu.

95.  OCHOBHble MapKeTMHIoBble cTpaTerm papMaLeBTUYECKNX OpraHn3aLmm.

96. YnpaBsneHue 4yernoBeYecKMMU pecypcamn B hapmMaLeBTUYECKUX OpraHu3aumsix:
OCHOBHbI€E 31IEMEHTbI, 0COBEHHOCTMW.

97. JlngepcTBO M PyKOBOACTBO.

98. MprHUMMBLI 1 MeTO4aMN ynpaBneHusi KOHPANKTaMu.

99. OpraHunsauunoHHas KynbTypa papMaueBTU4eCKOn opraHm3aumn.

100. [MpuHUMNbI N Nnoaxoabl POPMUPOBAHNA OpPraHN3aLMOHHON CTPYKTYPbl anTe4YHON
opraHuMsauumn 1 ocyLecTBeHne OpraHM3aumMOHHbIX U3MEHEHNN.

Moaynb 4 ®uUHaAHCOBbLIN MEHEMKMEHT

101. MeTtogonorust NpUHATUS OUHAHCOBBIX PELLEHUMN.

102. CtaHaapTHble NpUeMbl BeAeHUs1 aHanmMsa PMHaHCOBOW OTYETHOCTM.

103. AHanus 1 oueHka busHeca C TOYKM 3PEHMS Pa3NUYHbIX 3aUHTEPECOBAHHbBIX CTOPOH
(MeHekepoB, BNagenbLeB, KPeaUTopoB).

104. AHanus n oLeHKa UMyLLLEeCTBEHHOIO NOTEHUMana KoMnaHum.

105. dunarHocTtnpoBaHmne NIMKBUOHOCTU U (OPUHAHCOBOW YCTONYMBOCTH.

106. AHannu3  OenoBOM  aKTMBHOCTM W peHTabenbHOCTM  (hapMaueBTUYECKOMN
opraHu3aummn no AaHHbIM CTaHA4aPTHOM (PUHAHCOBOW OTYETHOCTW.

107. AHanus OBMXEHUS OeHEXHbIX CpeacTB.

108. OugeHka nnaTexecrnocobHOCTN opraHu3aumn.

109. dmHaHCOBOE NNaHMpPOBaHUE: CYLLHOCTb, MPUHUUMBI, Lenn, 3agayum, Buabl, MeToabl
n mogenu.

110. KpaTKkoCpo4yHOE W [JOMroCcpoYHOEe (PMHAHCOBOE MriaHMpoBaHWe: MeTodbl W
TEXHOMOMMMN.

111. KoHuenuus puHaHCOBOro pucka 1 MeTodbl €ro OLEHKN.

112. OBOpOTHLIN KanuTan W ero anemeHTbl. [lonuTuka ynpaBneHnss OB6OPOTHbLIM
KanuTanom: uenb, 3agayun, atanbl paspaboTku 1 Buabl.

113. YnpaBneHune 0ebntopckon 3aa0MKEHHOCTLIO U AEHEXHBIMU CPeaCTBaAMM.

114. Mopgenv ynpaBneHuUs OeHeXHbIMU cpeacTBaMu.

115. VICTOYHMNKN OEHEXHbBIX CPEACTB M HanpaBreHUs X NCNOSTb30BaHUS.

116. YnpasneHne NCTOYHUKaMM PUHAHCUPOBAHNA OEATENBHOCTM OpraHu3aumn.



117. OcHOBbI (hapMaKko3KOHOMUKK: onpeaenieHne, NpuHUMNbl, NnpeamMeT nccrnegoBaHug,
uenu un 3agaum  apmako3aKOHOMUYeCkMx uccriegoBaHmn.  OCHOBHblIE  MONb3oBaTeNM
hapMaKO3IKOHOMUYECKNX UCCIIed0BaHUN.

118. lNnaHnpoBaHne (apMakOIKOHOMUYECKUX UCCNedoBaHUM Npu  NpoBeAeHuun
KNWHUYECKMX WUCCNefoBaHUA NEeKapCTBEHHbIX CpeacTB: OCHOBHblE 3Tanbl, HOPMaTUBHOE
perynmpoBaHue.

119. Peructpauma  pesynbTtatoB  (PapMakO3IKOHOMUYECKUX  UCCnegoBaHuA  npwu
npoBefeHUU KIMHUYECKNX UCCrefoBaHUN NeKapCTBEHHbIX CPeacTB U POPMbl OTYETHOCTU.

120. VccnepoBaHne nokasatenen agpdeKTMBHOCTM M ©6e30MacHOCTU MeLULMHCKOro
(nekapcTBeHHOro) BMeLLaTenbCTBA.

121. Buabl akOoHOMUYECKUX 3aTpaT B (hapMakoaKOHOMUKE M cnocobbl UX pacyeTa.

122. OcHOBHbIE M BCOMoOraTenbHble MeToAbl (hapMakO3KOHOMUYECKOrO aHanumaa.

123. ®apmMako3aKoOHOMMYECKOe MoLennpoBaHue.

124. MNnaHnpoBaHne apMako3KOHOMUYECKNX UCCNeLoBaHUM Nocne rocyaapCcTrBeHHOM
peruMcTpauum nekapcTBEHHbIX CPenCTB: OCHOBHble aTanbl, HOPMATUBHOE perynupoBaHue,
pernctpauus pesynbTaTos.

125. Pernctpauma pesynbTaTtoB (apMakO3KOHOMUYECKUX UCCreaoBaHUn nocne
rocygapCTBeHHOW pernctTpauumn nekapCTBEHHbIX CPeacTB U POPMbl OTYETHOCTMU.

126. MNoHATMe «paunoHanbHOe UCNOoSb30BaHWE NeKapCTBEHHbIX cpeacTs». [pobnemsl
paLuMoHanbLHOro UCrnornb30BaHUS NekapCTBEHHbIX CPeacTB B Mupe u B Poccuu.

127. dopmynspHas cuctema Kak nyTb OOCTMKEHUSI paumMOHaribHOro MCMNosSib30BaHUSA
neKkapCcTBeHHbIX cpedcTB. KoHuenuua OCHOBHbIX JIeKapCTBEHHbIX CpPencTB, Kputepuu
OTHECEHUS JNeKapCTBEHHbIX CPeACTB K rpynne OCHOBHbIX. dopmyndpHad cuctema B
3apybexHbIX CTpaHax.

