MMWHOBPHAYKWN POCCUU
depepanbHoe rocyaapcTBeHHoe GloaxeTHoe ob6pasoBaTenbHoe
yupexaeHue Bbicllero obpasoBaHusA
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YTBEPXOAKO

3aBegyoLwmin kapegpon
YnpaBneHusi n 3kKOHOMUKN dhapmMaumnm

/;)//4/ ___ E.E.YynaHauna

24.05.2023

PABOYASA NPOrPAMMA YYEEHOW AUCLUUNITUHDI

61.63 OpraHusaumsi KOHTPONbHO-Pa3pPELLUMTENBHOM AEATENBHOCTU B chepe obpalLeHns
neKkapCTBEHHbIX CPEeACTB

1. Wndp n HammeHOBaHME cneunarbHOCTU:
33.08.02 YnpasneHune n akoHoOMKUKa hapmauum
2. NMpodunb nogrotoBku/cneunanusayms: OTCyTCTByeT
3. KBanudmkauma BbINyCKHUKA: NPOBU30P — MEHELXKEP
4. ®dopma o6pa3oBaHuA: OYHas
5. Kacdbegpa, oTBevarowan 3a peanmsaumio AUCLUUNIINHDI:
Kadbegpa ynpaBneHmss 1 SKOHOMUKN dpapmauimm
6. CoctaBMTENU NporpaMmbi:
UynaHauHa Enena EBreHbeBHa, a.papMm.H., npodeccop; Muxuna Jlapuca NasnosHa, 3am.
anpektopa no dapmauestnyeckon pesatensHoctn OO0 «AMIM», bongblipeBa EneHa
BnagumupoBHa, K.doapM.H., JOLEHT
7. PekomeHgoBaHa:
HayyHOo-meTOaMyecknm coBeToM papmaueBTudeckoro dakyneteta, npotokon Ne 1500-
06-04 o1 22.05.2023 1.
8. YuebHbIn roa: 2023-2024 CewmecTp(bl): 2



9. lenn n 3apaum y4yeObHOM AMCUMNNUHbLL: (POPMUPOBAHME YrNyOGMneHHbIX 3HAHWUA W
YMEHUN B 06NacTn KOHTPONbHO-pa3pelunTenbHON OeATENbHOCTN B cdepe obpalleHus
neKapCTBEHHbIX CpeacTs

OcCHOBHbIe 3aa4u1 ONCUMMIINHBI:

- (OPMMPOBaHNE 3HAHWA WU YMEHUN B 0Bnactn rocygapCTBEHHOrO KOHTPONSA B
cthepe obpalleHnsa NekapCcTBEHHbIX CPEACTB, UX COOAEPXaHUS, YMEHMUI LOKYMEHTarbHOro
COMPOBOXAEHNS BCEX BULOB roCyAapCTBEHHOIO KOHTPOSIS;

- (opmupoBaHMe y OpAUHATOPOB YrNy6fieHHbIX 3HAHUW U yMeHun B obnactu
BBO3a JIeKapCTBEHHbIX CpeacTB Ha Tepputopuio PO n BbiBO3a c Tepputopun PP
NeKapCTBEHHbIX NpenapaTos;

- (opmupoBaHMe 3HaHUMA U yMeHWn B obnactTn usbATMS cybcTaHOapTHbIX
NeKapCTBEHHbIX NpenapaTtoB 1 OKYMEHTarlbHOe 0pOpMIIeHNE N3bATUS;

- (opmMupoBaHMe 3HaHUM U yMeHWn B obBnacTn perncrpaumm nekapCTBEHHbIX
npenaparTos;

- (opmMupoBaHMe 3HaAHUM U YMEHWA MPU NULEH3UPOBaHUM (hapMaLeBTUYECKOM
AeaTenibHOCTN, 060pOTa HAPKOTUYECKNX CPEACTB U NCUXOTPONMHbIX BELLECTB.

10. Mecto y4yebHOM AucumnnuHbl B cTpyktype OOIl: aucumnnmnHa OTHOCUTCA K
6asoBomy 6noky gucumnnuH cneumnansHocT b1 n nsyvaertcss Bo BTOPOM CEMECTpE.

11. MnaHupyemble pe3ynbTaTbl OOy4YeHMsi MO AUCUUNNUHE (3HAHUA, YMeHwus,
HaBblkKW), COOTHECEHHble C  nNfaHupyeMbiMM  pe3ynbTaTaMM  OCBOEHMS
obGpasoBaTenbHOM NporpaMmbi (KOMMETEHLUAMU BbiNyCKHUKOB):

KomneTeHuus
Kon Hazsanve MnaHupyemble pesyrnbTaTbl 06y4eHus
MK-1 |FotoBHOCTL K npoueaypam 3HaTb:
BBO3a NeKapCTBEHHbIX OCHOBHbIE MOJSIOXKEHNS NO MOPSAKY BBO3a J1€KapPCTBEHHbIX

npenapatoB B Poccuiickoln | npenapatoB M MEOULMHCKUX W3Zenuin Ha TteppuTtopuio PO u3
denepaummn n BbIBO3a | rocygapcTB — CTpaH TaMOXEHHOro Col3a;
INnekapCTBEHHbIX CPEACTB U3 OCHOBHbIE MOMOXEHNsI MO BBO3Y NEKapCTBEHHbIX NPenapaToB C
Poccwuinckon depepaumm TEPPUTOPUN FOCYLapCTB, HE BXOAALWMX B TaMOXEHHbIN COHO3;

nepedeHb Cry4aeB, KOTopble He TpebylT nonyvyeHus
paspeLLeHnsi Ha BBO3 fieKapCTBEHHbIX MpenapaTtoB Ha TePPUTOPUIO
Po;

nepedeHb [OOKYMEHTOB, HeODXOAMMBbIX Afns  MOnyyYeHus
paspeLleHnsi Ha BBO3 NeKapCTBEHHbIX NpenapaTos;

0COBGEHHOCTN BBO3a HApPKOTUYECKMX CPeacTB U MCUXOTPOMHbLIX
nekapcTBeHHbIX npenapaTtoB Ha TeppuTopuio PP 1 BbiBO3a ux B
Tepputopun PO;

nopsgoK Aonycka MeQULUMHCKMX M3genui ons obpalleHunss Ha
Tepputopyn  P® ©n nepeyeHb [OOKYMEHTOB [ANs MOMy4YeHUs
paspeLueHnst 4nsi BBO3a.

