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PABOYAS MPOrPAMMA YYEBHOWU OUCLMNITUHBI

51.65.07 KoHTponbHO-Haa3opHas cuctema B cepe obpalleHns nekapcTBEHHbIX
cpeacTs

1. Wndp n HanmeHoBaHUe cneunarbHOCTH:
33.08.03 dapmaueBTUHECKas XMMUSA U hapMaKorHO3us
2. Mpodunb noaroToBKU/cneymanusaumusa: oTCyTcTByeT
3. KBanudmkaumsa BbiNnyCKHMKA: NPOBM30OP — aHANUTUK
4. dopma o6pa3oBaHuUA: O4Has
5. Kacdbegpa, oTBevarwan 3a peanmsauuio AUCLUUNIIUHDbI:
Kadbenpa ynpaBneHust 1 9KOHOMUKN hapmaummn n doapmMakorHo3um
6. CocTaBuTENU NPOrpaMmbi:
YynaHguHa EneHa EBreHbeBHa, A.dapM.H., npodbeccop; bongbipea EneHa
BrnagumupoBHa, K.cpbapM.H., AOUEHT
7. PekomeHgoBaHa:
Hay4Ho-meToanyeckum coBeToMm dhapmaueBTuyeckoro dakyneteta, npotokon Ne 1500-
08-04 ot 25.05.2020
8. YuebHbIn roa: 2020-2021 CemecTp(bl): 2



9. Uenu v 3apaum y4yebGHOM AUCUMUNMUHBLI: POpMUPOBAHME YIIYONEeHHbIX 3HaHUN U
YMEHUN B 06nacTv KOHTPOSNbHO-pa3peLLMTENbHON AeATEeNbHOCTM B cdepe obpalieHns
nekapCTBEHHbIX CpeacTs

OcHoOBHble 3aa4v ANCLUMMNINHBI:

- (OopMMpPOBaHNE 3HAHUA M yMeHM B obnactu rocyaapCTBEHHOINO KOHTPONS B
cepe obpalleHnst NeKkapCTBEHHbIX CPEACTB, X COOAEPXKaHUS, YMEHUIN OOKYMEHTaNbHOMo
CONPOBOXAEHUSA BCEX BUOOB rOCyJapCTBEHHOIO KOHTPONS;

- dopMMpoBaHNEe y OpAMHATOPOB YrrybneHHbIX 3HaHWK, HaBblkOB B obnacTtu
BBO3a JleKapCTBEHHbIX CpeacTB Ha Tepputopuio PO un BbiIBO3a C Tepputopumn PO
nekapCTBEHHbIX NpenapaTos;

- (opmumpoBaHMe 3HaHMM U YMEHUM B 0OMNacTM U3BLATUA CybCTaHAAPTHbLIX
nekapCTBEHHbIX NpenapaToB U JOKYMeHTanbHOe 0(hopMIeHNe U3bATUS;

- (opmupoBaHMe 3HaHMM U ymMeHUn B o6BnacTu perncrtpaumm nekapCTBEHHbIX
npenapaTos.

10. Mecto y4yebHOM AucuunnuHbl B cTpyktype OOIl: gucumnnmMHa OTHOCUTCA K
6asoBomy 6roky gucumnnuH crneuuanbHocTM b1 n mM3yyaeTcs Ha nepBoM Kypce, BO
BTOPOM CEMECTpE.

11. MnaHupyemMble pe3ynbTaTbl OOy4YeHUsI MO AUCUUNNMHE (3HAHUA, YMEeHMUs,
HaBblkM), COOTHECEHHble C MNNaHMpyeMbiMU  pe3ynbTaTaMu  OCBOEHMS
o6pa3oBaTenibHOM NporpaMmmbl (KOMNETEHUUAMU BbINYCKHUKOB):

KomneTteHuus
Kon HasBaHue
MK-8 | NoTOBHOCTL K OpraHusaumu 3HaTb: nepeyYeHb HOPMATUBHbIX MNPABOBbLIX aKTOB,
KOHTPOJIS Ka4ecTBa perynupylowmux WCNofiHeHNe rocygapcTBEHHOW (PyHKUMM B
NeKapCTBeHHbIX CPEACTB B 4acTW opraHu3auuM U MpoBedeHWs MPOBEPOK COOTBETCTBUSA
yCNOBNSAX (DAPMALEBTUMECKUX  |nayancTReHHBIX CPEACTB, YCTAHOBNEHHbIM TPEGOBaHUSM K WX
oprannsauin KayecTBy (rocyAapCTBEHHbIV HAa30p)

NpeaMeT rocygapCcTBEHHOro Hag3opa, Buabl;

npaea u 0083aHHOCTM nNWL, OCYLLECTBASIOLWMX
rocygapCTBEHHbIN Haa3op B obnactu KayecTBa
NeKkapCTBEHHbIX CPEACTB W N, B OTHOLUEHUM KOTOPbIX
Haa30p NPOBOAMTCS;

cocTaB, MOCMNedoBaTeNbHOCTb U CPOKM BbIMOMHEHUS
aOMUHUCTPaTUBHBIX Npouegyp B obnactn rocygapCTBEHHOro
Hagsopa (NnaHvMpoBaHWe nNpoBeAEeHUsT MPOBEPOK, MPUHATUE
peLleHns 0 NpPOBEAEHUU MPOBEPKU, MPOBEAEHUE MPOBEPKY,
ochopMIneHne pe3ynbTaToB MPOBEPOK, MPUHATME Mep Mo
pe3ynbTaTtam NpoBEPOK U Ap.);

nopsigok M opmbl KOHTPOMSA 3a OCYLLECTBIIEHUEM
rocyqapCTBEHHONO  KOHTPONSA  KayecTBa  JIEKAPCTBEHHbIX
cpencTs

YMeTb: TMPUMEHATb HOPMbI  aAMUHUCTPATMBHbIX
npouenyp No OCYLECTBIEHUIO FOCYAapPCTBEHHOTO KOHTPONS B
obnactm kayecTBa JleKapCTBEHHbIX CpPEeACTB B 4acTu
NNaHMpoBaHWs, oOpraHu3auuv, npoBedeHusi, OoOopMIEHNS
pe3ynbTaTOB rOCYAapCTBEHHOIO KOHTPONSA 3a KayeCTBOM
NneKkapCTBEHHbIX CPEACTB;

OCyLLEeCTBNATb MOHUTOPWHT 6e3onacHocTn
NeKapCTBEHHbIX CPeACTB B YCMOBUAX  OCYLLECTBIEHMS
hapMaLeBTUYECKON AeATENBHOCTY;

OCYLLEeCTBNATL OpraHu3auuio JoKymeHToobopoTa npwu

OCyLLECTBEHNN ddapMakoHaasopa.
MK-11 | F'OTOBHOCTbL K NPOBEAEHUIO 3HaTb: TEOpeTU4eCcKMe OCHOBbI, 3aKOHOAATENbHbIE U
npouenyp no U3bATuio U3 HOPMaTUBHbIE aKTbl B 0OOMacTu NPuU3HaHWS NEKapCTBEHHbIX
rpaxpaaHckoro obopora npenapaToB hanbcMuLMpoBaHHbLIMK,
PpansCcMpULIMpOBaHHLIX, Hen06pOKaYECTBEHHBLIMU, KOHTPaaKTHLIMMY;

HEA0BPOKAECTBEHHbIX U npasuna YHUYTOXEHUA danbCcUULIMPOBaHHBbIX,
KOHTpad)aKTHbIX 1eKapCTBEHHbIX

MnaHupyeMble pe3ynbTaTbl 06y4YeHus




cpencTtB N UX YHUHTOXEHUIO

HeqoGpPOKa4YeCTBEHHbIX,  KOHTpadaKTHbIX
npenapaToB, HAXOASALIMXCS B 0OpaLLeHuu;
OCHOBaHUS ANs1 YHUYTOXEHUS hanbCupULUPOBAHHbIX,

J1eKapCTBEHHbIX

HeJOOpOKayYeCTBEHHbIX,  KOHTpaakTHbIX  NEKAPCTBEHHbIX
npenapaTos;

nopsiaoK nepenayu danbCUULMPOBaHHBIX,
HegoOpOKayYeCTBEHHbIX,  KOHTpadaKTHbIX  NeKapCTBEHHbIX
npenapaToB ans YHUUTOXEHNS YNOMHOMOYEHHOW
opraHmsauum;

nopsiaoK YHUYTOXEHUA danbCUULIMPOBaHHBbIX,
HedOOpOKayYeCTBEHHbIX,  KOHTPa(gakTHbIX  JIEKAPCTBEHHbIX

npenaparos, Haxo4AaLWnXca nogd TaMoXXeHHbIM KOHTPOJeEM;
NnopAAOK YHUYTOXEHUA JIeKapCTBEHHbIX MpenapaTtos,

coaepalwmx HapKoTunvyeckme cpenctea, NCUXOTPONHbIE
BelLlecCTBa, pap,mocbapmaueBTquCKmx JTeKapCTBEHHbIX|
CpencTB;

NOpsiAOK OCYLLECTBMEHUSA TOCYAapCTBEHHON OYHKLUK
MO KOHTPOMIO 3a YHUYTOXEHUEM danbCUPULMPOBaHHbIX,

HegobpOKayeCTBEHHbIX,  KOHTpadaKTHbIX  NMEeKapCTBEHHbIX
npenapaTos.