128. dopmynsipHas cuctema: onpeneneHune, ypoBHU OOPMYNAPHbIX NepeyHen. dTanbl
co3faHnsa OPMYIISIPHbBIX NEPEYHEN.

129. MNoHATMe KadecTBa XWU3HM HaceneHusi. DapMakodKOHOMUYECKOoe uccregoBaHve
KayecTBa xm13Hn (QALY, DALY). OueHka BNMsiHUS NEKAPCTBEHHbIX CPEACTB Ha Ka4YE€CTBO XU3HM.

130. ®apmMako3aKOHOMMYECKOE yrnpaBieHne Ha PasnnYHbIX YPOBHSIX.

131. OpraHusaumsa dapmakoHag3opa npu NpoBeAeHUM PapMaKkoO3KOHOMUYECKMUX
ncecneaoBaHun.

132. C6op ¥ aHanuM3 p[gaHHbIX apMako3aNUAEMNONIONMYECKON CTaTUCTUKA  NpU
nposegeHnn hapmMakodKOHOMUYECKUX NCCNeSOBaHUN.

MpaKTUKO-OpUEeHTUPOBaHHbIe 3aJaHUA

Cutyauusa 1
KoHTponunpyemble komneTeHumu: MNMK-5

BNOK 1

B anteyHom nyHkte OOO «Boctok» 6blna npoBegeHa KOHTPONbHAA —3akynka
nekapctBeHHoro npenapata ®eHasenam 1 mr Ne50 (tabn.) npeacrasutenem degeparnbHON
cnyx0bl No Hagsopy B cdepe 3OpaBooxpaHeHWsa. B xoge KOHTPOMbHOrO MeponpuaTus
hapmaueBTOM anTevyHoro nyHkTa 6bin OTNYLWEH NeKapCTBEHHbIN npenapat 6e3 peuenTa, npu
oTnycke npouenypa apmaueBTUYECKOro KOHCYNbTUPOBaHUS npoBedeHa He 6Gbina. [locne
NpoBeaeHNsT OEHEXHbIX pacyeToOB U MNOSyYEHUSA NIEKAapCTBEHHOrO npenapaTta npeacraBuTenb
Hag30pHOro opraHa npeabsBun crnyxebHoe yaocToBepeHue, NHble AOKYMEHTbI OTCYTCTBOBasIN.
Mo BbISIBNIEHHLIM HapyLUEeHUAM nopsagka oTnycka nekapcTBEHHbIX NpenapaTtoB Obifl cocTaBneH
akT. NMocnepyowen npoBepkM He nocrnegoBano. 3aBeaylowasa anTeyHbIM NyHKTOM nognucana
aKT, COCTaBIIEHHbIN MO pe3ynbTaTaM KOHTPOSIbHOM 3aKyMKW, yKa3aB B HEM CBOE Hecorfacue C
pesynbTatamu U NOPsiAKOM NpoBeaeHUS.



YKaxuTe npuuYuHbI Hecornacua 3aBefymolleM anTeYHbIM MNYHKTOM C aKToM.
NMosicHuTe, KakuMe npoueAypHble HapyleHUss UMenu MecTo ObiTb Npu npoBeaeHun
HaA30pPHbIX MEPONPUATUN.

BJOK 2
1. 3awmta npaB pUOUYecKUX nuy, U MHAMBMAYanbHbIX NpegnpuHMMmaTenen  npu
OCYLLIECTBMNEHWM rOCy4apCTBEHHOIO KOHTpOns/Haa3opa.
2. Mpobnema danbcudmkaumm nekapcTBeHHbIX CpeactBs Ha  Tepputopun PO,

Onpegenexve, Bugbl danbcuduumpoBaHHbix JIC, cnocobbl UX BbISIBNEHWS, MNPUYMHBI
pacnpocTpaHeHusi, Mepbl 60pbObI C pacnpPoCTpaHEHNEM.

3. CpenctBa obecneyeHuss uHGopmaumoHHoM 6e3onacHOCTM B (bapmaueBTUYECKOM
opraHusauumn.

Cutyauusna 2
KoHTponupyemble komneTteHuuu: MNMK-2, MNK-8, MNMK-9
BJIOK 1

Mpy npoBegeHUN exXeaHEBHOr0O MOHUTOPWUHra KadecTBa NEeKapCTBEHHbIX npenapaToB C
ncnonb3oBaHmeM nporpammbl  «KoHTponb-®anbcudukart»  YNnoAMHOMOYEHHLIM MO  KayecTBy
anTeyHon opraHmsaumm OO0 «PacceeT», npom3opom Knpunnoson E.A., Obino ycTaHOBMEHO,
4YTO peanusaumsa nekapcTteeHHoro npenaparta AduknodeHak (pactBop Ans B/m 25mr/mn 3 mn,
amnynbl (5), nadykm kapt.) cepum 080616 (npomussogutens OOO «3nnapa») noanexur
NPUOCTaHOBKE Ha OCHOBaHMM nNucbMa PocsgpaBHaasopa ot 02.07.2019 Ne01um-235/19.

Onuwute AenNcTBUA PYKOBOAUTENS anTe4YHOW opraHu3aumm no npeaoTBpalleHUto
nonagaHusa B obpalleHrMe aHHOro fieKapCTBEHHOro npenapara.

BJ1OK 2
1. OpraHunzauus koHTpons kadecTtsa JIC B yCrioBusix anTe4yHoOM opraHusauumn.
2. OcobeHHOCTN BBO3a Ha Tepputoputo PO un BbiBO3a 3a npegenbl PO HapkoTUYeckux
CpeacTB M MCUXOTPOMHbIX BELLLECTB.
3. TeopeTnyeckme OCHOBbI OpraHusaumm Tpyga nepcoHana B dapMaueBTUYECKNX

opraHun3aumnax mn X CTPYKTYPHbIX nogpa3gesieHnAx.