YmMmeTb:

odopMnsThb OpraHn3aLMOoHHO-PacnopsiANTENbHYO
OOKYMEeHTaumio  Ans  NofyYeHus  paspelleHus Ha  BBO3
fNeKkapCTBEHHbIX MpenapatoB Ha Tepputoputo P®, Bknovas
HapKOTMYECKNE CPEACTBA U MCUXOTPOMHLIE BELLECTBA;

ohopMMsATb Bblgady paspelleHnsi Ha BBO3 J1EKApPCTBEHHbIX
npenapatoB Ha Tepputoputo P&, Bkmovas HapkoTUdeckue
cpencTBa v NCUXOTPONHbIE BELLECTBA;

0hOpMISATb OPraHM3aLNOHHO-PaCcNoOPAAMTENBHYIO AOKYMEHTHI
AN NONyYeHns paspelleHns Ans BBO3a MEOMUUHCKMX M3Oenun u
MEOMUNHCKON TEXHVIKY;

0hopMAATb Bblgayvy pa3peLleHrsl Ha BBO3 BBO3a MEOMLIMHCKUX
nU3genum n MeguLMHCKON TEXHUKK;




MK-2

[OTOBHOCTb K NPOBEAEHUIO
npoueayp No U3bSTUIO U3
rpaxxgaHckoro obopoTa
hanbCUPULIMPOBaHHBIX,
HeaobpoKa4YeCTBEHHbIX,
KOHTpadaKTHbIX
INekapCTBEHHbIX CPeacTB U KX
YHUYTOXEHNE

3HaTb: TeopeTUyeckue OCHOBbI, 3aKOHOAAaTernbHble U
HOpMaTMBHbIE akTbl B 0OMacT MNpu3HaHWS NeKapCTBEHHbIX
npenapatoB anbcuduLMpoBaHHbIMKU, HeaoOpOoKaYeCTBEHHbLIMN,
KOHTpadaKTHbIMY;

npasuna YHUUTOXEHNS hanbcnuLMpoBaHHbIX,
He06pOKaYeCTBEHHbIX, KOHTpadaKTHbIX neKapCTBEHHbIX
npenapaTtoB, HaxogsALWKnXcs B obpaLLeHnm;

OCHOBaHWsi  ANA  YHUYTOXEHMA  dpanbcuuumpoBaHHbIX,
He06pOoKayYeCTBEHHbIX, KOHTpadaKTHbIX neKapCcTBEHHbIX
npenaparos;

nopsaoK nepeaayu hanbcnnLMpoBaHHbIX,
He06pOoKaYeCTBEHHbIX, KOHTpadaKTHbIX neKapCTBEHHbIX
npenapartoB 4119 YHUYTOXEHUS YNONHOMOYEHHOWN OpraHn3aumin;

nopsaoK YHUUTOXEHNS hanbcnuLMpoBaHHbIX,
He06pOoKayYeCTBEHHbIX, KOHTpadaKTHbIX NeKapCTBEHHbIX
npenapaToB, HAXOOALWMNXCH NOL TAMOXEHHBIM KOHTPOMNEM;

NopsaoK  YHUYTOXEHUS neKapCTBEHHbIX npenaparos,
coaepxallmx HapkoTM4eckMe cpecTBa, NCUXOTPONHbIE BELLECTBa,
pagvodapmMaLeBTUYECKUX NIEKAPCTBEHHbIX CPEACTB;

NopsAoK OCYLUECTBMNEHUS rOCYAapCTBEHHOW YHKUMM MO
KOHTPOI0 3a YHUYTOXEHNEM hanbcnnLMpoBaHHbIX,
He,06pOKaYeCTBEHHbIX, KOHTpadaKTHbIX neKapCTBEHHbIX
npenaparos.

YmeTb: BbISBNATH danbcuduLmMpoBaHHbIe,
He0OpoKayYeCTBEHHbIE, KOHTpadaKTHble neKapcTBeHHbIE
npenaparbi;

OOKYMeHTanbHO opopMnaTe U3bsaTUe (hanbcumunupoBaHHbIX,
He06pOoKayYEeCTBEHHbIX, KOHTpadaKTHbIX neKapCTBEHHbIX
npenapaToB u3 obpaLLeHNsi NEKAPCTBEHHbIX CPEACTB;

OCYLLLECTBNATb nepegavy danbCcMpPULMPOBAHHBIX,
HegobpoKaYeCTBEHHbIX, KOHTpadaKTHbIX nekapCTBEHHbIX
npenapaToB Ha YHNYTOXEHUE B YNONHOMOYEHHYIO OpraHn3auuio;

OCYLLECTBMATb KOHTPOSb MCNOMHEHUS HaO30pHbIX (PYHKUWA B
0611acTn yHNUYTOXEHUSA NeKkapCTBEHHbIX CPEACTB;

npenaTcTBOBaTb HEe3aKOHHOMY obopoTty
danbCcMdULNPOBaHHbIX, HEAOOPOKAYECTBEHHbIX, KOHTpadaKTHbIX
fnekapCTBEHHbIX NpenapaTos.

MNK-3

[OTOBHOCTbL K NpOBEAEHMIO
npouenyp no
rocyaapCTBEHHON
permcTpaumm
neKkapCTBEHHbIX NpenapaToB

3HaTb: 3akoHoAdaTesnbHble M NpaBOBble HOPMbl perncTpauun
INekapCcTBEHHbIX Npenaparos.;

aTansl rocygapcTBEHHON permcTpaumm nekapCTBEHHbIX
npenapaTtoB 1 UX cogepxaHue;

TpeboBaHMA K OKCMEPTHOMY YYPEXOAEHUO W 3KCrepTam,
OCYLLECTBMAIOWNM  IKCNEepTM3y NEeKapCTBEHHbIX npenapaToB B
paMkax WX permctpauuu, nopsigok MNpoOBEAEeHMs  KCNepTu3bl
INekapCTBEHHbIX MNpenapatoB Anis  Uenen ux rocygapCTBEHHON
pervctpaumy;

nopsagok  oopMeHMs M Bbidaynm  PermcTpauMoHHOro
YOOCTOBEPEHUSA NEKAPCTBEHHOIO NpenapaTa;

crny4an 1 NOPSAOK OTMEHbl rOCYy4apCTBEHHOW perncrpauum
rfiekapCTBEHHOro npenapara.
YmMmeTb: odopMnATb  3asBreHMe  and pernctpaumm

NeKapCTBEHHOIO npenapata M QOPMUPOBaTL PErMCTPaLMOHHOE
[0Cbe Ha Hero; 1 nogaBsaTb JOKYMEHTbI Ha perMcTpauuio.