YmeTb: BbISIBNATb danbCcnUUMpPOBaHHbIE,
HeaoOpoKayYecTBEHHbIE, KOHTpadhakTHble  NeKapCTBEHHbIE
npenaparbl;

OOKYMEHTarnbHO 0dopMnsIThb N3bATHE
hanbcMduLMpoBaHHbIX, HeJ0OpOKayYeCTBEHHbIX,

KOHTpadaKTHbIX NeKapCTBEHHbIX MpenapaToB U3 obpalleHust
NekapcTBEHHbIX CPeaCTB;

ocywecTBnaTe  nepedady  danbcudurumpoBaHHbIX,
HeaoBpoKayeCTBEHHbIX,  KOHTpadakTHbIX  NEeKapCTBEHHbIX
npenapaTtoB  Ha  YHUYTOXEHWE B  YNOJIHOMOYEHHYHO
opraHu3aumio;
OCYLLECTBMATb KOHTPOMb  MCMOMHEHUS HaA30pHbIX
OYHKLMIM B 06N1aCTN YHUUTOXEHNS NeKapCTBEHHbIX CPEACTB;
npensaTcTBoBaTb He3aKOHHOMY obopoTy
hanbcMdnLMpoBaHHbIX, HeJ0OpOKaYeCTBEHHbIX,
KOHTpadaKTHbIX IEKAPCTBEHHbIX NPenapaTos.
12. O6bemM QUCUMNINMHBLI B 3a4e€THbIX eguHMUax/yac — 2 3.e./72 ak.u.
CDopma npome)KyTquoﬁ aTTeCcTauun: 3a4eT
13. Bugbl y4ebHOM paboThbl:
TpyooeMKocTb
Bug yyebHorn paboTbl Bcero Mo cemecTpam
CemecTp 2 UTtoro
KoHTaKkTHble 3aHATUA 42 42 42
B Tom yucne: nekuumn 8 8 8
npakTuyeckue 30 30 30
KoHTponb camocTosiTensHon paboTsl - - -
WHavBuayanbHble KOHCYNbTaL MK 4 4 4
CamocTodatenbHasa pabota 30 30 30
dopma NpoMeEXYTOHYHOW aTTecTauum ) ) i
(3aveT)
Utoro: 72 72 72

13.1. CopepxaHue QUCLUUNINUHbI

Ne HaumeHoBaHne
n/n pasgena/TemMbl AUCUUNIIUHDI

CopepxaHue TeMbl AUCLUNNNHBI

1. NNlekuun




BB03 nekapcTBEHHbIX NpenapaTos
Ha Tepputopuio PP u BbIBO3
INnekapcTBEHHbIX NpenapaTtoB ¢
Tepputopun PO

feKapCTBEHHbIX MpenapaTos Ha TeppuTopuio PO

1. Topsigok  BBO3a  NIEKAPCTBEHHbIX  CPeAcTB
MeOMLMHCKOrO NPpUMeEHeHnst Ha TeppuTopuio P
2. [lopspok nonyyeHus paspeLleHus Ha

ans

BBO3

OpraHusaumsi no M3bATUIO U3
cdepbl obpalleHnst
InekapCTBEHHbIX cpencTs n
YHUUTOXEHWIO
hanbcnnLnMpoBaHHbIX,
He06pOKa4YeCTBEHHbIX "

KOHTpadaKTHbIX NeKapCTBEHHbIX
npenapaTtoB

4. Mopsgok
NCUMXOTPOMHBIX

YHUYTOXEHNA

5. KoHTponb 3a
INnekapCTBEHHbIX NpenapaTos.
6. MpoTtnBogencrTemne
dbanbCcnnUnpoBaHHbIX,

neKapCcTBEHHbIX
pagmodapmMaleBTUYECKUX NIEKapCTBEHHbIX NpenapaToB.
YHUYTOXEHMEM

npenapartoB, HaxXoAALWKnX nog TaMOXXeHHbIM KOHTpOeMm.

HapPKOTUYECKUX

He3aKOHHOMY
Hego6GpoKayYeCcTBEHHbIX
KOHTpadhaKTHbIX JIeKAPCTBEHHbIX NpenapaTos

npenaparTos

3. BB03 nekapcTBeHHbIX MpenapaTtoB Ha TeppuTtopuio PP
6e3 paspeweHns M3 PO
4. OcobGeHHOCTM BBO3a  HapKOTUYECKUX CPEeACTB U
NCUMXOTPOMHBIX BELECTB Ha Tepputopuio PO
5. BBO0O3 MEAULIMHCKON TEXHUKN U MEeOULUHCKUX U3Oenun Ha
TeppuTtopuio PO
1. MoHATUNHbIE KaTeropum danbCUULIMPOBaHHBIX,
HeJOOpOKayYeCTBEHHbIX W KOHTpadaKTHbIX  JIEKapCTBEHHbIX
npenapaToB (cybCcTaHAapTHbIE NIeKapCTBEHHbIE NpenapaTbl)
2. MpaBuna YHUYTOXEHUS dhanbCnUUnpOoOBaHHbIX,
HeJOOpOKayYeCTBEHHbIX W KOHTpadaKTHbIX  JIEKapCTBEHHbIX
npenapaTos.
3. Mopsaok YHUYTOXEHUS anbCcunLMpPOBaHHbIX,
HefoOpoKaYeCTBEHHbIX M KOHTpadaKTHbIX  NIeKapCTBEHHbIX

CpeacTs,

n

cyGCTaHaapTHBbIX

obopoTy

n

FocynapcTBeHHasi peructpaums
INnekapCcTBEHHbIX NpenapaToB

1. 3akoHoOaTemnbHble U
pernameHTUpyloLme
INekapcTBEHHbIX NpenapaTos

TernbHOe HarnoJiHeHne
3.
4.
Ha npoesegeHve 9KCNepTun3bl
opraHmn3auua 9KCMNepTn3bl.

5. OcobeHHoCcTUN

6. Peluenne o
PervctpaunoHHoOe yaoCTOBEpPEHHUE.

HOPMaTMBHbIE
rocyapCTBEHHYIO

3asBneHune n perncTpaumoHHoe 4ocke
PelleHre o Bblgave aKCnepTHOMY yuYpexaeHuio 3agaHms
nekapCTBEHHOro
OdopmneHne
TpeboBaHus K akcnepTam u nx kBanudukaumm
opraHusaumm
perncTpaumm opdaHHbIX NlekapCTBEHHbIX NpenapaTos
rocyaapcTBeHHOW

OOKYMEHTHbI,

perucTpauuio

2. OTanbl rocygapCTBEHHOW peructpauumn n ux copepxa-

cpeacTea,

pe3ynbTaToB.

FocyﬂapCTBeHHOVI

peructpauum.

PenepanbHbIl  rOCYAapCTBEHHbIN
KOHTpONb W Hagsop B cdepe
obpalyeHns nekapCTBEHHbIX
cpeacTs

1. CogaepxaHne
opraHusaummn n nposeaeHuto

Ka4yeCcTBy W [OOKYMEHThI,
(rocyoapcTBEHHbIN HAaa30p).

3.

rocygapCTBeHHOM

npoBepoK

yHKLUMN

no

COOTBETCTBUA

2. PesynbTaTtbl rocygapCTBEHHOIO Haa3opa.
AOMUHUCTpaTUBHbLIE Mpoueaypbl MPU OCYLLECTBEHUU
rocyapCTBEHHOIo Haa30opa: NepeyeHb, cogepXaHue.

NeKapCTBeHHbIX CcpeacTB YCTaHOBIIEHHbIM TpGGOBaHI/IFIM K UX

perynupylowime ee BbINOMHEHWE

npepens

3.

npenapaToB Ha Tepputoputo PO

InekapcTBEHHbIX NpenapaToB Ha TeppuTopuio P
OdopMrieHne [OKYMEHTOB Ha BBO3 JleKapCTBEHHbIX

4. Mopsgok u  dopMbl  KOHTPOMS 3a  UCMOSIHEHMEM
rocygapcTBEHHOro Hagsopa.
2. MMpaKkTnyeckune 3aHaTuA

"ocynapcTBeHHas pernctpaumsa (1. OTanbl  rocydapCTBEHHOW  peructpaumMm 1M UX
InekapcTBEHHbIX CPeacTB cofepxaTernbHOe HanosmHeHve.

2. CocTtaBneHue 3asBneHns U perMcTpaLlmoHHOro Jocke.
OpraHusaumsa paboTbl no BBO3Y[L. Mopsagok  BBO3a  fleKapCTBEHHbIX  cpeAcTB  Ans
InekapCTBEHHbIX MpenapaToB HaMeOULMHCKOro NPUMEHEHUS Ha Tepputopuio PO
TeppuTopuio P® 1 BbiBO3y 3a eel2. Mopsagok nony4vyeHus paspeLueHns Ha BBO3




3  (Opranusauusi paboThbl cl. MpaBuna YHUYTOXEHUS dhanbCnUUNpPOBaHHBbIX,
hanbcnprLMpoBaHHbIMM, HeJOOpOKayeCTBEHHbIX W KOHTpadaKTHbIX  JIEKapCTBEHHbIX
Heaob6poKayYeCTBEHHbIMNA, npenapaTos.

KOHTpadakTHbIMMN 2. Mopsaok YHUYTOXEHUSA hanbCnUUMPOBaHHLIX,
INekapCTBEHHbIMW  NpenapataMnuHesobpoKayYecTBEHHbIX U KOHTpadakTHbIX  NEKapCTBEHHbIX
Ha pernoHanbHOM YpPOBHE (HanpenapaToB, HAXOAALMX NOA TaMOXEHHbLIM KOHTPOMEM.
npumepe BopoHexckon obnactu),3. MopagoK  YHUUTOXEHMSI  HApKOTMYECKUX  CPEeAcTB,
B OpraHuMsauusx ONTOBOM  MMNCUXOTPOMHbIX nekapcTBEHHbIX npenapaTos n
PO3HUYHOW ToproenunpagnodapmMaLeBTUYECKNX NEKapCTBEHHbIX NpenapaTos.
InekapCcTBEeHHbIMU Npenapatamn 4. OpraHusaumst paboTbl NO BbISBAEHUIO U U3BATUIO U3
obpaLleHns HeJ0OpOKayYeCTBEHHbIX, KOHTpadaKTHbIX,
danbcmdrLMpOBaHHbIX NIEKAPCTBEHHbIX CPEACTB

4 [lnueHanpoBaHune 1. OdopmneHne naketa AOKYMEHTOB AN NMUEH3MPOBaHNS
dhapmMaLeBTUYECKOMN dbapmaueBTU4ECKON OeATENBHOCTH.
nesTenbHoOCTH, B T.4. obopoTa lMpuBegeHne gedATenbHOCTM (bapmaueBTUYECKOW OpraHusauun B
HCwulB COOTBETCTBMM C JIMLEH3NOHHLIMU TPeOOBaHNSIMU