Cutyauusa Ne3
KoHTponunpyemble komneTteHumu: MNMK-5
BJ1OK 1

B xome npoBegeHusas nnaHoBou npoBepku antedHbir  nyHkta OOO  «TpuO»
npeacrasutenamm PocnotpebHansopa 6bino BbISBEHO, YTO B anTe4YHOM OopraHn3aumm Ha psag
NEeKapCTBEHHbIX MNpenapaTtoB OTCYTCTBYIOT LOKYMEHTbl, NogTeBepxpatowmne ux kadectso. o
pesynbTatam npoBepku Obll COCTaBneH akT M npegnucaHne 00 yCTpaHEeHUN BbISBMEHHbIX
HapyLLEeHUN.

OxapakTepu3ynTte BbisiBlIeHHble HapyweHusa. OnuwmnTe NOpsAOK NOATBEPXKAEHUA
COOTBETCTBUA KayecTBa TOBAapOB anTe4YHOro aCCOPTUMEHTa, NOCTynarwWwmx B anTe4yHyro
opraHusaumio.

BJ1OK 2



1. CTpyKTypa rocyapCTBEHHOW CUCTEMbI KOHTPOISi KaYeCcTBa flekapCTBEHHbIX CPeacTB.

2. OCHOBHblE MONOXEHMA TeXHUKU B6e30MacHOCTU U OXpaHbl Tpyda dapMaueBTUYECKUX
pabOTHMKOB.
3. MpuoputeTHble HanpaeneHna obecnevyeHnss WHGOPMaUMOHHON ©Ge3onacHoCcTM B

yCroBusix MHopMaLMOHHOro obLecTBa.

Cutyauus Ne4
KoHTponupyemble komneTteHuuu: MNK-4

BJ1OK 1
Mpu noesgke 3a pybex VBaHoB W.U. ¢ cembern npnobpen tam npenapat Amoklavin-BID
625 mg (Ne10) ¢ MHH: AmokcuumnnuH+ knaeynaHoBas kucnota. [Npu nepecevyeHun 30HBbI
TaMOXEHHOro KOHTpona B asponopty «[omoaenoBo» [aHHbIA npenapaTr Obil  U3bAT
paboTHMKaMn TamMoXHU, KoTopble ykaszanu MeaHoBy W.W. Ha 3anpeT BBo3a gaHHoro J1IM Ha
Tepputoputo P® no npuymnHe oTCYyTCTBUS Y HErO peLenTta Ha JaHHbIN NIeKapCTBEHHbIN npenapaT
N JOKYMEHTOB, NOATBEPXAAIOLLMX €0 Ka4eCTBO.
[anTe oUeHKY cUTyaumm ¢ NpaBOBOW TOUYKN 3PEHUS.

BJ1OK 2
1. OpraHunsauuoHHble acnekTsl npouenyp Beo3sa JIC Ha Tepputopuio PO u BbiBo3a JIC 3a
npegenol PP,
2. lMpouecchbl XW3HEHHOrO UMKNa anTevyHouW opraHuMsaumm (nnaHMpoBaHWe BUOOB
AEeATeNbHOCTU, aCCOPTUMEHTA, 3aKymMKK).
3. Buoatnyeckne n geoHTonorn4yeckne acnekTbl MeOULMHCKMUX UCCeA0BaHNN Ha YeroBeke
n nabopaTtopHbIX XMBOTHbLIX, B TOM 4YuUCre MNpu NPOBeAEHUUN OOKIMMHUYECKUX U KITMHUYECKNX
nccrnegoBaHnin fiekapCTBEHHbIX NpenapaTos.

Cutyauus Ne5
KoHTponupyemble komneteHuuu: MNK-4, MK-6

BJ1OK 1
3am. gupektopa no dapm. peatenbHoctn Kupeesom M.A. B xoaoe npoBedeHusi
BHYyTpEeHHero ayguta gestenbHoctn antedHoro nyHkta Ne6 OOO «[lepBasi ropoackas anteka»
OblIO BLISABNEHO, YTO B  anTeYHOM MYHKTE OTCYTCTBYIOT pPacrnopsikeHus 3aBefylolen o
Ha3Ha4YeHUn nNny, OTBETCTBEHHbIX 3a obpalueHune JN, noanexawmx MNKY, caHuTapHbIi pexum,
xpaHeHue JIM. B xypHane yyeTa reHepanbHbiX YOOpPOK mocrnedHasa 3anucb Obinia caenaHa 2
Mecsila Hasa[, B KHUre OT3blBOB W NpPeasioXeHUM MMeETCs 3anncb, codepkallaa gakTbl
Xanobbl noTpebuTensa, OTBET Ha KOTOpyk OTcyTcTBOBas. [lo pesynbTaTtam npoBepku Obin
COCTaBIIEH aKT.
[Jante XxapakTepucTuUKy BbISIBNIeHHbIM HapyweHueM. Onuwute KOPPEKTHbIN
nopsAAoK paboTbl MO KAXAOMY HapyLUEHUIO.
BJ1IOK 2
1. Xapaktepuctmka agMMHUCTPATMBHOM npoueaypbl  MNPOBEOAEHUSI  rOoCygapCTBEHHOrO
KOHTpons denepanbHon cnyxbon no Hag3opy B cdepe 3apaBoOOXPaHEHNS 3a OeATENbHOCTLIO
dapmaueBTUYECKMX OpraHmM3auun B 4actm obecneyeHuss kadectBa W 6He3onacHOCTU
MeOMLNHCKOWN OeATEeNbHOCTM.
2. OcobeHHOCTN hapMaLeBTUYECKOTO MEHEDKMEHTA.
3. CtaHgapTHble  OMepauuoHHble  npouedypbl:  COCTaB, CTPYKTypa, COAepkaHue,
yTBEpPXOEHME.