MK- 9 |FoTOBHOCTbL K oOpraHusauum
KOHTpONS KayecTBa
INnekapCcTBEHHbIX CPeaCTB

3HaTb: nepeyveHb HOPMAaTUBHbLIX MPABOBbIX aKTOB, PErynupyloLmx
MCMNOMNHEHNE rocyAapCTBEHHOMW (YHKUMM, B 4acTW opraHuvsaumm u
NpoBedeHnsT MNPOBEPOK COOTBETCTBUSI NEKApCTBEHHLIX CPencTs,
yCTaHOBNEHHbIM TpeboBaHUsIM K KX KadecTBy (rocygapCTBEHHbI
Haa3op);

npeameT rocygapcTBEHHOro Haasopa, Buabl;

npaBa M 0683aHHOCTM NUL, OCYLLECTBMSIOWNX FOCYAaPCTBEHHbIN
Hags3op B obracTn kavecTBa IeKapCTBEHHbIX CpeacTB UM nuud, B
OTHOLUEHMWN KOTOPbIX Hag30p NPOBOAUTCS;

cocTas, nocnegoBaTernbHOCTb " CpOKM BbIMOSIHEHUS
aOMUHUCTPaATMBHBLIX MNpouedyp B 06nactM  rocyLapCTBEHHOro
Hagsopa (NNaHuWpoBaHWe nNpoBedeHWs MPOBEpPOK, NPUHATUE
pelleHnss O npoBedeHWM MpPOBEPKW, MNPOBedEHME MPOBEPKM,
odpopMreHne  pesynbTaToB  MPOBEPOK, MNPUHATME Mep MO
pesynbTataMm NpoBEpPOK U Ap.);

nopsgok M (opMbl  KOHTPONS 3a  OCyLecTBreHneMm

rocygapCTBEHHOro KOHTPOSIS KayecTBa NekapCTBEHHbIX CPecTB.

YMeTb: NPUMEHSTb HOPMbl aAMWHUCTPATMBHBIX Mpoueayp no
OCYLLLeCTBINEHUIO FOCYNAPCTBEHHOIO KOHTPONsA B obracTn KavecTsa
INekapCTBEHHbIX CpeacTB B 4acTu MMaHUMpOBaHMSA, opraHusauumu,
nposBedeHns,  OPOpPMIEHUs  pesynbTaToB  FOCYAapCTBEHHOro
KOHTPOMS 3a Ka4eCTBOM feKkapCTBEHHbIX CPeCTB;

OCYLLECTBMNATb  MOHUTOPUHI  ©e30macHOCTN  fleKapCTBEHHbIX
CpeacTB B YCMOBUSIX  OCYLLECTBNEHUS  phapMaueBTUYeCcKon
\NeaTenbHOCTY;

OCYLLEeCTBMNATbL  OpraHMsauuio  AOKyMeHToobopoTa npwu
ocyuiecTerneHMn hapmakoHaasopa.

12. O6bem AMcUMNNUHLI B 3a

YyeTHbIX eanHUUax/yac — 8 3.e./288 ak.u.

Popma NpoMeXyTOHHOM aTTecTalum: 3a4eT C OLEHKON.

13. Bugbl y4e6HOM paboThl:

TpyaoemMKkocTb
Bug yuebHon paboThbl Bcero Mo cemecTpam
Cemectp 2 Utoro
KoHTaKTHble 3aHATUS 78 78 78
B Tom vncne: nekumm 8 8 8
npakTuyeckue 54 54 54
KoHTponb camocTosTenbHOM paboTbl 6 6 6
VHanBmayanbHble KOHCYNbTauum 10 10 10
CamoctosTenbHas pabota 210 210 210
dopma npoMexyToyHoN aTTecTtaumm ) i i
(3a4eT c oueHkown)
Wtoro: 288 288 288

13.1. CopepxaHue QUCLMNIINHBI

Ne HaumeHosarine CopepxaHve TeMbl AUCLMNIIUHBI
n/n pasgena/TemMbl QUCLMMITMHDI
1. Jlekuum
1 |BB0O3 nekapcTBeHHbIX NpenapaTtosil. lMopsgok  BBO3a  JIEKApPCTBEHHbIX — CpeactB  Angd
Ha TeppuTopuio P® 1 BbIBOOMEAMLMHCKOrO NPUMEHEHUS Ha TeppuToputo PP
NekapCTBEHHbIX MpenapaToB  C2. Mopsagok nony4eHns paspeLueHns Ha BBO3
Tepputopun PO INekapCTBEHHbIX NpenapaToB Ha Tepputopuio PO
3. BB0O3 nekapcTBeHHbIX MpenapatoB Ha Tepputoputo PO
0e3 paspeweHna M3 PO
4. OcobeHHOCTM  BBO3a  HapKOTUYECKUX  CPeacTB WU
NCUXOTPOMHBIX BELLECTB Ha Tepputoputo PO
5. BB0O3 MeOUUMHCKON TEXHUKM U MEAULMHCKUX U3OENMN HA

Tepputoputo PO

2 OpFaHVI3aLI,VIF| No U3BATUKO U3

1. MNMoHaATUHbIE KaTeropmm danbCUdULMPOBAHHbIX, He-




obGpalleHus 7]

cpencrts "

cdhepsbl 00poKa4eCcTBEHHbIX
INneKkapCTBEHHbIX
YHUYTOXEHNIO
hanbcUdULINPOBaHHBIX,
Heqo6poKaYeCTBEHHbIX ]
KOHTpadaKTHbIX MNEeKapCTBEHHbIX|

npenapartoB

:

2. MpaBuna
Heno06poKaYeCTBEHHbIX
npenapaTos.

3. Mopsagok
Heno6poKaYeCTBEHHbIX

YHUYTOXE
n Ko

YHUYTOXE
n Ko

4. Mopsagok
NCUXOTPOMHBLIX
paguodapmaleBTUYECKUX flekap
5. KoHTponb 3a
INekapCTBEHHbIX NpenapaTos.
6. MpoTuBoaencTeme
hanbCMPULMPOBaHHbIX,
KOHTpad)aKTHbIX JIEKapCTBEHHbIX

KOHTpadaKTHbIX
penapaToB (cybcTaHgapTHbIe NekapcTBeHHbIe NpenapaTbl)