5 |KoHTponb n Haa3op 3a [1. OpraHusaums  npoBefeHust  KOHTPOSbHO-HaA30pPHbIX
NeaTenbHOCTbHIO CyObeKkToB [MeponpuATUiA Npy obpaLleHnn NeKkapCTBEHHbIX CPEACTB.
PO3HUYHOW ToproBnn 2. Mopsgok npoBegeHWss  KOHTpONsE W Hagsopa 3a
INekapCTBEHHbIMU CPeACcTBaMU  |[0eATeNbHOCTbLIO CYyObeKTOB Npu obpalleHun

3. Peanusauus npae lopyaMyecknx nuiu u MHOMBMAYanbHbIX
npeanpyHMMaTenen nNpu rocyaapcTBEHHOM KOHTpone/Hag3ope 3a
cybbekTamm obpalleHns Nekap CcTBeH HblX CpeicTB

6 |[KoHTponb n Haa30p 3a (1. OpraHusaums npoBeaeHus KOHTPONbHO-HAA30PHBbIX|
NeaTenbHOCTLIO anTeYHbIX [MEpPONPUSTUA NPU 0OpaLLEHUN NeKapCTBEHHbIX CPeCTB.
opraHv3auuin, umetowux 2. lopsagok  MpoBedeHWst  KOHTPONs M Hagl3opa  3a
NMLIEH3NI0O Ha  MNPOU3BOACTBO |[EATENbHOCTLIO CYyOBLEKTOB MpU obOpaLLeHn
INnekapCTBEHHbIX CPeaCTB. 3. Peanusauua npaB opugnyeckux Ny M MHAMBUAYanbHbIX

npegnpuHMMaTenein nNpu rocyaapcTBEHHOM KOHTpone/Haa3ope 3a
cybbekTamm obpalleHns NekapCcTBEHHbIX CPeacTB

7 | ®epepanbHbIn 1. OpraHusaums nposegeHns BbIBOPOYHOTO KOHTPONS kavyecTBa

rocyaapCTBEHHbI HAA30p B
cchepe obpalueHus
neKapCTBEHHbIX CPEACTB:
BbIGOPOYHbIN KOHTPOIb
KayecTBa

Cop,epx(aHMe nHanBuayaribHbIX KOHCY” bTauuun

Ne Haumerosarine CogaepxaHune TeMbl UHOUBMAYAIbHbBIX KOHCYNbTALMNA
n/n pasgena/Tembl ANCUUNNNHDI
1 |®epepanbHbIn rocygapcTBeHHbln |1. OpraHmsauusa n nposefeHne apmMmakoHaasopa.
Hafa3op B cdhepe obpalleHus 2. OchopmreHne NHPOPMaLMOHHON KapTbl N3BELLEHMUS
INnekapCTBEHHbIX CPeaCTB:
opraHv3aumsi u npoBeaeHue
drapmakoHaasopa
13.2. TemMbl AUCUUNANHBLI U BUAbI 3aHATUNA
Buabl 3aHATUN (4acoB)
Ne HaumeHoBaHue CamocTosi-
MpakTuye-
n/n pasgena/TeMbl QUCUUMIVHBI Jexunn ckme TenbHas Bcero
paboTta
1 BBO3 nekapcTBEHHbIX MNpenapaToB
Ha Tepputoputo PP un BbIBOA 5 6 6 14
nekapCcTBEHHbIX  MpenapatoB C
Tepputopun PP




2 OpraHusaumsi Mo  U3bATUIO U3
cthepbl 06palLeHsi eKapCTBEHHbIX

cpencTs " YHUYTOXEHMNIO 2 6 6 14
danbCcnUUnpoBaHHBbIX,
HenoOpoKa4yeCTBEHHbIX "
KOHTpahaKTHbIX  JNleKapCTBEHHbIX
npenapaTos
3 "ocyaapcTBeHHas permctpaums 2 6 6 14

neKkapcTBEHHbIX NpenapaTos
defepanbHblil  FOCYAAPCTBEHHBbIN
4 KOHTPOSIb U Hag3op B cchepe 2 12 12 26
obpalleHnst nekapCTBEHHbIX CPEACTB
KoHTponb camocTosiTenbHOM paboThl

NHamBuayanbHble KOHCynbTauum - 4 - 4
Ntoro 8 34 30 72

13.3 CamocTositTenbHass paboTa opAuHaATOpa OCYLECTBASETCA B COOTBETCTBUM C
MeTOANYECKMMN MaTepuanamm Mo CcaMoCcTosTeNnbHOM paboTe Ana opavHATOpPOB W
BKITOYaeT:

- NOArOTOBKY K 3aHATUSM C UCMOfb30BaHMEM OCHOBHOW W  [OMOSHUTESTbHON
nuTepaTtypbl, pPEKOMEHLOBAHHOW K U3YYEHUIO U BbINOMHEHME 3a4aHuN;

- MOArOTOBKA K TECTOBbIM KOHTPOMAM MO UTOraMm 3aHATUM U u3ydveHust 6rioka
CaMOCTOATENbHbIX TEM, TEKYLLMM U MPOMEXYTOYHbIM aTTecTaumsiMm No AUCLMMNINHE.

Tematnka camocTosTenbHON paboTbl MO KaXAON TeMe OUCUMUNNUHBLI onpeaeneHa ans
KaXXgon TeMbl OuMCuMnivMHbl M pasmewiaetca Ha nnatgopme Moodle OHnanH-kypc
«OpraHmsauus  KOHTPOSIbHO-pa3peLUMTENbHOM  OeATeNnbHOCTM B cdepe  obpalueHus
neKkapCTBEHHbIX cpeacTB (opanHaTypa)» https://edu.vsu.ru/course/view.php?id=3429

14. MeToaunyeckune ykasaH1A Ans o6y4aroLWwmMxcsa No 0CBOEHMIO AUCLMIMIIUHDI

lMpn noAroToBKE K NEKUMM OpAMHATOP MOXET, MCMomnb3ys pabodvyo nporpammy
ANCLMNIINHDI, YSACHUTb TEMY FIEKUMM 1 BOMPOCHI, KOTopble ByaeT packpbiBaTb npenogaBaTtenb
npyv  m3yyeHun  gucumnnuubel.  [penogaBaTenb  packpbiBaeT  Haubonee  BaXHble,
NpUHUMNManbHble BOMPOCHI KaX4oW TeMbl, CNOCOOCTBYOLLME NMOHMMAHMUIO JIOTMKN MOCTPOEHNS
Kypca, CTPYKTYpbl U COAEpXaHUA OCHOBHBIX MOHATUI U KaTErOpMI 3KOHOMUYECKOro aHanm3a. B
KOHLIe neKkuuu npenogaBaTerib, kak npasuno, opMynupyeT 3agaHue Ang camocToATeNbHOM
paboTbl opauMHaTopa: M3y4YeHWe OnpenenieHHbIX pasfernioB AUCLMNIUHBI, AOMNOSNTHUTENbHOW
nuTepaTtypbl, KOTOpble NO3BONAT OpAUHATOPY YrNyouTb NMOHMMaHWe TeMbl U NOArOTOBUTBLCA K
y4acTUo B NPAKTUYECKUX 3aHATUSAX.

MpakTnyeckne 3aHATMA BbINOMHSATCA B COOTBETCTBMM C paboyen nporpammMon npu
nocneaoBaTeNbHOM M3y4YeHUMU TeM OUCLMMNIUHBI U NPeAcTaBnsaioT cobow BbIMONHEHWE
obyyaeMbiMn Habopa npakTU4eckux 3agadvy npegMmeTHon obnacTu ¢ uenbio BbipaboTkm y
HUX HaBbIKOB MX pelleHus. [epen NpoBeAeHMEM MPAKTUYECKOTO 3aHATUS MO PELUEHUIO
3agauy npenogasaTenb MHpOPMMPYET OpONHATOPOB O TEME 3aHATUSA, yaenseT BHMMaHue
BOMpocam NpoBeAeHNst MeTOANKM ByayLLMX pacyeToB Ha OCHOBE U3YYEeHHOW MHopMmaLmm
Ha NEKUMOHHbIX M CEMUHAPCKMX 3aHATUSIX, coobLlaeT O uensx u 3agadax npoBeneHus
NPaKTUYECKOrO 3aHATUS, NOPSAKE ero NpoBEeOEHUS N KPUTEPUSIX OLIEHKM pe3ynbTaToB
paboThbl.

B 3aBucumMoCcTM OT TOTOBHOCTM OpPAMHATOPOB K MPaKTUYECKOMY 3aHATUIO
npenogaBaTesnilb MOXeT OObSACHWUTb XOA4 peLlleHuMs TUNOBOW 3adayn, U pasobpartb
COBMECTHO C OpAvMHaTopaMu pelleHne Ha LOCKEe HEeCKONbKUX TUMOBbIX 3agad. [Janee
opavHaTopaM BblgalTCs 3agaHusi(e) M onpegensieTca HeobxoguMmoe Bpemsa Ons UX
peweHunsa. [locne BbINOMHEHUS OpAMHATOpPaMy MOMYYEHHbIX 3adaHui  MPOBOAUTCS
npoBepka MpaBUbHOCTU peLleHni 3agay U pasbop TUMUYHBLIX OWMOOK, AOMYLLEHHbIX B
Xo4e Ux peLueHus.


https://edu.vsu.ru/course/view.php?id=3429

PeweHne cntyaunoHHbIxX 3agaqy MoXeT ObiTb OpraHnM3oBaHO B MarnbiX rpynnax unm
nHanemnayanbHO. B KOHUe cuTyauumoHHOro npakTukyma npenogasaTtefnb, aHanusupys
npouecc o6CyXaeHns cuTyaumu, pacckas3blBaeT W KOMMEHTUPYET AeNCTBUTENbHOE
pasBuTMe CcoObITUn, noasoauT wuTorn. [pu noaBedeHuM UTOrOB He OatoTCA OLEHKU
NPaBUMbHOCTM NPEOSIOKEHHbIX PeLeHnA, a MOXeT NpPUBOAUTLCA NpUMep TOro, Kak
paccmaTtpuBaemas npobnema Obina peweHa Ha NpakTUKe.