Cutyauus Ne6
KoHTponnpyemble komneTteHumu: MNK-5, MNMK-9

BJIOK 1
XKeHwmHon 45 net 6b1n npuobpeTeH B anTe4YHON opraHM3aummn HeaBHO BbiBEAEHHbIA HA
PbIHOK  NEeKapCTBEHHbIN MpenapaT Ans CHWKeHua Beca. [locne HegenbHOro MNpUMMEHEHUS
XeHLUMHa noyyscTBOBana crabocTb 1 MOBbLILLEHHYHO YTOMASEMOCTb, O YeM He BbINo 3asBneHo
B NOBOYHbLIX 3dhdeKTaxX MHCTPYKUMN NO MEONULUNHCKOMY NPUMEHEHUI0 npenapaTa. [NoTpebutens
obpartumnacbk B anTeky, COOOLMB O BO3HUKLUMX NOBOYHBLIX adhdeKTax.
OxapakTepu3ynte AeNCTBUA NPoOBU3Opa B AaHHOW CUTyaLUn.
BJ1OK 2

1. MNoHATMe o hapmakoHaasope. MNpuHuMnbl Hagnexawen npakTuku doapmMakoHagsopa.
2.0OpraHusaumoHHas KynbTypa papmaueBTUYecKkon opraHnsauuu.
3. MNopspok cepTudmKaunmn oTeHeCTBEHHbIX U 3apyDOeXXHbIX NekapCTBEHHbIX CPEACTB.

Cutyauusn Ne7
KoHTponnpyemble komneTeHumu: MNMK-1

BJ1OK 1

AnteyHas cetb OOO «BecHa» yxe 6onee 30 net cylecTByeT Ha hapmMaLeBTUYECKOM
pblHKke W obnagaeT cregylwWMMU  XapaKTepUCTUKaMW  OpPraHU3auMoOHHOrO pas3BUTUS Ha
HacTosILLEM JTane: OpraHM3auuoHHas CTPYKTypa YNpoLLEeHa, OCHOBHOW 3adayen siBNSAETCS
KecTkassi 3KOHOMWUSA W ynpoLlueHMe 3aTpaT, YUCNo anTeuvHblX OpraHuM3auui CcokpaljaeTcs,
CHWXAIOTCA MPOLAXW TOBAPOB anTeYHOr0 acCoOpTUMEHTa M npubbinb, BCE MNPOLIECCHI
OpraHn3aLmnmn XXeCcTKo KOHTPOSMPYOTCA.

OueHuTe COOTBETCTBUE OPraHU3aLUOHHOrO Pa3BUTUA ITamny XXU3HEHHOro LMKINa.
Npepnoxute Haubonee pauuoHanbHble AOENCTBUS, COOTBETCTBYHOLME CTaauu
PYHKLIMOHUPOBAHUA anTe4YHOM OpraH13aLum.

BJIOK 2
1. TeopeTnyeckne OCHOBbI MOCTPOEHUSI MAPKETUHIOBbLIX CTPATErNin anTe4YHON OpraHn3aumn.
2. CMK anTteyHoOn opraHu3auuu: OCHOBHble 3anemMeHTbl. lNonuTuka kavectBa anTeyHou
opraHusauuu.
3. OcobeHHocTM BBO3a Ha Tepputoputo PO n BbiBo3a 3a npegenbl PP HapKoTUYecKnx

CpeacTB M MCUXOTPOMHBbIX BELLLECTB.
Cutyaums Ne8
KoHTponupyemble komneteHuuu: MNMK-4, MK-5

BJNOK 1
dapmaueBTtmnyeckas komnaHus OOO «dPutoTex» 3aHMMaeTcs pa3paboTKOM HOBOro
nekapcTtBeHHoro npenapata «X», KOTOPbIN B HaCTOAWMW MOMeEHT npoxoant 1 dasy
KNUHMYecknx wuccrnegosaHun. PykoBogutene R&D otgena nonpocun cneumanucta no
(hapMaKO3IKOHOMUKE OCYLLECTBUTb NIiaHMpoBaHne papMako3IKOHOMUYECKNX nccnegoBaHum npu
npoBegeHUN KIMHUYECKNX UCCeaOoBaHUN AaHHOMO SiekapCTBEHHOIO Npenapara.



OnuwuTte MexaHusm M MeToabl npoBeAeHUa PapMaKO3IKOHOMUYECKUX
uccrnenoBaHUi, afeKBaTHbIX CTaauu pa3paboTKu nekapcTBeHHOro npenapara.

BJIOK 2
1. OcHoBHble 3Tanbl, NPUHLUMUMLI M MeToAbl KMMHUYECKMX WUCCNEAOBaHMIN NeKapCTBEHHbIX
npenapaTtoB. ®a3bl KNMHUYECKNX NCCIEeA0BaHMUN.
2. TeopeTuyeckme OCHOBbI OpraHM3auuMn Tpyoa MepcoHana B dapmaueBTUYeCcKUX
OpraHmn3aumusix u Ux CTPYKTYPHbIX NOApPa3AeneHusix.
3. MpUHUMNLI U MeTOAaMUN yNpaBreHUst KOHNUKTaMW.

Cutyauusa Ne9
KoHTponupyemsble komneteHuuu: MNK-3

BJ1OK 1

dapmaueBTtnyeckas komnaHus OOO «HeoTex» 3aHMMaeTcs pas3paboTKOM HOBOro
nekapCTBEHHOro npenapara «Y», KOTOPbI B HAcTOALWMMA MOMEHT ycrnewHo npowen 3 d¢asbl
KNUHUYECKMX nccrnegoBaHun. B otoene permctpaumm nekapCcTBEHHbIX NpenapaToB KOMMaHMM
HaxoguTcs B cTaauMuM (POPMUPOBAHUSA PErMCTPALMOHHOE O0Cbe Ha AaHHbIN JleKapCTBEHHbIN
npenapart Ans MegULUHCKOrO NPUMEHEHNS.

Onuwunte nopaaok hopMMpOBaHUA PerucTpauMoHHOro A0Chbe Ha JfleKapCTBEeHHbIN
npenapar.

BJ1OK 2
1. lMnaH KnNUHU4Yeckoro uccregoBaHud. YnpasneHue AOKYMeHTamMu U AaHHbIMU. XKypHarn
(6poLutopa) nccnegosarens.
2. OpraHunsauus koHTpons kadecTtsa JIC B ycrnoBusix 3aBockorn nabopatopun.

OcCHOBbI NCMXONOrMK ynpaBneHus KonnekTnBom. XM3HeHHbIN LUMKN hapMaueBTUYECKON
OopraHuM3auunn: OCHOBHbIE 3Tanbl N UX XapaKTEPUCTUKMN.