YHUYTOXEHNEM

JIEKaPCTBEHHbIX|

HUS dhanbcMpuLMpoBaHHbIX,
HTpadakTHbIX  NeKapCTBEHHbIX
HUSA danbcMpuLMpoBaHHbIX,
HTpadakTHbIX  NEeKapCTBEHHbIX

npenaparoB, HaxoaAWnX nog TaMOXXeHHbIM KOHTPONeMm.
YHUYTOXEHUA
NeKapCTBEHHbIX

HapKoTUYEeCKNX  CPEeacTs,
npenapaTos "

CTBEHHLIX Npenaparos.

cybcTtaHaapTHbIX

obopoTy
“

HEe3aKOHHOMY
He06poKayYeCTBEHHbIX
npenapaTtos

CocygapcTBeHHasa permcTpaums
nekapCTBEHHbIX NpenapaToB

1. 3akoHogaTtenbHble U
pernamMmeHTUpytoLne
INeKkapcTBeHHbIX NpenapaToB
2.
TenbHOe HamnornHeHne
3.
4.
Ha
opraHusaums

PeweHune o Bblgade aKkc
npoBefeHMe  3KCNepTusbl
3KCNepTU3bI.

5. OcobeHHoCcTU

6. PeweHne o)

roCyAapCTBEHHYIO

HOpMaTuBHbIE OOKYMEHTHI,

permcTpaumio

OTanbl FOCWJ,apCTBeHHOVI permcTpaumm n nx copgepxa-

3asiBrneHne n permcrTpaumoHHoe Jocke

NepTHOMY y4pexneHulo 3agaHna
neKapcTBEHHOro  cpeacTBsa,
OdopmneHne pes3ynbLTaToB.

TpeboBaHuMsA K akcnepTam 1 uUx KBanudmkaumm
opraHusaumm
permcTpaumm opdaHHbIX NeKkapCTBEHHbIX NpenapaTos
rocyaapCTBEHHON
PerncrpaumoHHoe yaocToBEpeHueE.

rocyapCTBEHHON

peructpauuu.

denepanbHbIl rOCyAapCTBEHHbIN
KOHTpONb W Haags3op B cdepe
obpaLLeHns neKapCTBEHHbIX
cpeacTs

1. CogaepxaHue
opraHusaumMmM U NpOBEAEHM

Ka4yecTBY W [OKYMEHTbI,
(rocynapCTBEHHbIN HAO30p).
2.

rocyapCTBEHHOM

DYHKLMN no

I0 MNPOBEpPOK  COOTBETCTBMS

INeKkapCTBEHHbIX CPEeACTB YCTaHOBMEHHbIM TpeboBaHMSIM K KX
perynvpymowime ee

BbIMNOJTHEHWNE|

PesynbTaThl rocyaapCTBEHHOro Haa3opa.

3. AOMUHWCTpaTVBHbBIE Npouedypbl MpU  OCyLLEeCTBEHUU

rocygapCcTBEHHOro Haasopa: nepeyeHb, cogepKaHuve.

4. Mopsagok ©n  dOpMbl  KOHTPOMNSA 3@  UCMOMHEHWEM

rocygapcTBEHHOro Hagsopa.

2. NpakTn4yeckue 3aHATUA

"ocypapcTBeHHasa permctpaumsa |1, OTanbl  rocygapCTBEHHOW  perucrpaumm  wu nX
INnekapCTBEHHbIX CPeacTB copgepxaTenbHOe HarnofHeHue.

2. CocTtaBneHve 3asBneH1s U permcTpaunmoHHOro SOCke.
OpraHusaumst paboTbl No BBO3Y|L. lMopsgok BBO3a NeEKApCTBEHHbIX CPeacTB  An A
NnekapCTBEHHbIX MNpenapaToB HaMeAMUWHCKOro NpuMeHeHus Ha TeppuTtopuio PO
TeppuTopuio PP n BbIBO3y 3a eep. Mopsgok nonyyeHuns paspeLleHuns Ha BBO3

npegenbl INekapcTBEHHbIX NpenapaToB Ha TeppuTopuio PO
3. OdopmneHne [OKYMEHTOB Ha BBO3 J1EKAPCTBEHHbIX
npenapaTtoB Ha Tepputoputo PO
OpraHusauus paboThbl al. MpaBsuna YHUYTOXEHUNS danbcununpoBaHHbIX,
hanbCMPULMPOBaHHBIMY, HeJOOpOKayYeCTBEHHLIX UM KOHTpadaKTHbIX  JIEKAapCTBEHHbIX
He0OpoKayYeCTBEHHbLIMU, npenapaTos.
KOHTpadaKTHbIMK 2. Mopsgok YHUYTOXEHUS danbcununpoBaHHbIX,
NeKkapCTBEHHbIMW  MpenapaTaMnHeso0pOKayeCcTBEHHbIX UM KOHTpadaKTHbIX  JIEKAapCTBEHHbIX
Ha perMoHanbHOM YPOBHE (HaNpenapaToB, HAXOASALWMX MO TAMOXEHHBIM KOHTPOMEM.

npumepe BopoHexckon obnactu),3. MopaooKk  YHUUTOXEHWST  HapKOTUYEeCKUMX  CPeacTs,
B OpraHuM3aumsix  OMTOBOM  UMCUMXOTPOMHbIX NeKapCTBEHHbIX npenapartos 7
PO3HUYHOW ToproenupagmocapMaLeBTUHECKUX NTIEKAPCTBEHHbLIX NpenapaTos.

4,
oOpaLleHuns

nekapcTBEHHbIMU NpenapaTamu OpraHusaumst paboTbl

He06pOoKaYeCTBEHHbIX,
dbanbCcMULIMPOBaHHbIX NTIEKAPCTBEHHBIX CPeacTs

Mo BbISBMIEHUIO U U3BATUMIO U3
KOHTpaaKTHbIX,

denepanbHbIn rocygapCTBEHHBIN
Haa3op B cdhepe obpalleHns
INnekapCTBEHHbIX CpeacTB:
opraHu3aumsi n npoBeaeHne
dapmakoHag3opa