CamocTosaTenbHasa paboTta asndeTcs Heob6xoanmon n obasaTenbHOM ANS KaXKaoro
obyyatoweroc, ee o6bem no Kypcy «KOHTponbHO-Hag3opHasi cuctema B cdepe
obpaleHnsa nekapcTBEHHbIX CpPeacTB» onpefensieTcs AaHHoW paboyen nporpammon
ancumnnuHel. CamocTtosTenbHas pabota — 37O udyyeHue 6e3 yvactus npenogasaTens
OTAENbHbIX TeM (BOMPOCOB TEMbI), PEKOMEHAOBaHHbLIX B paboden nporpaMmme no AaHHOW
ANCUMNIINHE. maBHas  3agadya  CaMOCTOSITENbHOW pabotbl —  pasBuTUe
CaMOCTOATENbHOCTU, OTBETCTBEHHOCTU U OPraHM30BaHHOCTW, TBOPYECKOro nogxoga K
peLlleHnto npobnem y4yebHoro n npodeccnoHanbHoro ypoBHs. CamoctositenbHas paboTa
OpAVMHAaTOpPOB OenuTCA Ha [ABa Buaa: ayauTOpHYK; BHeayauTopHyw. Bwugamun
camocTodATenbHOM paboTbl opAMHaTopa B ayauUTOPHOE BpeMms SABNSAIOTCA: pelueHue
CUTYaUMOHHbIX 3a4a4 B pamkax MOAroTOBKM K MPAKTUYECKUM 3aHATUAM U T.4. AyantopHas
camocTodaTenbHas paboTa OpAMHATOPOB OpPraHM3yeTcs U MPOXOAWUT MOL KOHTPONnem
npenogaeaTens, npegnonaraeT Bbigavy opavMHaTopam rpynnoBbIX UKW MHAMBUAYASNbHbIX
3afaHMnM M CaMOCTOATENbHOE BbLINOSIHEHNE WX opAuHaTopamMu nog MeTOAUYECKUM U
OpraHu3aunoHHbIM PYKOBOACTBOM npenofaBatens. BHeayanTopHaa paboTta opanHatopa
BKIOYAET: U3yYeHMEe CnpaBoOYHON, Yy4eOHOM OCHOBHOM M OOMNOSTHUTENBHOW NMTEpPaTypbl B
COOTBETCTBUM C pekomMeHgaumsimm B paboyen nporpamme MNO AaHHOW OUCLMMIMHE;
NOArOTOBKY K YCTHbIM BbICTYNIIEHUAM Ha NPaKTUY4ECKOM 3aHATUMN.

15. NMepeyeHb OCHOBHOM U [ONONTHUTENBLHOMN NUTEpPATYypPbl, PECYPCOB UHTEPHET, He-
06Xx0AUMbIX AN 0CBOEHUA AUCLMNIIUHbI
a) oCHOBHasi nuTepaTtypa

Ne n/n MNcToYHMK

OpraHusaumsa dapmMmaleBTMYeckon aesaTenbHocTu : uukn nekuunn / E. E. Yynanguna, . T.
1. Mmemboukas .— U3a. 2-e, nepepab. — BopoHex : U3agaTenbckuii gom BIY, 2019 .— 235 c.

YnpaeneHue n akoHomMuka dapmauum : yuebHuk / nog pea. WN. A. Hapkesuya. - M. : FTOOTAP-Megua,

2. 2019. - 928 c. : un. - 928 c. - URL : https://www.studentlibrary.ru/book/ISBN9785970452288.html

6) AononHUTenbHas nNuTepaTypa

Ne n/n McTouHmK
BHykoBa B.A., [paBoBble 0CHOBbI (hapMaLieBTu4eckon geatensHoctu / BHykosa B.A., Cnuyak U.B. -
3. M. : TOOTAP-Megua, 2020. - 432 c. - URL :
https://www.studentlibrary.ru/book/ISBN9785970454077.html
4. MonuHckas T.A., lNpaBoBble OCHOBLI OpraHu3aumm hapMaueBTUYECKON AeATENbHOCTY : y4eOHuK / T.

A. NMonuHckada, M. A. Wuvwos, C. 6. dasngos.. - M. : TOOTAP-Megua, 2020. - 384 c. - URL :
https://www.studentlibrary.ru/book/ISBN9785970453100.html|

5. BapakwaHoB A.P., FocygapcTBeHHOE perynmpoBaHme AesTeNbHOCTN anTeYHbIX OpraHu3aumn n nx
CTPYKTYPHbIX NogpasgeneHuit. : yiebHoe nocobue / bagakwaHos A.P., iBaknHa C.H., ATkHuHa I".I1. -
M. : TOOTAP-Megua, 2018. - 272 c. - URL :
https://www.studentlibrary.ru/book/ISBN9785970447222.html

YnpaBneHue ka4ecTBoM [OnekTpoHHbIN pecypc] / poaseHckuid C.A. - M. : NMpocnekT, 2017. — 224 c.
URL : https://www.studentlibrary.ru/book/ISBN9785392242122.html

o

7. Nenaxun B.K., PAPMAKOHAL3OP / B.K. JlenaxuH, A.B. ActaxoBa, C.K. 3bipsiHoB - M. : TQOTAP-
Megua, 2011. - TekcT : anekTpoHHbIn // ABC "KoHcynbTaHT cTygeHTa" : [canT]. - URL :
https://www.studentlibrary.ru/book/970409169V0026.html

Jlanngyc B.A..Bceobuiee kayectBo (TQM) B poCCMICKMX KOMNAHMAX /

3. B.A.Jlanugyc; Noc. yH-T ynp., Hau. doHg nogrot. kagpos .— M. : Hoeoctu, 2000 .— 431c.

Bacosckuii J1.E. YnpaBneHue kavyecTBom : YuebHuk / J1.E.Bacosckui, B.b.lMpoTtackeB .— M. : UHdpa-
9. M, 2001 .— 211 c. : un., Tabn. — (Bbicwee obpasosanHne) .— ISBN 5-16-000448-3 :31.10.
10. LyknH O.C.YnpaBneHue ka4yecTBoMm : TepmuHon. cnos. / LyknuH O. C. — BopoHex, 2002 .— 92 ¢. —

URL:http://www.lib.vsu.ru/elib/texts/method/vsu/jan03036.pdf
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11. Mmemboukas .T. B nabupuHTtax dapmavleBTudeckoro meHemxkmenTa / I'.T. Tnemboukas. — M.: Jlut-
Tepa, 2007 — 254 c.

12. HukutnH B.A. YnpaBneHne kadectBoM Ha 6ase ctangaptoB MCO 9000: 2000 : Monutuka. OueHka.
dopmumpoanue. Pecypchbl / B.A. HukutuH .— CI16. u gp. : Mutep, 2002 .— 261,[1] c. : vn., Tabn. —
(Teopus 1 npakTMka MeHegkMeHTa) .— bubnuorp.: ¢.262 .— ISBN 5- 94723-122-0 : 85.00.

13. dapMaums: Hay4dHO-NPaKTUYECKNIA XXypHan/Poccunckum ueHTp papMmaueBTU4eCKOn U MeanKo-
Tex.nHgdopmaumm. — M.: 3a nocnegHve natb net

14. HoBas anteka: exemec. xypHan. M.: 3a nocnegHue nate net

B) MHCPOPMaLMOHHbIE 3NEKTPOHHO-00pa3oBaTeNbHble pecypchl (oduumanbHble pecypcbl

NHTEPHET)™:
Ne n/n Pecypc

15. 3HBE BI'Y. - Pexum goctyna: https://lib.vsu.ru/

16. Ob6pasoBaTtenbHbli  nopTtan  «OneKTpOoHHbIN  yHuMBepcuteT BlY». - Pexum poctyna:
https://edu.vsu.ru/ oHnarH-kypc «OpraHm3aums KOHTPOJIbHO-pa3peLLNTENbHON AEATENbHOCTU B
chepe obpalleHns neKapCTBEHHbIX cpencTs (opavHaTypa)»
https://edu.vsu.ru/course/view.php?id=3429

17. OBC «KoHcynbTaHT cTyaeHTay. - Pexum goctyna: http://www.studentlibrary.ru

18. KoHcynbTaHT nntoc — nHAhOpMaLMoOHHO-CNpaBoYHas cuctema. - Pexxum goctyna:
http://www.consultant.ru/

19. Cant rasetbl «PapmaueBTMYECKUIA BECTHUK» - Pexxum goctyna: http://www.remedium.ru

20. Cant ®epnepanbHon cryxbbl rocygapCTBEHHOM CTAaTUCTUKK - Pexknm goctyna: http://www.gks.ru/

21. Cant MuHucTepcTBa 34paBoOXpaHeHust 1 coumnanbHoro passuTtus PO - Pexnm goctyna:
https://www.rosminzdrav.ru/

22.

Cant ®egepanbHon cnyx6bl N0 Haa3opy B cdepe 30paBOOXPAHEHNS U COLMArNbHOroO passnTus (B
TOM Yucne apxuB HomepoB «BecTHuk PocagpasHagsopay) - Pexum goctyna:
http://www.roszdravnadzor.ru/

16. NepeyeHb y4ebHO-MeTOAUYECKOrO obecnevyeHns Ansa caMoCTOATENIbHOMN paboTbI

Ne n/n

MNcToYHMK

1

YynaHgvHa E.E. n gp. MeToguyeckne maTepuansl No opraHusaumm obpasoBaTenbHOro
npovecca opanHaTopoB, obyyatowuxcsa no cneunanbHocth 33.08.02 - YnpaBneHue n
3KOHOMMKa papmaumm (ypoBeHb NOArOTOBKU KaapoB BbiCLen kBanudukauum B opamHaTtype) /
E.E. Yynanguna, M.C. Kyponan, A.B. Ky3émkuHa : BopoHex. roc. yH-T .— BopoHex :
MNapaTtenbckuit gom BIY, 2017. — 34 c. - URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m17-
235.pdf

lMpeseHTauMoOHHbIE MaTepuansl NO TemaM nekuun Ha nnatgopme Moodle oHnanH-kypc
«OpraHunsaumsi KOHTPONbHO-Pa3pELLUNTENBHON AeATENbHOCTM B cdhepe obpalleHns
nekapcTBeHHbIX cpeacTs (opauHaTypa)» Pexnm gocryna:
https://edu.vsu.ru/course/view.php?id=3429

KoHcynbTaHT nntoc — MHpopmMaLnoHHO-cripaBoYvHasi cuctema. - Pexxum goctyna:
http://www.consultant.ru/

17. WUHdopMaLMOHHbIE TeXHONOorum, ucnonb3yemble AN peanu3auum y4yeOHom
OUCUMNIINHBI, BKNKO4YaA nporpaMmmMmHoe obecnevyeHne U MHGpOPMaALUOHHO-
CrpaBoOYHble CUCTEMBI (MPU HEO6XOAMMOCTH)

YuyebHas gucumnnuHa peanndyeTtcda C MUCNOJIb30OBaAHMEM JJIEKTPOHHOIO 06yLIeHI/IFI n

ONCTaHUMOHHbIX o6pasoBaTen bHbIX TEXHOOMMN.