Cutyauus Ne10
KoHTponnpyemble komneTeHumu: MNK-4, MNMK-6

BJNOK 1
PykoBoautenb anteyHon cetn OO0 «Hukallnoc» NpvHan pelleHne oTKpbITb B OQHOW U3
anTek ceTn peuenTypHO-MPOM3BOACTBEHHbIA OTAEN C MPaBOM M3rOTOBIEHUS NeKapCTBEHHbIX
dopm B acentuyecknx ycnosusx. OH apeHaoBan AOMOMHUTENbHbIE MOMELLEHUs, npuobpen
HeobxogmMmoe o6opyaoBaHWe, HaHSAN OOMOMHUTENbHLIM MNepcoHan M NOAroTOBWUN NakeT
AOKYMEHTOB ANSA NUUEH3NPOBaHMS.
OnuwunTe MexaHu3M JIMLEH3UPOBaHMA AaHHOro Buaa pab6or. OueHuTte
paunoHanbHOCTb OTKpbITUA PIMO B TeKyLwen pbIHOYHOMN CUTyaLM.
BJ1OK 2
1. OpraHusauus ycrnoBunM W3rOTOBMEHUS CTEPUNbHbIX FEKapCTBEHHbIX opm  ans
HOBOPOXAEHHbIX 1 AETEN B YCNOBUSAX MPOMBbILLNIEHHOIO NPON3BOACTBA, anTeKu.
2. OTBeTCTBEHHOCTb pyKkoBOACTBa (0bsizaTenbCTBa  pPYKOBOACTBA, OpUEHTauust Ha
notpebutens, nonutuka B o6racTM kayecTBa, NNaHMpoOBaHME, OTBETCTBEHHOCTb, aHanu3 o
CTOPOHbI PyKOBOACTBA).
3.CpeactBa obecneyeHnsa  MHOpPMaUMOHHOM  ©6e3onacHoOCTM B (hapmaueBTUYECKOM
opraHusauum.



Cutyauus Ne11
KoHTponnpyemble komneTteHumu: MNK-3, MNMK-6

BJ1OK 1
Ha HapyxHoW BUTpMHE oOfHOM M3 anTek anteyHon opraHmsaumm OO0 «Bepay,
Haxo4sLWenca B cnanbHOM paroHe, pykoBoauTeNb pasmectun 6aHHep ¢ Hagnucbio: «Y Hac
camble HWU3KME LEHbI», YTO 3HAYMTESNbHO YBENUYUNO MOCELaeMoCTb anTeku. PykoBoauTenb
APpYron, Henoganeky pacnosioxxeHHon antedHon opranunsaumm OO0 «JleTo», nogan xanoby Ha
AaHHYyto anTeky vyepes cant GAC.
OxapakTepusynte BO3MOXHOe coaepXaHue fAaHHOM Xanobbl. OueHuTte
BbifiBrieHHble PAC HapyLleHUsi, eCNI OHU UMeSIN MecCTO.
BJ1OK 2
1. Xapaktepuctmka agMMHUCTPATMBHOM MNpouenypbl  MPOBEAEHUS1  rocy4apCTBEHHOMO
KOHTpons ®degepanbHOM aHTUMOHOMOMBHOW  cnyxbon 3a cobnogeHnem TpebosaHui
aHTMMOHOMNOJSTbHOIO 3aKoHOoA4AaTENbCTBA hapMaLEeBTUYECKMMU OpraHn3aunsaIMu.
2. KpaTkocpoyHoe n gonrocpoyHoe hnHAHCOBOE MaHMpPOBaHUE: METOAbl U TEXHOMOMUN.
3. ByMakHble 1 3NEeKTPOHHbIE CUCTEMbI AOKYMEHTOOBO0POTA.

Cutyaumusa Ne12
KoHTponupyemble komneteHuuu: MNK-3, MK-6

BJ1OK 1

B anteyHyto opraHmusaumto OOO «3gopoBbe» ObiT MPUHAT Ha paboTy B AOSMKHOCTU
«NpoBM30p» HOBbIN coTpyaHuK [letpoB W.M., KoTOpbIM wMMeeT AUNSIOM O BbICLUEM
hapmaueBTU4eckoM obpasoBaHMM U CBUOETENbCTBO 006 akkpeauTauuu cneumanucta. lNeTtpos
.M. npowen BBOOHbIN WHCTPYKTaX Mpu npueme Ha paboTy, WHCTPYKTaX MO TEXHUKEe
©e3onacHOCTM M OxpaHe Tpyda, O3HaAKOMUICA Mo PpociUCb CO CBOMMW MNpaBamMu U
00513aHHOCTAMMW, COAEpPXAWMMNCA B  AOIMKHOCTHBLIX  MHCTPYKUMSX, NPOJECCMOHanbHbIX
cTaHgapTax, nocre yero npucTynun K paboTe.

OueHUTe KOPPEKTHOCTb NpPOBeAeHHbIX MeponpuaTvi. [ante XapakTepucTUKy
KaXXAoMy U3 npoBeAeHHbIX MEPONPUATUMA C NPaBOBOW NO3ULIUN.

BJIOK 2
1. OCHOBHblE NOMNOXEHUSA NO TEXHWKM ©Ee30MacHOCTU N OXpaHbl Tpyaa dapmaleBTUYECKUX
pabOTHMKOB.
2. OTBeTCTBEHHOCTb pykoBoAcTBa (o6sA3aTenbCTBa PYyKOBOACTBA, OpMEHTaUMsi Ha

noTpebuTensi, nonntTuka B obnacTh kayecTBa, MIaHMPOBaHWE, OTBETCTBEHHOCTb, aHamnu3 o
CTOPOHbI PYKOBOACTBA).

3. CucTemMa rocyjapCTBEHHOIO KOHTPOSS 3a 06palleHNeM NeKapCTBEHHBIX CpeacTB
BHYyTpeHHUI ayauT: uenu, 3agadu, nopsaok NpoBeaeHus.