2. OcdbopmneHne MHPOPMaLMOHH

1. OpraHusauusi u npoBefeHve dapmMakoHaasopa.

on KapTbl n3BeLleHnA




5 |vueH3anpoBaHue 1. OdbopmneHve nakeTa 4OKYMEHTOB AMns NULEH3MPOBaHUS
hapmMaLieBTUYECKON dhapMaLieBTUYECKON OeATENbHOCTN.
nesaTensHoCTW, B T.4. obopoTta 2. MpuBeneHune [edATernbHOCTH hapmaLeBTUYECKON
HCulB OpraHv3aLmmn B COOTBETCTBUM C JTIMLEH3NOHHBLIMY TpeboBaHMAMY
6 |KoHTponb " Hapa3op 3a (1. OpraHusaumsa  npoBedeHUs  KOHTPOSIbHO-HAA30pPHbIX
NesTenbHOCTLIO CyOBbEKTOB [MeponpusaTui npy obpalleHnm NekapCTBEHHbIX CPEOCTB.
PO3HUYHOW TOproenun 2. Mopsgok npoBedeHWss KOHTPONs M Hagsopa 33
nekapCTBEHHbIMU CPEACTBaMU  |[AEATENbHOCTBI0 CyObEKTOB Mpu obpaLLeHum
3. Peanusauus npas lopuanyeckux nuy 1 tHAnBMAYyarnbHbIX
npeanpuHuMaTenen npy rocyaapCTBEHHOM KOHTpone/Haasope 3a
cybbekTamun obpalleHns nekap cTB e HHbIX CpeacTs
7 |KoHTponb " Haa3op 3a (1. OpraHusauus nposegeHus KOHTPOMbHO-HaA30PHbIX
NesTenNbHOCTLI0 anTeyHbIX [MeponpuaTU Npu obpaLleHn NekapCTBEHHbIX CPEACTB.
opraHusaumm, umetowmx 2. lMopagok  NpoBedeHUs  KOHTponss M Hag3opa 33
NMALEH3NI0  Ha  MNPOU3BOACTBO |AEATENbHOCTHI0 CyOLEKTOB Npu obpalleHun
INnekapCTBEHHbIX CPeACTB. 3. Peanusauua npas topuandeckux nuy U MHAMBUAOYaNbHbIX
npeanpuHuMaTenen npy rocygapCTBEHHOM KOHTpore/Haasope 3a
cybbekTamun obpalleHus nekapCTBEHHbIX CPeacTB
8 | depepanbHbIn 1. OpraHusauus nposegeHns BbIBOPOYHOIrO KOHTPONS KavyecTsa

rocyaapCTBEHHbIN Haa30p B
cchbepe obpalleHns
nekapCTBEHHbIX CPeCTB:
BbIGOPOYHbBIN KOHTPOSb

KayYyecTBa

Cop,epxcal-wle nHanBunayaribHbIX KOHcy.ﬂbTaU,Mﬁ

Ne HanmeHoBaHne -
CopepxaHve TeMbl MHOUBUAYANbHbIX KOHCYNMbTaLWMA

n/n pasgena/TemMbl QUCLMNIIHDI

1 |Opranusaums pabotbl no BBO3y|l. NMopsgok BBO3a MEQULMHCKMX U3Oenui Ha Tepputopuio PO
nekapcTBEHHbIX npenapaTtoB Ha2. [Mopsaok nonyvyeHus paspelleHns Ha BBO3 MEOULIMHCKMX
Tepputopmio P® 1 BbIBO3y 3a eeusgenuin Ha Tepputoputo PO
npenenbl 3. OdopmneHne 4OKYMEHTOB Ha BBO3 MEOMULMHCKUX U3OENWIA Ha

Tepputoputo PO
2 (@epepanbHbivi rocygapcTBeHHbIN (1. OpraHusaums n npoBedeHne dapMakoHags3opa B pasnuyHbIX|

Hafa3op B cdhepe obpalleHnst
nekapCTBEHHbIX CPeaCTB:
opraHv3aums 1 npoeegexHne
dbapmakoHaa3sopa

CTpaHax mMupa.
2. CpaBHUTENbHLIN aHann3 cnuctembl gpapmMakoHaasopa B PO un
APYrMx cTpaHax

13.2. TemMbl AMCUMNNNHBLI U BUAbI 3aHATUNA

Buabl 3aHsaTUM (YacoB)
Ne HaumeHoBaHne MbakTde- CamocrTos-
n/n pasgena/Tembl AUCUMNIUHBI Jlekumm pcxme TenbHas Bcero
paboTta
1 BB03 nekapCTBEHHbIX npenapaToB
Ha Tepputoputo PP u BbIBOA 2 12 30 44
NeKapCTBEHHbIX  MNpenapaTtoB C
Tepputopun PO
2 OpraHuzauus no  u3bATUIO U3
cdepbl 0OpaLLeHNs TeKapCTBEHHbIX
cpencTs n YHUUTOXEHUIO 2 12 30 44
danbCUPULMPOBaHHLIX,
Hea00poKayYeCTBEHHbIX "
KOHTpadaKTHbIX  JIEKapCTBEHHbIX
npenaparos
3 ["ocynapcTBeHHas peructpaums 2 12 30 a4
NeKapCTBEHHbIX NpenapaToB
denepanbHbIn rocyaapcTBEHHBIN
4 KOHTpPOIb U Haa30p B cdhepe 2 18 120 140
obpalLeHnsi TekapCTBEHHbIX CPELCTB
KoHTponb camoctoaTenbHoM paboThbl i 6 i 6




MHauBuayanbHble KOHCYnbTauum - 10 - 10
NToro 8 70 210 288

13.3 CamocTtosiTenbHas paboTta opavHaTopa OCYLECTBNSETCA B COOTBETCTBUMM C
MEeTOAMYECKMMM MaTepuanamm Mo camMocTosTenbHon paboTe AOns  opauHATOPOB,
obyyatrowmxca no cneumanbHoctn 33.08.02 YnpaBneHne u 3KOHOMMKA dapmMauumn K
BKIOYaET:
- MOArOTOBKY K 3aHATUSIM C WCMOSIb30BAaHNMEM OCHOBHOW W AOMOSHUTENbHOWN
nuTeparypbl, pPEKOMEHLOBAHHOW K U3YYEHUIO N BbINOSTHEHNE 3a4aHuUN;
- MOArOTOBKA K TECTOBbIM KOHTPOMSIM MO WUTOram 3aHATUA U M3yyveHusa Grnoka
CaMOCTOATENbHbIX TEM, TEKYLLMM 1 MPOMEXYTOUHbIM aTTeCcTaumsiM No AUCLMMNIIVHE.
TemaTuka caMocTosATENbHON paboTbl MO KaXaow Teme AUCUMMMAMHBI onpegeneHa nns
KaXgon TeMbl OUCUMMMHBI U pasmewaetca Ha nnatcopme Moodle OnnanH-kypc
«OpraHusaumsa  KOHTPOSbHO-paspeLlnTeNbHOM  AesaTenbHOCTM B cdepe  obpaleHuns
nekapCTBEHHbIX cpeacTB (opAanHaTypa)» https://edu.vsu.ru/course/view.php?id=3429