1.
2.

UTeHne nekumn ¢ UcrnonbL3oBaHMEM MyInbTuUMeOuna-npoeKkTopa.

Mcnonb3oBaHue MHMOpPMaLMOHHO-CNpaBovHOM cucTeMbl «KoHcynbTaHT ey -
ANS  CTYAEHTOB OTKPbIT MOCTOSIHHbIA JOCTYyn B Yy4yeOHOM ayauTopum Ons npoBedeHus
nabopaTopHbIX 3aHATUI, ayauTopusa Ana camocTtoaTenbHon paboTtel (yn. CtyaeHyeckas, A.3,

yyeb. kopn. 7).

3.

3HB BI'Y www.lib.vsu.ru
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4. OBC «KoHcynbTaHT cTtyaeHTa» http://www.studentlibrary.ru

5. OneKTpOHHbIM obpasoBaTenbHbI NopTan Moodle oHnanH-kypc «OpraHmsauus
KOHTPOJTbHO-Pa3peLUNTENbHON OEATENbHOCTM B cdepe obpalleHusi NekapCTBEHHbLIX CPEACTB

(opauHaTypa)» https://edu.vsu.ru/course/view.php?id=3429

18. MaTepmanbHO-TeXHU4YeCcKoe obecnevyeHne AUCLUUNIINHbBI:

HavmeHoBaHue nomeleHU ans npoBeAeHUsi Bcex BUAOB
y4yebHOMN AeATenLHOCTU, NpeayCMOTPEHHOMN Y4eOHbIM
nnaHom, B TOM Yucrie NOMeLLEeHUs Ans CaMOCTOATENbHOWM
paboThbl, C yKkazaHMeM nepeyHsa OCHOBHOro o6opyaoBaHus,
y4eOGHO-HarnAgHbIX N0Oco6uin 1 cnonbL3yemMoro
nporpamMmMHoro o6ecne4yeHus

Aapec (MecTononoxeHue)
nomelleHnn ANA NpoBegeHus Bcex
BUAOB y4eOHOM OeATEeNbHOCTH,
npegycMoTpPeHHOW Y4eOHbIM NnaHoMm
(B cny4yae peanusauum
o6Gpa3oBaTenbHON NporpaMmbI B
ceteBon hopmMe AONOSNTHUTENTBHO
yKa3biBaeTcsi HAMMeHOBaHue
opraHusaumm, C KOTOPOM 3aKIoYeH
AOroBop)

YyebHass ayautopusi AnNd MNpOBeAeHUs NEKUMOHHBbIX 3aHATUN:
cneumanuanpoBaHHad mebenb, MynbTUMeaMa-nNpoeKkTop, 9KpaH
HaCTEHHbIN C ANeKTPONpPMBOAOM, NEPCOHANbHbIN KOMMNbIOTEP.
MO WinPro 8, OfficeSTD, nHtepHeTt-6paysep Mozilla Firefox.

394036, r. BopoHex, yn. CtyaeH4yeckas,
n.3

YyebHas ayautopusi AOns NpoBedeHuss  Yy4ebHbIX — 3aHsaTUR:
crneumanuanpoBaHHas Mebenb, MynbTUMeaua-nNpoeKkTop, 3KpaH
HaCTEHHbIN, KOMMbIOTEPbI, MNOAKMOYEHHble K ceTu UHTepHeT (13
wT.), M®Y, nnaHweTt Lenovo (15 wr.).

MO: CIC «IAPAHT-O6pasoBaHue», CIC"KoHcynbTaHT [lntoc”
ans obpasoBaHus, OfficeSTD 2013 RUS OLP NL Acdmc, WinPro
8, OfficeSTD, Android 8, Libreoffice 7.1, nntepHeT-6paysep Mozilla
Firefox.

394036, r. BopoHex, yn. CTyoeH4eckas,
a. 3

MomelweHne pnst camocTosATenbHoM paboTbl C BO3MOXHOCTbHO
noaknoyeHuna k cetn «MHTepHeT»: CneumanmampoBaHHas mebenb,
koMnbloTepsbl (12 WT.), 4OCKa MarHUTHO-MapKepHasi.

MO: CIIC «APAHT-O6pasoBaHue», CIIC" KoHcynbtaHT [lntoc”
ans  obpasoanusi, OfficeSTD 2013 RUS OLP NL Acdmc,
Libreoffice 7.1, uHtepHeT-6pay3ep Mozilla Firefox.

394036, r. BopoHex, yn. CTygeH4eckas,
n.3

19. ®PoHA OUEeHOYHbIX CPeacTB:
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19.1 MNepeyeHb KOMNETEHLUUIN C yKa3aHUeM 3TanoB (hopMUPOBaHUSA U NNAHUPYEMbIX pe3yNnbTaToB 00y4YeHusA

Kop v copepxaHue

MnaHnpyeMble pe3ynbTaThbl

ATanbl hopMUpoBaHUS

KOMNETEHLIMM (MNK 66 obyyeHns (nokasaTenn 4OCTUXEHNS 3a4aHHOro YpOBHS OCBOEHWS KoMneTeHUnn (pasaernsl ®0C*
uacTh) KOMMeTEeHLMM NOCPEACTBOM POPMUPOBAHNS 3HaHWIA, (TeMbI) AMCLMNANHBI UNK (cpencTBa

YMEHUIN, HaBbIKOB) MOAyns U UX HAaUMEHOBaHMWE) oLeHuBaHus)

K-8 NoTOBHOCTL K 3HaTb: nepeyvyeHb HOPMAaTUBHLIX MPaBOBbIX akToB, perynupyowmnx, Pasgen 1. BBo3 nekapcTBeHHbIX YCTHBIN onpoc

OpraHusauymmn KOHTpOons MCnonHeHne rocyAapCTBeHHON PYHKLMM B YaCTy OpraHusauum 1 nNpoBefeHusi| npenapatos Ha Tepputopuio PO TecT k pasgeny
Ka4ecCTBa JIeKapCTBEHHbIX  Inpogepok  COOTBETCTBUSI  NEKAPCTBEHHbIX ~ CPEACTB,  YCTaHOBNEHHbIM| W BbIBO NEKapCTBEHHbIX OCTA
CPEACTB B yCNOBUAX TpeboBaHMAM K UX Ka4ecTBY (roCyAapCTBEHHbIN HaA30p) npenapatos ¢ Tepputopun Po. OCIMA

cba%nszraglﬁ:ggsjﬁcmx npegMeT rocygapcTBEHHOro Haa3opa, Buapl; Paspen 3. NocynapcteeHHas

npaBa ” 006s3aHHOCTU NUL, OCYLLUECTBASIIOWNX FOCYAAPCTBEHHbII
Hag3op B obracTu kayecTBa NEKAPCTBEHHbIX CPEACTB U MWL, B OTHOLLUEHWU
KOTOPbIX HAA30p NMPOBOAMUTCS;

cocTas, nocrnegoBaTenbHOCTb " CpOKU BbIMOJTHEHUS
QOMWHMUCTPATMBHBIX Mpoueayp B 06nactM  rocyaapCTBEHHOrO  Haasopa
(NnaHMpoBaHWEe NPOBEAEHMST MPOBEPOK, MPUHATUE PELUEHUS O MNPOBEAEHUM
NpoBepkn, NPOBEAEHME MPOBEPKUA, OGOpMIIEHME pe3ynbTaToB MNPOBEPOK,
NPUHATUE Mep Mo pesynbTaTam NPOBEPOK U Ap.);

MOPSIAOK U (POPMbl KOHTPOSIS 3a OCYLLECTBNEHMEM FOCYAapCTBEHHOMO
KOHTPOISi KaYecTBa NEKAPCTBEHHbLIX CPEACTB

YMeTb: MpUMeHsITb HOPMbl  aAMUHUCTPATUBHBLIX Mpoueayp Mo
OCYLLECTBMEHMIO  TOCYOAPCTBEHHOrO  KOHTponsi B obnactm  KavecTea
nekapcTBEHHbIX CpeacTB B 4YacTu MMaHUPOBaHWS, opraHusauun, NpoBeaeHus,
ocbopMIeHNss  pesynbTaToB  FOCYAAPCTBEHHOTO KOHTPOMsS 32 KauyecTBOM
nekapCTBEHHbIX CPEaCTB;

OCYLLECTBMNATb MOHUTOPUHI 6Ee30MacHOCTU JIeKapCTBEHHbIX CPEACTB B
YCMOBUSIX OCYLLECTBNEHUs hapMaLeBTUYECKON AesTENbHOCTY;

OCYLLECTBMNATL OpraHM3aLmio JOKyMeHToob6opoTa Mpu OCYLLECTBIEHUN

dbapmakoHaa3zopa.

peructpawums nekapcTBEHHbIX
npenapaTos.

Pasgen 4. ®egepanbHbii
rocy4apCTBEHHbIA KOHTPOMb U
Haa3op B cdepe obpalleHms
nekapCTBEHHbIX CPeACTB.