Cutyauusa Ne13
KoHTponupyemsble komneteHuuu: MNK-5, MK-7

BJNOK 1
PykoBogutens anteyHonm opraHmsaumm OOO  «3anag»  pewvn  yBENUYUTb
peHTabenbHOCTb CEeTU 3a CYeT YBENMYEeHWs NpoAdak ToBapoB COOGCTBEHHOW TOProBOW MapKu
(CTM). Ins moTuBmMpoBaHus hapmMmaueBTU4ECKNX pabOTHMKOB Bonee akTMBHO peanv3oBbiBaTb



AaHHble ToBapbl OH BkM4uMn nokasatenn npogax CTM B cuctemy KPI kak knwodeBble
nokasaTernu, KoTopble B HanbosnbLUen CTeNeHn BNUSAIOT Ha 3apaboTHYO NnaTy COTPYAHMKOB.
OxapakTepu3ynte CUCTEMbl MOTMBaLUU, MPUMEHEHHYI pykoBoauTernemMm. CpaBHuTe
cOoBpeMeHHble CUCTeMbl MOTUBaLUN PaboOTHUKOB.

BJIOK 2
1. YnpaBneHne 4enoBeyvyeckuMn pecypcamm B apMaueBTUYECKMX OpraHM3auumsx:
OCHOBHbI€ 311IeMEHTbI, 0COBEHHOCTH
2. YnpaBneHne NCTo4YHMKaMmn hMHaHCUPOBaHNSI EATENBHOCTN OpraHn3aumu.
3. HopmaTtuBHO-npaBoBoe perynupoBaHve rfopsigka rocydapCTBEHHOrO KOHTPOnst MU

AEKNapUpOBaHNSA NeKapCTBEHHbIX CPEACTB.
Curtyauus Ne14

KoHTponupyemsble komneteHuuu: MNK-4, MK-5
BINOK 1
®paHuysckas dapmaueBTUYeckad KOMMaHUA nfaHUpyeT OcCyLecTBUTb BBO3 B PO
napTUIO HesapernctTpypoBaHHoro B P® nekapcTBeHHOro cpeacTtBa, NpeaHasHadYeHHoro ans
npoBedeHUs1 9KCMePTU3bl NEKapCTBEHHONo CpeacTBa AN OCYLEeCTBIEHUS rocyaapCTBEHHON
permctpauumn nekapcTBeHHoOro npenapaTta B PO.
OnuwunTe MmexaHM3M AeMCTBUN NPOU3BOAUTENA NO BBO3Y U rocpernctpauum JlM.

BJ1OK 2
1. OpraHusauusa nopsgka pabotbl ¢ hanbcnduLmMpoBaHHbIMKW, HegOBPOKaYeCTBEHHbIMU,
KOHTpadakTHbIMM J1 B ycrnoBusax hapmaueBTUYECKON OpraHn3aLmu.
2. Cuctema wMeHemXMeHTa KadecTBa anTe4yHOM opraHu3aumm: obwme TpeboBaHus,
yrnpaBreHne OKyMeHTaumemn
3. MpuHumMnbl ©n  nogxodbl OPMUPOBAHUA  OpPraHM3aUUOHHOW CTPYKTYpPbl anTe4YHoMn

opraHmn3aunm n ocyuwlecterieHme opraHn3almMOHHbIX N3MEHEHUI

Cutyauusa Ne15

KoHTponupyemble komneTteHuuu: MNK-4
Mpn npoBegoeHUM MNPUEMOYHOIrO KOHTPOSS TOBapPOB anTe4yHOro accopTUMeHTa B
anteyHon opraHmsaumm OOO «Hapexga» ©Obin BbisiBNEH  HeagobpokayeCTBEHHbI
MMMYyHOBMOorMyeckmin nekapcteeHHbIN npenapat OkTtaram (p-p a/vH.(dnak.) 5% - 20mn N1).
OnuwuTte fencTBMA anTe4yHOM OpraHusauvMum No npeaoTBpaLUEeHUI0 NonagaHusa B
obpallueHnMA Heao06poKayeCTBEHHbIX JIeKaPCTBEHHbIX NpenapaTos.

BJIOK 2
1. OpraHunsauusa paboTbl MO BbISBNEHUIO HeA0bpoKayYeCTBEHHbIX, hanbCUPULMPOBAHHbIX,
KOHTpadaKTHbIX NIEKapCTBEHHbIX CPEACTB Ha TeppuTopun BopoHexckon obnacTtu.
2. Cuctema  rocydapCTBEHHOro  KOHTpPONA M Hag3opa 3a  [AesTenbHOCTbIO
dhapmaLEeBTUYECKMX OpraHM3aLmii: obLasn xapakTepucTuka, ypoBHU, Lenu, 3agayun.
3. YnpaBneHne 4enoBeyeckMMM pecypcamMum B dpapMaueBTUYECKMX OpraHuM3aumsax:

OCHOBHbIE 311IeMEHTbl, 0OCOGEHHOCTMW.
Cutyaumsa Ne16

KoHTponupyemsble komneteHuuu: MNK-4, MNK-6

BOK 1
AnTteyHaa cetb OOO «BecHa» yxe 6onee 30 neT cywecTByeT Ha hapmaueBTUYECKOM
pblHke W obnagaeT cnegylwMMU  XapaKTepUCTUKaMW  OpPraHU3auuoOHHOrO pas3BUTUS Ha
HacTosILLEM 3Tane: OpraHM3auMoOHHAs CTPYKTypa YNpOLLEHA, OCHOBHOW 3agaden sBnsieTcs



XecTKkast 3KOHOMUSA U ynpoLLeHne 3aTpaT, YMCNOo CyObekTOB PO3HMYHOW TOProBnM COKpallaeTcs,
CHMXalTCA NpoAdaXxu TOBApOB anTe4yHoOro accopTMMeHTa W npubbinb, BCe NpPOLEecChl
OpraHM3aunm XXeCTKO KOHTPONUPYHTCS.

OnuwuTte 4EencTBMA anTe4yHOW OpraHM3auuu COrfacHoO YPOBHSAM CTpaTernyeckoro
MapKeTUHra B Lenfax crabunmsauum aeaTenbHOCTU U NPOASIEHNA XKN3HEHHOro LuKna.

BNOK 2
1. TeopeTnyeckme 0CHOBbI MOCTPOEHUSI MAPKETUHIOBLIX CTpaTernin antTe4Hon opraHu3aumnm.
2. OpraHusaunoHHble 0COBEHHOCTU 3KCMepTU3bl OTAENbHbIX BWOOB JEKAaPCTBEHHbIX
npenaparos.
3. BHyTpeHHU ayanuT: uenu, 3agaydu, NopsiaoK NpoBeaeHus.