14. MeToamyeckue ykasaHuA AnA oby4yaroWmMxXca No OCBOEHUIO ANCLMNIIVHBI

Mpy noOAroToBKE K neKuMnm opauHATOp MOXET, WUCNonb3ys pabouvyio nporpammy
ANCLMNIMHbBI, YSICHATb TeMy NeKUUn 1n BONpoCkl, KOTopble ByaeT packpbiBaTb nNpenogaBaTesib
npy  um3yyeHun  gucumnnuHbl.  [MpenogaBaTenb  packpbiBaeT  Haubonee  BaxHble,
NpUHUUNManbHble BOMPOCHI KaXXaoW TeMbl, CNOCOOCTBYOLWIME NOHUMAHUIO JIOMMKN NOCTPOEHNS
Kypca, CTPYKTYpbl M COOAEPXKaHUS OCHOBHbIX MOHATUA N KaTEropuin SKOHOMUYECKOTO aHanuaa. B
KOHLIe NneKkuMu npenogasaTerb, kak npaBuno, opMynupyeT 3agaHue Ans camoCTOSATENbHON
paboTbl opauHaTopa: M3yvyeHue OrnpederieHHbIX pas3fenoB AUCUUMNIUHDBI, OOMNONHUTENbHOM
nntTepaTypbl, KOTOPblEe MO3BOMAT OpAMHATOPY YriybuTb NOHMMaHME TeMbl U MOATOTOBUTLCH K
y4acTUIO B NPaKTUYECKUX 3aHATUAX.

MpakTnyeckne 3aHATUS BbIMOMHAKTCS B COOTBETCTBUKN C paboyen nporpaMmmon npu
nocrnegoBaTeslbHOM M3y4YeHUUM TeM AUCLMMNNANHBI U NPEeACTaBnsloT CcOOOM BbINOSHEHNE
oby4yaemMbiMn Habopa npakTuyYeckux 3agady npegMeTHon obnactu ¢ Lenbko BblpaboTku y
HUX HaBbIKOB WX pelueHus. [Nepen npoBefeHMEM MNPAaKTUYECKOro 3aHATUS MO PELLEHUIO
3agad npenogasaTenb MHGQOPMUPYET OPANHATOPOB O TEME 3aHATUSA, yaendeT BHUMaHWe
BOMpocam npoBefeHns METOANKM ByayLMX pacyeToOB Ha OCHOBE N3y4eHHOW MHopmaumm
Ha NEKUMOHHbIX U CEMUHAPCKMUX 3aHATUAX, cooOLiaeT o uendx v 3agadax npoBeaeHus
NPaKTUYECKOro 3aHATUS, MOPsiAKE ero NPOBEAEHUS U KPUTEPUSIX OLLEHKM pe3yrbTaToB
paboThbl.

B 3aBMCMMOCTM OT TrOTOBHOCTM OPAMHATOPOB K MPaKTUYECKOMY 3aHATUIO
npenogaBsatenb MOXET OObACHUTL XO4 pPeleHus TUMNOBOM 3ajaun, U pasobpaTtb
COBMECTHO C OpAuHaTtopaMn peLLUeHMEe Ha [OCKe HECKONbKUX TUMOBLIX 3agad. [anee
opavHaTopaM BblgaloTcs 3agaHusi(e) u onpegensieTcs Heobxoaumoe Bpemsi Anst ux
peweHuns. [locne BbLINOMHEHUS OpAMHATOpPaMM MOSMYYEHHbIX 3adaHUn NPOBOAUTCS
npoBepka NPaBUITIbHOCTU PELLUEHUA 3aday U pa3dop TUMUYHBIX OWMOOK, OOMYLLUEHHbIX B
X04e UX peLUEeHUs.

PeweHne cntyaumoHHbIX 3agay MOXET ObiTb OPraHM30BaHO B ManbiX rpynnax unm
nHamBmayanobHo. B KOHUE CUTyauMOHHOro MpakTUKymMa npenogaBaTenb, aHanmanpys
npouecc obCcyxaeHns cuTyaumm, pacckasbiBaeT U KOMMEHTUPYET LENCTBUTENbHOE
pa3sutue cobbiTnin, noasoaut wutorn. lNpu noaBeoeHMM WTOrOB He [AlTCs OLEHKM
NPaBUTbHOCTU MNPEOSIOKEHHbIX PELIEHU, a MOXET MNPUMBOAUTLCA NPUMEpP TOro, Kak
paccmaTtpuBaemasi npobnema 6bina pelweHa Ha NpakTUKe.

CamocTtosaTensHasa paborta asnseTcss Heobxoanmon n 0bs3aTenbHOM ANS KaXaoro
obyvatowerocs, ee obbem no kypcy «OpraHusauus KOHTPONbHO-pa3peLLINTENbHON
AeaTenbHOCTN B cdpepe obpalieHns NEKapCTBEHHbIX CPEACTB» OnpeaensieTcss AaHHOW
pabouenn nporpammon gucumnnuHbl. CamocTtosTenbHas paboTta — 3T0 u3yyeHue 6e3
yyactus npenogaBaTens OTAENbHbIX TEM (BOMPOCOB TEMbl), PEKOMEHOOBAHHbLIX B
pabouyer nporpammMme No AaHHOW aucuunnuvHe. MmaeBHas 3agada camocTOoATENbHOW paboThl
— pasBUTUE CaMOCTOATENBHOCTW, OTBETCTBEHHOCTM U OPraHM3OBAHHOCTM, TBOPYECKOro
nogxoga K peweHunto npobnem  y4ebBHOrO U NPOPECCMOHANBHOIO  YPOBHS.
CamoctoaTenbHas paboTa oOpAMHATOPOB [AenuTcs Ha [ABa  Buaa: ayauTOPHYIO;


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

BHeayauTOpHYyt0. Bugamn camoctositenbHon paboTbl opavMHatopa B ayauTOPHOE Bpems
ABMAIOTCA: pelleHne CUTYyauMOHHbIX 3adad B pamKax MNOArOTOBKM K MNPaKTUYECKUM
3aHATUAM M T.4. AyauTopHas camocTosiTernlbHas paboTa OpAMHAaToOpOB OpraHu3yeTcs u
NPOXoAWT MOA KOHTPONeM npenogasaTtend, npeanonaraer Bblgady opauHaTopam
rpynnoBbIX WU  UMHAMBUAOYANbHLIX 3aJaHUA U CaMOCTOSITEIIbHOE BbINOSIHEHME WX
opAanHaTopamMu nog MeToANYeCKAM U opraHu3auMOHHbIM PYKOBOACTBOM MpenogasaTens.
BHeayauTopHass paboTa opguHatopa BKMOYaeT: M3ydeHue CrnpaBoOYHOM, Yy4yebHown
OCHOBHOW W [OMOSHUTESNIbHOM NMTepaTypbl B COOTBETCTBMM C pekoMeHJauusiMm B
paboyen nporpamme MO AaHHOW AUCUMMIWNHE; NOLMOTOBKY K YCTHbIM BbICTYMNNIEHUAM Ha
NPaKTUYECKOM 3aHATUN.