MK-11 roToBHOCTb K

3HaTb: TeopeTnyeckme OCHOBbI, 3aKoHopdaTesllbHble U HOPMaTUBHbIE

Paspen 2. OpraHusauus no

YCTHbIN onpoc

npoBeAeHNIo Npouenyp no  gkThl B obnactu npu3HaHuAa neKapCTBEHHbIX npenapaTos| U3bLATUIO n3 cchepsbl TecrT K pasgeny
NSBATUIO U3 TPAXAAHCKOTO  \hanbcnuLMpoBaHHbIMU, HeA0BPOKaYeCTBEHHLIMI, KOHTPaMaKTHLIMMU; obpalleHns  neKkapcTBEHHbIX OCTA
obopota npasuna YHUUTOXEHNS hanbCUULMPOBAHHBIX,| CPEACTB U YHUYTOXEHUIO OCIMA
PanLCHPUUNPOBaHHBIX, HedOOpOKayeCTBEHHbIX,  KOHTpadakTHbIX  JIeKapCTBEHHbIX  MpenapaTtos,| danbCcudULMpPOBaHHbIX,
HeaobpoKayYeCTBEHHbIX U )
KOHTPAAKTHBIX HaxoasLwmxcs B obpalleHnm; He06pOKa4YeCTBEHHbIX "
NeKapCTBEHHbIX CPEaCTB 1 OCHOBaHus ans YHUYTOXEHNS danbcmnLMpoBaHHbIX,| KOHTpadakTHbIX
X YHUYTOXKEHMIO HeoOpoKayeCcTBEHHbIX, KOHTPadaKTHbIX NeKapCTBEHHbIX NpenapaTos; nekapCTBEHHbIX NpenapaToB
nopsgok nepegayn  anbcudPuuUMpoBaHHbIX, HeaoOpOKaYEeCTBEHHBbIX,
KOHTpagaKTHbIX nekapCTBEHHbIX npenapaTtoB ansi YHUUTOXEHWS
YNOMHOMOYEHHOW OpraHu3auui;
NOPSIAOK YHUUTOXEHMS hanbCnmLmMpoBaHHbIX, HeA0OpPOKa4YeCTBEHHbIX,
KOHTpadaKTHbIX flekapCTBEHHbLIX NMPenapaToB, HAXOAALWMUXCA NOL TaMOXEHHbIM
KOHTpOneM;
NopsAoOK  YHUYTOXEHUS FEeKapCTBEHHbIX MpenapaTtoB, CoAepXKallmx
HapKoTMYeckMe cpeacTBa, NCMXOTPONHbIE BeELeCcTBa, paguodapmareBTUYeCKmX
nekapCTBEHHbIX CPeACTB;
NopsiAOK OCYLLECTBIIEHNS rOCY4apCTBEHHON (PYHKLMM MO KOHTPOSO 3a
YHUYTOXEHNEM hanbcMduLMpoBaHHbIX, HeoOpOKa4YeCTBEHHbIX,
KOHTpadaKTHbIX fleKapCTBEHHbIX NpenapaTos.
YmeTb: BbISBNATE hanbcudununpoBaHHble, HeaoOpoKayecTBEHHbIE,
KOHTpadhaKTHbIe NNeKapCTBEHHbIE Npenaparhl;
OOKYMEHTanbHO  opopMAsTb  M3bATHE  hanbCUOULNPOBAHHBIX,
HeJoOpOKayYeCTBEHHbIX, KOHTpadhaKTHbIX JIeKapCTBEHHbIX MpenapaTtoB U3
oOpalleHnst nekapCTBEHHbIX CPEACTB;
OCYLLECTBNATb nepegavy dhanbcMduLMpPOBaHHbIX,
HeOOpOKayYeCTBEHHbIX, KOHTpadaKTHbIX JIeKapCTBEHHbIX MpenapaToB Ha
YHUUTOXEHWNE B YMOMMHOMOYEHHYIO OpraHM3auuio;
OCYLLECTBMNATb KOHTPOSb UCMOMHEHUS] HafA30pHbIX (OYHKUMIA B 0bnacTtu
YHULTOXEHUST NTEKapCTBEHHbIX CPEACTB;
npensTcTBOBaTb  HE3aKOHHOMY  06opoTy  hanbcuuunpoBaHHbIX,
HeJo6poKaYeCTBEHHbIX, KOHTPAGAKTHbLIX NIEKAPCTBEHHbIX MpenapaTos.
TecToBbIN

MpomexyToyHas aTTecTauus (3ayer)

KOHTPOIb




19.2. OnucaHne KpuTepyveB W LUKanbl OLEHUBAHUA KOMMNeTeHUun (pe3ynbTaToB
oby4yeHus1) Npu NPOMEeXyTOYHOW aTTecTauum

Ana oueHuBaHuMa pe3ynbTaTtoB 0OydeHMs  MCMOMb3YyTCH  criegylowne
cogepXaTtenbHble nokasaTenu:

1) 3HaHWe TeopeTUYEeCKMX OCHOB KOHTPOISIbHO-pa3pelunTensHon OeATenbHOCTU
B chepe obpalLeHuns nekapCTBEHHbIX CPEACTB;

2) yMeHue TpPUMEHSITb OCHOBbl CUCTEMHOro nogxoda B ynpaBneHuu
KOHTPOSbHO- pa3peLunTenbHON AeaTenbHOCTLI0 (hapMaueBTUYEeCKON opraHn3aumn.

PasnuyHble koMOMHaLMK NepeyncrieHHbIX nokasartenen onpeaensaT KpuTepum
OLeHMBaHNA pe3ynbTaTtoB 00yyeHus (ChoOpMMPOBAHHOCTU KOMMNETEHLNN) HA TEKYLLEN U
NPOMEXYTOYHOW aTTecTaunmn:

—  BbICOKWUW (Yrny6neHHbIN) ypoBEHb CPOPMUPOBAHHOCTU KOMMETEHLNIA;

—  MOBbIWEHHbIN (MPOABUHYTLIN) YPOBEHb CHOPMUPOBAHHOCTU KOMMETEHLNIA;

— noporoBbii (6a30BbIN) ypoBEHb CHOPMUPOBAHHOCTM KOMMETEHLIMA.

CooTHoLWeHNe nokasaTenen, KpuTepueB W LWKanbl OLEHUBAHWUSA pe3ynbTaToB
00y4YeHnsa Ha NPOMEXYTOYHOM aTTecTaumm npeacrasneHo B Tabnumue.

CoOTHOLUEHNE roKasaTernen, KpUTEpUEeB W LIKanbl OLEHUBaHWUA pe3ynbTaToB
0oby4eHMs Ha Tekyllen aTTecTaumMm npeacTaBneHo B Tabnuue.

KpuTepuu oueHMBaHMA KOMNETEHLUIM U LLIKana OoLueHOK Ha TeKyLuen
aTTecTauumu

YpoBeHb
KpuTepun oueHMBaHNS KOMNeTEHLNI chopmMm1poBaHHOCTH LLikana oueHok
KOMMeTeHUun

Obyvaowuncs  OemMOHCTpMpyeT  MOofHoe  COOTBETCTBME Boicokuii OTnuyHo
3HAHWN, YMEHWA, HaBblkOB MO KpuTepussMm CBOOOAHO (yrnybneHHbINn)
onepuvpyeT MOHATMIHLIM annapaToM W MPUOBPETEHHBIMM YpPOBEHb
3HaHUAMW,  YMEHUSIMM, TMPUMEHSIET UX MpPU  PELLUEHUM
NMOCTPOEHUM CUCTEMBI ynpaeneHus KOHTPOSIbHO-
paspeLmnTenbHON OeATENbHOCTbLIO hapmaLeBTUYECKUX
opraHusaumin. KomnbloTEPHOE TECTUPOBaHWE BbINOSHEHO
bonee yem Ha 90%.

OO6yuarowninca 4eMOHCTPUPYET NOJTHOE COOTBETCTBUE 3HAHUN, [MoBbILEHHbIN XopoLuo
YMEHWIN, HaBbLIKOB MO KpUTepusM CcBOOOAHO onepupyeT (MpoaBMHYTLIN)
MOHATUMHBIM annapatoM W MNPUOBPETEHHBIMM  3HAHUSAMMU, YpOBEHb
YMEHUAMW, TMNPUMEHSeT UX MpU  pPeleHun MNOCTPOeHnU
CUCTEMbI yNpaBfeHUs KavyecTBOM hapMaLeBTUYECKUX YCHyr.
Mpn aTOoM oOyyalowmMnca [OEeMOHCTPUPYET COOTBETCTBUE
3HaHWMA, YMEHUN, HaBbLIKOB MpPUBEAEHHbIM B Tabnuuax
nokasaTensm, HO [JOnyckaeT He3HauYuTernbHble OLUMOKY,
HEeTOYHOCTW,  WCMbITbIBAET  3aTpPygHEHMS Mpu  OTBETE.
KomMnbloTepHoe TeCcTupoBaHue BbINONHEHO Ha 81- 90%.

OOGyvaowuiics  gonyckaeT  3HauuTenbHble  OWMOKM  Mpu Moporosbii y[A0BneTBopU-
NPeACcTaBNeHUN 3HaHUN, YMEHWA, HaBbLIKOB MO KpUTEpUsiM, (6a3oBbIn) TeNbHO
3aTPYQHEHHO  OMepupyeT  MNOHSATMWHBIM  annapatoMm wu YyPOBEHDb
NPUOOPETEHHBIMU  3HAHUSIMK,  yMeHusaMKU. KomnbioTepHoe
TecTUpoBaHUe BbiNoNHeHo 71-80%.

O6yuvatowuncsa gonyckaeT rpybble oWnOKN 1 HETOYHOCTW. - HeyOoBneTBo-
KomMnbloTepHoe TECTUPOBaAHUE U BLINOJIHEHO MEHEE YeM Ha pUTENBHO
70%. Cpatouimne, 3aMeyYeHHble B MOMOLLM OpYr OpYry, a Takke
nonb3ylLmecs HepaspeLleHHbIMU NOCodMAMM U Pa3NIUYHOIo
pofa 3anucsiMu, a Takke HapylualoLlmne yCTaHOBMNEHHbIE
npasuna Ha TekyLlen aTTecTauun, yaansoTca ¢ ayanutopum ¢
OLIEHKOW «HEYO0BNETBOPUTENBHOY.

CooTHOLIEHNE moKasaTernen, KpUTepMeB W LIKanbl OLEHUBaHWS pe3ynbTaToB
0by4YeHMst Ha NPOMEXYTOYHOW aTTecTauun NpeacTaBneHo B Tabnuue.