3. Nopspok nposeaeHusa N'MA

'MA pernameHTnpyetca [lonoxeHnem O nMpoBeLEHUM [OCygapCTBEHHOW MWTOroBOW
aTTectauum no obGpasoBaTenbHbIM NporpamMmamM Bbicllero obpasoBaHMss — MporpammMam
NoaroTOBKN KagpoB BbiCLUEN KBanudumkaumm B opavHatype BopoHexXckoro rocygapCTBEHHOMO
yHMBEpCcUTETA.

"ocypapctBeHHas utoroasa artrectaums (MMA) BbinyckHMKa ABNSeTCs 06a3aTENbHOM U
NPOBOANTCA MOCNe 3aBepLUEHUS OCBOEHMS B MOSMIHOM O0ObemMe OCHOBHOW obpasoBaTenbHON
nporpamMmmbl No HanpasneHuto noarotoskn 33.08.02 YnpasneHue 1 aKOHOMUKa dhapMauui.

Ana oby4vatowmxca m3 yucna nHeanugos MA npoBogutca YHUBEPCUTETOM C Yy4E€TOM
0COBEHHOCTEN UX MNCUXOU3NYECKOrO pPasBUTULA, WX MHAMBUAOYANbHbIX BO3MOXHOCTEN W
COCTOSIHMS 300POBbS.

Mpw npoeegeHumn NMA obecneunBaeTcs cobnogeHne cneayrowmx TpeboBaHUi:

- nposegeHve MMA ana vmHBanngoB B OOQHOW ayguTOPUM COBMECTHO C oByyatowmmucs,
HE MMEKLMMN OrPaHNYEHHbIX BO3MOXHOCTEN 340POBbSI, ECNN 3TO HE co34aeT TPyaHOCTEN AN
obyuvatowmxca npu npoxoxgeHun MNA,;

- NPUCYTCTBME B ayaMTOPUN aCCUCTEHTa, OKasblBalowlero oby4varowmumcs uMHBanugam
HeobXo4MMYI0 TEXHMYECKYKD MOMOLLb C Y4eTOM WX MHAMBMAYaANbHbIX O0COGEHHOCTEN (3aHATb
paboyee MecCTO, npounTaTtb M OPOPMUTL 3afaHue, nepeaBuratbesi, obOWATbCSA C 4YfneHamu
KOMUCCUK);

- UCMONb30BaHME HEOBXOANMbBIX TEXHUYECKUX CPEeACTB C YYETOM UX UHOMBUAYAIbHbIX
0CoDeHHoCTEN;

- obecneyeHne BO3MOXHOCTM OecnpenAaTCTBEHHOro Aoctyna obydalwmuxca B
ayauTopuu, TyaneTHble W [pyrMe MOMeELLeHMsl, a Takke WX npebdblBaHWs B yKasaHHbIX
nomMeLLeHnax (Hanmume naHgycoB, MOPYYHEWN, PaCLUMPEHHbIX ABEPHbLIX MPOEMOB, NUMTOB,
NoaAbEMHUKOB, Ap. NPUCNocobneHni.

Mo nucbmeHHOMY 3asiBNeHuto obyyarollerocs MHBanuaa NPOAOIPKUTENBHOCTbL COauu
obyvalWnmMecss MHBaANMAOM rocyaapCTBEHHOrO aTTeCTauMOHHOINO WCMbITAHNA MOXEeT ObiTb
yBenn4yeHa no OTHOLUEHUIO K YCTAaHOBITEHHOW NPOAOITHKNTENTBHOCTM €r0 CAauu:

NPOAOIPKUTENBbHOCTb CAAYM roCy4apCTBEHHOIO 3K3amMeHa, NPOBOANUMOro B MUCbMEHHOM
dopme, - He bonee yem Ha 90 MUHYT;

NPOAOIPKUTENBbHOCTL MOArOTOBKM ObOy4yatoleroca K OTBETY Ha rocygapCTBEHHOM
9K3aMeHe, NPoOBOAUMOM B YCTHOW hopme, - He Bonee yeM Ha 20 MUHYT;

NPOAOIPKUTENBbHOCTL  BbICTYNNEHMs  obyvarwwleroca  Npu  3alimMTe  BbIMyCKHOWN
KBanudukaumoHHon paboTbl - He 6onee Yem Ha 15 MUHYT.

B 3aBucumocTn oT mHAMBUAYasnbHbIX 0COOEHHOCTEN 00y4arLUXCA C OrpaHUYeHHbIMU
BO3MOXXHOCTAMU 340POBbsi OpraHm3aunsa obecrneymBaeT BbIMOMHEHNE crieayowmx TpeboBaHui
npv NpoBeAEeHNN rocyaapCTBEHHOIO aTTeCTauMOHHOIO UCTbITAHNUS:

a) onga cnenbix:

3ajaHMa U WHble Martepuanbl A8  cAavM  rocyapCTBEHHOro  aTTecTalMOHHOro
UCrblTaHUs 0POPMIAIOTCA penbedHO-TOYEYHbIM WPUTOM Bpannsa unu B Buge aneKTpoHHOro



AOKyMeHTa, OOCTYMHOro C MOMOLLBbID KOMMNbOTEpa CO creumanu3mpoBaHHbIM NPOrpaMMHbIM
obecneyeHnem ons cnenbix, NMM60 3a4UTLIBAOTCA aCCUCTEHTOM;

MUCbMEHHbIE 3a4aHus BbINOMNHATCA oby4varowmmmnca Ha Bymare penbedHO-TOYEYHbIM
wpudgtom bpanmna wnu  Ha KoMMblOTEpe CO  chneuuanusvpoBaHHbIM  MPOrpaMMHbIM
obecneyeHnem ons cnenbix, NMM60 HAOUKTOBbLIBAOTCA aCCUCTEHTY;

npy  HeobxogMMOCTM  obyyalWMMCsa NPeaoCcTaBNAeTCA  KOMMMEKT  MUCbMEHHbIX
npuHagnexHocten n ymara ons nucbMa penbedHoO-To4eYHbIM WpndTom bpanns, komnboTep
CO crneumnanu3npoBaHHbIM NporpamMHbIM obecneyeHnemM ang crenblx;

6) ansa cnaboBuaaLwmX:

3ajaHMa U WHble MaTtepuanbl ANd  cavyM  rocygapCTBEHHOro  aTtTecTauMOHHOro
UCrnbITaHNUs OPOPMIISIOTCA YBESTUYEHHBLIM LLIPUPTOM;

obecneunBaeTca nHaAnBMAyanbHOE paBHOMEpPHOE ocBelleHne He meHee 300 ntoKc;

npy HeobGxoaMMOCTM oby4vatolmMmMcs NpeaoCcTaBnAeTCa yBenuyMBalollee YCTPOWCTBO,
AonyckaeTcs UCNosib30BaHME YBENMUYMBAOLLNX YCTPOMUCTB, MMEILLNXCS Y 0BydatoLwmxcs;

B) ANA rnyxux n cnabocnblwallmx, ¢ THXeNbIMU HapyLUEHUSMU PeYm:

obecneynBaeTca  HanuMuue  3BYKOyCUNUBaloLWeW  annapatypbl  KONIEKTUBHOIO
Nnosib30BaHUsA, Mpuv HeobxogMMOCTM obyyarLlmMMcs npeaocTaBseTcs 3ByKOycunMBatoLwas
annapartypa nHanBMayarbHOro Nonb30BaHWUS;

MO WX >KENaHWK roCyAapCTBEHHble aTTeCTauMOHHbIE WUCMbITaHUS MNPOBOAATCSA B
NUCbMEHHON hopMeE;

r) 4Ns nvy, ¢ HapyLeHUsIMnU ONopHO-ABUraTesNibHOro annapara (TskenbiMu HapyLeHNnaMm
ABuraTenbHbIX QYHKUNN BEPXHUX KOHEYHOCTEN UMM OTCYTCTBMEM BEPXHMUX KOHEYHOCTEN):

NMMCbMEHHbIE  3aJaHus  BbINOMNHATCA  obyyawWwMMMCa Ha  KOMMbKOTEPE  CO
crneumanmsaMpoBaHHbIM NPOrpaMMHbIM 06ecneyeHnemM UM HagMKTOBbIBaAOTCA aCCUCTEHTY;

No UX >XeNaHW rocygapCTBEHHbIEe aTTecTauMOHHbIE UCMbITAHUSA MPOBOASATCA B YCTHOW
dopwme.

Obyvatowmnnca mHBanug He nosgHee 4em 3a 3 Mecsua OO0 Havana nposedeHus
rocyaapCTBEHHOM WTOroBOW aTTecTauuMuM nogaeT MUCbMEHHOE 3asiBfieHNne O HeobXOAMMOCTU
co3faHus  Ons Hero  cneuuanbHbIX — YCrOBMA  NpWU  MPOBEAEHUM  rOCyaapCTBEHHbIX
aTTeCTaLMOHHbIX UCMNbITAHWUIA C YKaszaHMeM ero nHanemayarnbHblX ocobeHHocTen. K 3asaBneHuto
npunaraTcs LOOKYMEHTbl, NOoATBepXaawwme Hanuune y obyvaruweroca MHOMBUAYaNbHbIX
0cobeHHOCTEN (MpM OTCYTCTBUM yKa3aHHbIX AOKYMEHTOB B OpraHu3auun).

B 3agBneHun  obyvawowmnca  ykasblBaeT Ha  HeobxogumocTb  (OTcyTCcTBUME
Heo6Xxo4MMOCTIN) NPUCYTCTBUSA aCCUCTEHTA Ha rocyaapCTBEHHOM aTTEeCTALUOHHOM UCMNbITAHUN,
HeobXoauUMOCTb (OTCyTCTBME HEeObXOAMMOCTW) YBENUYEHUS NPOAOIPKUTENBHOCTM caayum
rocydapCTBEHHONo  aTTeCTaUMOHHOrO  UCMbITAHUS MO  OTHOLIEHUMKD K  YCTaAHOBMEHHOM
NPOLOIMKUTENBHOCTH (4S9 KaXKA0oro rocy4apCTBEHHOrO aTTeCcTaunoHHOIo UCMbITaHNS).

A BbINyckHMKOB, 0ByyaBLUMXca no crneumanbHocTy 33.08.02 YnpaBneHme n 3KoHOMUKa
hapmMaumm COCTOUT U3 rOCYyAapCTBEHHOIO 3K3aMeHa.

OcHOBHas LUenb rocygapCTBEHHOrO 9K3aMeHa COCTOMT B OMNpedesieHun YpPOBHS
TeopeTn4eckon MOArOTOBKM BbIMNYCKHMKA, cocTaBnsawowen 6a3y ero camMoCToATENbHOW
npodeccuoHanbHOM OeATeNbHOCTU U YPOBHA OCBOEHUS opAuMHatopamMu MNporpamMMHOro
mMartepuarna no u3y4yeHHbIM y4ebHbIM gUCUUNIIMHaM.

B uenax nogrotoBkn k MA opauHatopbl oGecneynmBaloTCA MporpaMmMon 3K3ameHa,
NPUMEPHbLIM MNEepeYHEM TUMNOBLIX BOMPOCOB, a TaKKe MNepeyHeM nuTepaTypbl U APYrumMu
Martepuanamu.

Cpoaya rocygapCTBEHHOro 9K3amMeHa MpOBOAUTCS Ha  OTKPbITbIX  3acedaHusx
3K3aMeHaLUMOHHbIX KOMUCCUM C y4aCcTueM He MeHee OBYX TpeTen ux coctasa. [1o 3aBepLueHun
ak3ameHa QK Ha 3akpblTOM coBeljaHuMM NOABOAUT UTOMM U BbICTABASIET OLEHKU MO LuKane:
«OTIIMYHOY», «XOPOLUO», «YOOBIETBOPUTENBHO», «HEYOOBMNETBOPUTENbLHOY. PesynbTrathl
3K3amMeHa 0O0bABMAKTCA opAuHaTopam B TOT Xe [[eHb nocrne odopMSiEHMsT NPOTOKOSIOB



3aceganus OK B YCTaHOBJIEHHOM NoOpAAKe N BHOCATCA B 3a4€THble KHWXKM U BEOOMOCTW.
OueHka «HEeyOoBJ1IETBOPUTESIbHO» BHOCUTCA TOJIbKO B BEAOMOCTb.