15. NMepeyeHb OCHOBHOMW W [ONOSNHUTENILHOW NUTEpaTypbl, PECYpPCOB WHTEPHET,

Heo6X0AUMbIX ANl OCBOEHUS OUCLUMNIIUHbI
a) OCHoBHas nuTepaTtypa

Ne n/n NcTouHuk

OpraHusauua papmaneBTUYECKON AeaTenbHOCTH @ Lukn nekuun / E. E. Yynanguna, IT. T.

1. "memboukasa .— Wa3n. 2-e, nepepab. — BopoHex : Mspatensckuii gom BIY, 2019 .— 235 c.

2 YnpaBneHne n akoHomMuka dhapmauum : y4ebHuk / nog pea. V. A. Hapkesnya. - M. : FTOOTAP-Megwna,
2019. - 928 c. : un. - 928 c. - URL : https://www.studentlibrary.ru/book/ISBN9785970452288.html

0) gononHuTenbHasa nuTepartypa

Ne n/n MCTOYHUK
OpraHmsaumsa  KOHTPOSIbHO-pa3pelumMTenbHOM  AedTenbHoCTM B cdepe  obpalleHus

3. nekapCTBEHHbIX  cpeAacTB.  y4dyebHo-meToamuyeckoe  nocobue: Onsa  OpAMHaATOpPOB,
obyyvarowmxeca no cneumanbHocTam 33.08.02 "YnpasneHue v 3koHOMUKa hapmaumn” u
33.08.03 "dapmaueBTnyeckas xumus U apMakorHo3us" Kak pPyKOBOACTBO AnNs
BbINOSIHEHNA NpakTudecknx 3agaHun / E. E. YynanguHa, E. B. Bongbipesa, J1. . MuxuHa,
A. B. KysemknHa ; BopoHexckuin rocygapCTBeHHbIN yHMBepcuTeT, BopoHex : MsgaTtenbckuii
imom BI'Y, 2021 - URL : http://www.lib.vsu.ru/elib/texts/method/vsu/m21-201.pdf

4, BHykoBa B.A., [paBoBble OCHOBbLI hapmavueBTMyYeckon aearensHoctn / BHykoa B.A., Cnnvak U.B. -
M. : FTOOTAP-Megua, 2020. - 432 c. - URL :
https://www. studentlibrary.ru/book/ISBN9785970454077.html

5. MonuHckas T.A., lNpaBoBble OCHOBbLI OpraHn3aumm dhapMaLeBTUYECKON OeATENBHOCTY : YY4eOHUK / T.
A. NMonuHckasa, M. A. Wuwos, C. b. Jaengos. - M. : TOOTAP-Meguna, 2020. - 384 c. - URL :
https://www.studentlibrary.ru/book/ISBN9785970453100.html

6. BapakwaHoB A.P., [ocyaapcTBEHHOE perynmpoBaHme OeaTENbHOCTU anTeYHbIX OpraHn3aumn n nx
CTPYKTYPHbIX nogpasgeneHun. : yuebHoe nocobue / bagakwanos A.P., MiBakmHa C.H., ATkHuHa .11, -
M. : TOOTAP-Megua, 2018. - 272 c. - URL :
https://www.studentlibrary.ru/book/ISBN9785970447222.html
YnpaeneHnne kavyectBoM [OnekTpoHHbIn pecypc] / MpogseHckuii C.A. - M. : MpocnekT, 2017. — 224 c.

7. URL : https://www.studentlibrary.ru/book/ISBN9785392242122.html

8. INenaxuH B.K., PAPMAKOHAL3OP / B.K. lenaxuH, A.B. ActaxoBa, C.K. 3bipsHoB - M. : FTOOTAP-
Megawna, 2011. - TekcT : anekTpoHHbIn // SBC "KoHcynbTaHT cTygeHTa" : [canT]. - URL :
https://www.studentlibrary.ru/book/970409169V0026.html
JNanuayc B.A..Bceobuiee kavectso (TQM) B poccuickux komnaHmsx /

9. B.A.Jlanngyc; Noc. yH-T ynp., Hau. doHg nogrot. kagpos .— M. : HoBoctn, 2000 .— 431c.
Bacosckuii J1.E. YnpaeneHue kavyectBoM : YuebHuk / J1.E.bacosckui, B.b.lMNpoTtacbeB .— M. : Hpa-

10. M, 2001 .— 211 c. : un., Tabn. — (Beicluee o6pasoBaHue) .— ISBN 5-16-000448-3 :31.10.

11. LykmH O.C.YnpaeneHue ka4ectBoM : TepmuHon. cnos. / LLyknH O. C. — BopoHex, 2002 .— 92 ¢c. —
URL:http://www.lib.vsu.ru/elib/texts/method/vsu/jan03036. pdf

12. PykoBoacTBo no npumeHeHuto ctaHgapta MICO 9001:2000 B obnactu obydeHus n obpasoBaHus /
Mep. c anrn. A.J1. PackuHa .— M., 2002 .— 127 c. — (bubnmoTteka xypHana "CtaHgapTbl 1
kayecTBo") (Jom kavectBa ; Boin. 10(19)) .— ISBN 5-94938-006-1 : 220.00.

13. memboukas I'.'T. B nabupuHtax papmauetudeckoro meHemkmenta / [.T. Fnemboukas. — M.: Ilut-
Tepa, 2007 — 254 c.