Kputepun oueHMBaHNA KOMMNETEHL MM U LWKana OUeHOK Ha 3a4eTe

YpoBeHb
Kputepun oLeHMBaHNS KoMneTeHL N ChOpMUPOBAHHOCTYH Llkana oueHok
KOMMeTeHUun

Obyvaowunca  geMOHCTpUpYeT  MOMHOe  COOTBETCTBME Bbicokuii OTnnyHo
3HaHWMN, YMEHWN, HaBbIKOB MO Kputepusm cBoboaHO (yrnybneHHbIN)
onepuvpyeT MNOHATMMHLIM annapaTtoM W MPUOBGPETEHHBIMM YypOBEHb
3HaHUAMW,  YMEHUSIMM, TMPUMEHSIET WX NpU  peLUeHUm
NMOCTPOEHUM CcMCTEMBI ynpasneHus KOHTPOSbHO-
paspeLumTensbHON AeATenbHOCTbIO dhapmaLeBTU4ECKNX
opraHusaumn. KomnbloTepHOe TecTUpoBaHWe BbINOMHEHO
bonee yem Ha 90%.

OOyuvatownincs 4eMOHCTPUPYET NOJTHOE COOTBETCTBUE 3HAHUN, MoBbIWEHHbI Xopouo
YMEHWUN, HaBbIKOB MO KpuTepusim cBOGOOHO onepupyeT (NpoaBUHYTLIN)
MOHATUMHBIM annapaTtoM W NPUOBPETEHHBIMU  3HAHUSIMMU, YPOBEHb
YMEHUAMK, TMPUMEHSeT UX Npu  pelleHnn NnocTpoeHun
CUCTEMbI YNpaBrieHUsa KadyecTBOM hbapMaLeBTUHECKMX YCIyT.
Mpn aTtoM o6GyvawWMicCa OEMOHCTpUpyeT COOTBETCTBUE
3HaHUN, YMEHWA, HaBbIKOB MpuBEAEeHHbIM B Tabnuuax
nokasaTensam, HO [JOnyckaeT He3HauuTerbHble OLNGKY,
HETOYHOCTW, WUCMNbITbIBAET  3aTPyAHEHUMS Npu  OTBETE.
KomnbloTepHoe TeCTMpoBaHUe BbINONHEHO Ha 81- 90%.

OOGyyvaowmicss  gonyckaeT  3HauuTenbHble  OWWMOKM  Mpu Moporosbii y[AOBMNeTBOpU-
NPeACcTaBNeHUN 3HaHUN, YMEHWA, HaBbLIKOB MO KpUTepusiM, (6a3oBbIn) TENbHO
3aTpyOHEHHO  OMepupyeT  MOHATMWHBIM  annapaTtom U YypOBEHbLb
NpUOBPETEHHBIMM  3HAHUAMK, YMeHusMWU.  KomnbroTepHoe
TECTUpOBaHUe BbINONHEHO 71-80%.

O6yuatowuncsa gonyckaeT rpydble OWNOKN 1 HETOYHOCTW. - Heya0BneTBO-
KomnbloTepHOe TeCTUpOBaHME W BbINONIHEHO MEHEE YeM Ha pUTENBHO
70%. Cpatowiune, 3aMeYeHHble B MOMOLLM ApYr OpYry, a Takke
nonb3yoLwmnecs HepaspeLleHHbIMU NOCOBMAMN 1 pa3NNYHOro
poAa 3anucsiMu, a Takke HapyLuaroLlme YCTaHOBIEHHbIe
npaewuna Ha 3adeTe, yoansitoTcs ¢ ayanTopun C OLLEHKOM
«HEYOOBNETBOPUTENBHOY.

19.3. TunoBble KOHTPONbHbIE 3a4aHUA UITU UHbIEe MaTepuanbl, Heobxoanmble ans
OLUEeHKW 3HaHWWA, YMEeHUW, HaBbIKOB U (MNK) oOnNbiTa AEeATEeNbHOCTH,
Xapakrtepusyrowme atanbl GOPMUPOBaAHMA KOMNETEHLUN B NpoLecce OCBOEHUs
obpa3oBaTesibHOM NporpamMmmbli

19.3.1 MNepeyeHb BonpocoB K 3a4yety n UK:

1. "ocypapcTBeHHasi permcrpauus nekapCTBeHHbIX NpenapaTtoB: HOpMaTUBHOE
perynupoBaHue, obLne MNONOXeHUs,, CPOKM MpedoCTaBfeHus rocygapCTBEHHOW
pervcTpaumn.

2. OTanbl rocygapctBeHHon perucTtpaumm JIIM n coctaB perncrpaumoHHOro
aocke.

3. BBO3 1 BbIBO3 fieKapCTBEHHbIX MpenapaToB: HOPMAaTUBHOE perynupoBaHue,

nopsigok seo3a JIIM B P®, nepeyeHb OOKYMEHTOB AN MOMyYeHUs paspelleHns Ha BBO3
nr.

4. Cnyyaun v nopsgok Beo3a J1M 6e3 paspeweHuna M3 PO.

5. OcobeHHOCTM BBO3a HApKOTMYECKUX CPEACTB M MCUXOTPOMHbIX BELECTB Ha
Tepputopuio PO.

6. Mopsagok BBO3a MEOMUMHCKUX M3O0enNnMn U MEOULUMHCKOM TEeXHWKN Ha
Tepputopuio PO.

7. N3batne um3 obopota danbcuduunmpoBaHHbIX, HEJOOPOKAYECTBEHHbIX U

KOHTpa(*)aKTHbIX JNeKapCTBeHHbIX npenapartos 7 Apyrnx TOBApoOB anTeyHoro
accopTMMeHTa. HopMaTMBHOE perynmpoBaHMe, OCHOBHble onpeaeneHnda, nopaaok
BbIABJIIEHUA, USBATUA N €r0 JOKYyMEHTallbHOE Od)OpMﬂeHllle.



8. YHUYTOXEHNE U3BATBIX M3 0bopoTa NeKkapCTBEHHbIX NpenapaTos:
HOpPMaTUBHOE perynmpoBaHne, NopaaoK YHUYTOXEHUSA, OOKyMeHTanbHoe odopMieHue,
OCOBEHHOCTN YHUYTOXEHMSA HAPKOTUYECKUX CPeACTB M MCUXOTPOMHbIX BELLECTB.

9. Opranusauus dapmakoHagsopa: HOpMaTUBHOE perynupoBaHue, cuctema
opraHusauun capmakoHagsopa B P®, yyacTHUKM cucTeMbl U X 06513aHHOCTU, NOPSAOK
MHPOPMUNPOBAHNSA O BbISIBIIEHHBIX HEXenaTe lbHbIX peakLnsX.

10.  JlvueHsupoBaHue: obwWme MNONOXeHUs, HOPMaTUBHOE perynupoBaHue,
nnueH3npyemble BUAbl AeATENbHOCTMU.

11. JlvueHsmpoBaHue papmaLeBTMYECKON OEATENbHOCTU: nepeyeHb paboT u
ycnyr, JIMUEH3UpYyLWne opraHbl, agMUHUCTPATUBHbIE Mpouenypbl, NULUEH3NOHHbIE
TpeboBaHNA K concKkaTento NMUEH3nn, nepeyeHb JOKYMEHTOB.

12. Tlopagok opraHuM3auMm W OCYLLEeCTBIIEHUS  JIMLEH3WOHHOIMo KOHTPONS:
OCHOBHbI€ MOHATUSA, BUAbI MPOBEPOK U UX XapaKTePUCTUKN.

13.  T[lpuHuMnbl  3aWmTbl  NpaB  OPUANYECKUX UL,  UHOMBUAYAIbHbIX
npegnpuHuMaTenen npu  OCyLLeCTBlEHUM [OCYyAapCTBEHHOro KOHTpons (Haasopa),
MYHULUMNANBHOIO KOHTPOIS.

14.  JlvueHanpoBaHWe NPon3BOLCTBA fNleKapCTBEHHbIX CPEACTB.

15.  JlvueHsmnpoBaHne [OeATeNIbHOCTU, CBSA3aHHOM C OBOpPOTOM HapKOTUYECKMX
CpeacTB M MCUXOTPOMHBbIX BELLECTB U UX NPEKYPCOPOB.

16. [llopsagok opraHv3auun BHYTPEHHEro ayavrta B anTe4yHon opraHM3aumn.

17.  OcyuwecTBneHne KOHTpONA [OeATenbHOCTU anTeYHblX opraHuMsaumm co
CTOpOHbI PocnoTtpebHagsopa, TpyAaoBbIX MHCNekuun, denepanbHOM aHTUMOHOMOMbHOWN
CIyxObl.

18.  OpraHu3auus npoBefeHust BbIBOPOYHOrO KOHTPOJISt KaYecTBa.

19.3.2 MNepeyeHb TECTOBLIX BOMPOCOB K TEKYLEeNn U NPOMEXYTOYHOM aTTecTauum.

1. 3akoHunTe yTBEpXAeHue. Mo Mepe peanusauumn Kaxkgoro atana rocyaapcTBEHHOM
perncTpauumn nekapCcTtBEHHOro npenaparta WMHQoOpMaunsa O pelleHnMn No KakaoMmy aTtany
BHOCUTCA B 6a3y AaHHbIX NO perncrpauum nekapCTBEHHbIX CPeaCcTB B TEeYEHMeE:

BbibepuTte oanH OTBET:

]
3 pabouunx gHemn
-~

3 oHen

¢
5 pabouunx gHen

2. lNpun rocygapcTtBeHHOW perucTpaumm opdaHHOro JIeKapCTBEHHOrO npenapara Ans
opMmnpoBaHUA  pasgena  KIMHUYECKOW OOKYMEHTauuu pernctpaumoHHOro Aochbe
NpeacTaBnsaAlTCAa OT4YeTbl O pesynbTaTaxX KIMHWUYECKUX UCCredoBaHun opdhaHHoro
NeKapCTBEHHOro npenapata Ans MeOUUMHCKOTO  MPUMEHEHUs, NpPoOBeLEHHbIX B
Poccunckon ®enepaunn, unm otyeTbl O pesyrbTaTax MexayHapoaHbIX MHOIMOLEHTPOBbIX
KIMHMYECKMX UccrneoBaHusax opdaHHOro fiekapCTBEHHOMoO Npenaparta, YacTb U3 KOTOPbIX
nposedeHa Ha Tepputopum Poccuiickon degepauum B COOTBETCTBMM C MNpaBuiamm
Hagnexawemn KnMHNYECKON NpaKTUKn

Bbibepute oamH oTBET:

BepHo

HesepHo
3. [loaTtBepxaeHne rocyaapCTBEHHOW peructpauuMuM  nekapCTBEHHOro  npenaparta
OCYLLIECTBSAETCHA Ha OCHOBaHUMU:
Bbibepute oanH oTBET:

I



pes3ynbTaTtoB hapmakoHag3opa
-~

pes3ynbTaTtoB 3KCMepTU3bl OTHOLIEHUS OXWOAaeMOW nMofb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNSA NEKAapCTBEHHOrO Mpenapata Ha OCHOBAHUW pe3ynbTaToB MOHUTOPUHIa
addpeKkTnBHOCTM 1 6e3o0nacHOCTH NeKapCTBEHHOrO Npenaparta

-

3asBMeHMs Ha Bbigadyy 6eccpoYHOro perncTpaumoHHOro yAOCTOBEPEHUST NIEKAPCTBEHHOMO
npenaparta

-
BbIGOPOYHOrO KOHTPOSSA KayecTBa NekapCTBEHHOrO npenapaTa

4. Bblbepute nepeyeHb paboT, oOkasblBaeMblX  YCIMyr, He  OTHOCSLUXCSH
K chapmMaueBTUYECKOMN OeATENBbHOCTH

BbibepuTte oanH OTBET:

R

XpaHeHne NeKkapCTBEHHbIX NpenapaTtoB Ans MeANLMHCKOro NpUMEHEHMs
~

onToBas TOProsJsiA JiekapCTBEHHbIMU cpeacTBamMun And meamumHCKOro npuMmeHeHund

-
XpaHeHune nekapcTtBeHHbIX cpeacTts And MmeamumnHCKoro rnpypymeHeHus
I

nepeBo3Ka JNieKapCTBEHHbIX NMpenapaTtoB And MeguumnHCKoOro npuMeHeHmnd

-
N3roToBJ1IEHNE JIEKAPCTBEHHbLIX MpenapaToB Anda MeanunHCKoro npnMeHeHn4

I

PO3HNYHAA TOProBIid nekapCrBeHHbIMU npenapatamMmn and meguumnHCKoro npuMeHeHmnd

-
OTNYCK JieKapCTBEHHbIX NMpenapaTtoB And MmeguuymnHCKOro npuMeHeHun4d
-
PO3HNYHAA TOProsId nekapCrBeHHbIMU cpeactBamMun anda MeamuynHCKoro rnpypymeHeHuns
-

nepeBo3Ka NekapCTBEHHbIX CpeacTB And meanumnHCKOro npuMmeHeHmnsa

5. 3akoH4unTe (hpasy. CoBOKYNHOCTb TPeOOBaAHMI, KOTOPbIE YCTAHOBIEHbI MOSIOXEHUSIMU O
NUUEH3NPOBaHNN KOHKPETHbIX BWOOB AEATErIbHOCTU, OCHOBaHbl Ha COOTBETCTBYHOLLUUX
TpeboBaHuAX 3akoHogatenbctBa Poccunckon defepaumm U HanpasfieHbl  Ha
obecneyeHne JOCTMKEHUS Lernen NMUEH3MPOBaHNA — 3TO:

BbibepuTte oanH oTBET:

P

NNUEH3npyemMbIn BUA4 AeATerNIbHOCTU

-~

NNUEH3NOoHHbIe TpeboBaHus
P

NMUeH3us



I
JnueH3nposaHmne

6. YKaxute HOpMaTMBHO-NPaBOBOW [OKYMEHT, KOTOPbIN onpefensieT nopsigok Aonycka
nuy, K dhapmMmaueBTU4eCKon gesatensHocTn B PO.

Bbibepute oanH oTBET:

~

depepanbHbIn 3akoH oT 12.04.2010 Ne61-d3 “O6 obpalleHnm nekapCTBEHHbIX CpeacTB”

-~
®epnepanbHbin 3akoH OT 21.11.2011 Ne323-d3 "O6 ocHoBax oXpaHbl 300pPOBbs rpaXkaaH B
Po"

¢

Mpukaz MuHucTepcTBa 34paBoOXpaHeHuss U coumanbHoro passutusa oT 19.03.2012
Ne239H "O6 yTtBepxaeHun [lonoxeHns o nopsiake Oonycka nuvu, He 3aBepLUMBLLMX
OCBOEHME OCHOBHbIX 06pa3oBaTesibHbIX NPOrpamMM BbICLLEr0 MEOULMHCKOIO Ui BbICLLIErO
hapmaLeBTU4eCKOro obpasoBaHnsd, a Takke nuL C BbICLUMM MEAULMHCKAM UMW BbICLUNM
hapmaueBTU4eCckUM o0bpas3oBaHNEM K OCYLLECTBEHNIO MEANULVNHCKON AeATENTbHOCTU Unn
hapmMaLeBTUYECKOW AeATENbHOCTM Ha [OOSMKHOCTAX CpeaHero  MeOUUMHCKOro  Unu
cpeaHero goapmMaueBTUYecKoro nepcoHana"

-

MoctaHoBneHue [pasButensctBa P® o1 07.02.1995 Ne119 «O nopsgke ponycka kK
MeauUMHCKONn K chapmMaueBTMYeckon aesatenbHocTu B Poccurckon Pegepaumnmn nuu,
NONMyYMBLUMX MEAULMHCKYIO UM (apMaueBTUYECKYD NOArOTOBKY B  MHOCTPaHHbIX
rocygapcreax”

7. YKaxuTe OCHOBaHUS Ans I'IepeO(bOpMJ'leHl/IFI JINLUEH3NNn.
Bbl6epVITe OVH UJTN HECKOJ1bKO OTBETOB:
-

N3MEHEeHMe HavMeHOBaHMS IOPUONYECKOro NLLA UM MECTa ero HaxoXAeHUs

-

N3MeHeHVe pasmMepa YCTaBHOIO kanuTana topuanyeckoro nuua

-

N3MEHEHMS1 aapecoB MECT OCYLLIECTBINEHUS hapMaLeBTUYECKON AeATENbHOCTH
-

peopraHn3aummn topuan4eckoro nuua

-

N3MEHEHMEe MEeCTa XUTEeNbCTBA UMM UMEHWN MHOAMBUAYANbHOro npeanpuHuMmaTens
-

permcTpaumsi B eaMHOM rocyapCTBEHHOM PEEeCcTpe pUANYECKUX NNLL.

8. Ykaxute npaBunbHbIA OTBET. JINLEeH3npoBaHMe NPOM3BOACTBA JIEKAPCTBEHHbIX
CpeCcTB OCYLLECTBNSAET:

BbibepuTte oanH oTBET:

P

MuHucTepcTBo 3apaBooxpaHeHus Poccuiickon ®epgepauunm

{
MWHMCTEPCTBO NPOMbILLIIEHHOCTU 1 Toproenn Poccuinckon degepaunm



-

depepanbHas cnyxba no Haa3opy B cepe 3apaBoOOXPaHEHNS
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. POOB no nekapcTBeHHbIM Npenapartam, uccriegyemMbiM Ha Tepputopun Poccumnckom

denepaunn, npeacTaBnaTca B Poc3gpaBHaas3op B CPok, He npeBbiliatowmin OTeeT

KaneHOapHbIX AHEN OT AaTbl OKOHYaHMsA cOopa AepKaTenem perncTpaumoHHOro
YOOCTOBEPEHMUS CBEAEHMI O HEXeNaTeNbHbIX peakumsaX Ans JaHHOro fiekapCTBEHHOro
npenapara.

OTBeT BnuwKTE B Yncrosom Buge. Hanpumep: 1, 2, 3, 4, 5, 10, 25 n 1.n.

10.Bblbepute  aBTOMATM3UPOBAHHYH  MH(OPMALMOHHYD  CUCTEMY,  CO3[aHHYH

PocsgpaBHaa3opoM Ana B3aMMOAENCTBUA C yH4aCTHUKaMKU dbapMaueBTUYECKOro pbiHKa,
KOoTopas cTana eguMHoOn LeHTpanM3oBaHHoM 6a3on gaHHbix no HIP B Poccuu:

BbibepuTte oanH oTBET:

I

AHanut®apmauyus

-

KoHTponb-hanscudgukat

¢

AUNC-PocsgpaBHansop

-

dapm — peBun3op

19.4. MeTogun4yeckne maTtepuanbl, onpegensiowme npoueaypbl OLEHUBaHUA
3HaHUM, YMEHUW, HaBbIKOB U (MNK) onbiTa OeATEeNbHOCTU, XapaKTepu3yrLmux
3Tanbl hOpMMPOBaAHUA KOMNETEHLUN

OueHka 3HaHU, YMEHUIN U HaBbLIKOB, XapakTepusywasa atansl GopMUpoBaHUA
KOMMNETEHUMA B paMKax M3y4YeHUa OUCUMNIMUHBI OCYLLECTBMASETCA B XO4€E TEeKywen u
NPOMEXYTOYHOW aTTecTauun.

Tekywiaa atrectauusi NpoBOANTCSA B COOTBETCTBUM C [1ONOXEHMEM O TeKyLLen
atTectaumm obyyarumMxcsa no nporpamMmmamMm Bbicwero obpasoBaHus BoOpoOHeXCKoro
rocygapCTBEHHOIO yHMBepcuTeTa. Tekywasa atrectaumsi OpanHaAToOpoOB Mo AUCUUMNINHE
npoBoanTcAa B popme TecTa.

lMpomexyTodHaa aTtTecTauusi NpoBOAUTCA B COOTBETCTBMM C [lonoxeHuem o
NpoOBEOEHMM MPOMEXYTOYHOW aTTecTtauum obydarwmxca no obpasoBaTefibHbIM
nporpaMmmam Bbiclero obpasoBaHusi. dopmMa NPOMEXYTOYHOM aTTecTauun TeCTOBbIN
KOHTPOIb.

Mpn oueHMBaHUM UCMONb3YeTCs KONMYeCcTBEeHHas wkana. Kputepum oueHnBaHus
npuBegeHsbl Bblle B Tabnuue pasgena 19.2.