14. HukutnH B.A. YnpaeneHue kadectBoM Ha 6ase ctraHaapToB CO 9000: 2000 : MNonuTtuka. OueHka.
dopmupoBaHme. Pecypcbl / B.A. Hukutun .— CI16. v gp. : MNMutep, 2002 .— 261,[1] c. : wn., Tabn. —
(Teopust N NpakTuka MeHeaXmeHTa) .— bubnvorp.: ¢.262 .— ISBN 5- 94723-122-0 : 85.00.

15. dapmaumsi: Hay4YHO-NPaKTUYECKUIA XXypHan/Poccuickuin ueHTp hapManeBTUHECKO U MEQUKO-
Tex.MHpopmauun. — M.: 3a nocnegHue naTb neT

16. HoBas anTteka: exxemec. xypHan. M.: 3a nocnegHue nAtb net



https://www.studentlibrary.ru/book/ISBN9785970452288.html
http://www.lib.vsu.ru/elib/texts/method/vsu/m21-201.pdf
https://www.studentlibrary.ru/book/ISBN9785970454077.html
https://www.studentlibrary.ru/book/ISBN9785970453100.html
https://www.studentlibrary.ru/book/ISBN9785970447222.html
https://www.studentlibrary.ru/book/ISBN9785392242122.html
https://www.studentlibrary.ru/book/970409169V0026.html
https://lib.vsu.ru/zgate?ACTION=follow&amp;SESSION_ID=3187&amp;TERM=%25D0%259B%25D0%25B0%25D0%25BF%25D0%25B8%25D0%25B4%25D1%2583%25D1%2581%2C%20%25D0%2592%25D0%25B0%25D0%25B4%25D0%25B8%25D0%25BC%20%25D0%2590%25D1%2580%25D0%25BA%25D0%25B0%25D0%25B4%25D1%258C%25D0%25B5%25D0%25B2%25D0%25B8%25D1%2587%255B1%2C1004%2C4%2C101%255D&amp;LANG=rus
https://lib.vsu.ru/zgate?ACTION=follow&amp;SESSION_ID=3187&amp;TERM=%25D0%2591%25D0%25B0%25D1%2581%25D0%25BE%25D0%25B2%25D1%2581%25D0%25BA%25D0%25B8%25D0%25B9%2C%20%25D0%259B%25D0%25B5%25D0%25BE%25D0%25BD%25D0%25B8%25D0%25B4%20%25D0%2595%25D1%2584%25D0%25B8%25D0%25BC%25D0%25BE%25D0%25B2%25D0%25B8%25D1%2587%255B1%2C1004%2C4%2C101%255D&amp;LANG=rus
https://lib.vsu.ru/zgate?ACTION=follow&amp;SESSION_ID=3187&amp;TERM=%25D0%25A9%25D1%2583%25D0%25BA%25D0%25B8%25D0%25BD%2C%20%25D0%259E%25D0%25BB%25D0%25B5%25D0%25B3%20%25D0%25A1%25D0%25B5%25D0%25BC%25D0%25B5%25D0%25BD%25D0%25BE%25D0%25B2%25D0%25B8%25D1%2587%255B1%2C1004%2C4%2C101%255D&amp;LANG=rus
http://www.lib.vsu.ru/elib/texts/method/vsu/jan03036.pdf
https://lib.vsu.ru/zgate?ACTION=follow&amp;SESSION_ID=3187&amp;TERM=%25D0%259D%25D0%25B8%25D0%25BA%25D0%25B8%25D1%2582%25D0%25B8%25D0%25BD%2C%20%25D0%2592%25D0%25BB%25D0%25B0%25D0%25B4%25D0%25B8%25D0%25BC%25D0%25B8%25D1%2580%20%25D0%2590%25D0%25BB%25D0%25B5%25D0%25BA%25D1%2581%25D0%25B5%25D0%25B5%25D0%25B2%25D0%25B8%25D1%2587%255B1%2C1004%2C4%2C101%255D&amp;LANG=rus

B) MHOPMaLMOHHbIE 3NEeKTPOHHO-06pa3oBaTenbHble pecypchl (oduumanbHble pecypcbl

WHTEepHET)*:
Ne n/n Pecypc
17. 3HB BI'Y. - Pexxum goctyna: https://lib.vsu.ru/
18. OOpasoBaTtenbHbli  MopTan  «3ANEeKTPoHHbIM  yHMBepcuteT BIY». - Pexum pgoctyna:
https://edu.vsu.ru/ oHnanH-kypc «OpraHnsauus KOHTPOSMbHO-paspeLunTeNbHON AeaTenbHOCTU B
cthepe obpaLlueHus nekapcTBeHHbIX cpeacTs (opauHaTtypa)»

https://edu.vsu.ru/course/view.php?id=3429
19. OBC «3nekTpoHHas 6ubnuoteka TexHuuyeckoro BY3a» (OBC «KoHcynbTaHT cTygeHTan)-
Pexwum goctyna: http://www.studentlibrary.ru

20. KoHcynbTaHT nroc — MHopMaLMOHHO-crpaBoYHasa cuctema. - Pexxum goctyna:
http://www.consultant.ru/

21. Cawnt rasetbl «®apmaLeBTUYECKUIA BECTHUK» - Pexxum goctyna: http://www.remedium.ru

22. Cant ®enepanbHoi crnyxbbl rocygapCTBEHHON CTaTUCTUKKM - Pexxum goctyna: http://www.gks.ru/

23. Cant MuHucTepcTBa 34paBOOXpaHEHMs U coLmanbHoro pa3sutusa PO - Pexxum goctyna:

https://www.rosminzdrav.ru/

24.  CailT depeparnbHoi cnyx6bl N0 HAA30pY B cdhepe 34paBOOXPAHEHNS M COLMANLHOrO pasBuTus (B
TOM 4ncne apxme Homepos «BecTHuk PocsgpaBHagsopay) - Pexxum goctyna:
http://www.roszdravnadzor.ru/

16. MepeyeHb y4eGHO-MeTOAMYECKOTO 06ecneyeHns Ans CaMOCTOATENbLHOWU PaGoThl

Ne n/n McTouHnK

YynaHauHa E.E. v gp. MeToguyeckne matepuansl N0 opraHnsalmm obpa3oBaTenibHOro
npoLiecca opamMHaTopoB, obyyatowmnxcsa no cneumansHoctn 33.08.02 - YnpaBneHuve u
3KOHOMMKa hapmauun (YpoBeHb MOArOTOBKM KagpoB BbICLLEN kBanudukauumn B opanHatype) /
E.E. YynanguHa, M.C. Kyponan, A.B. Ky3émkuHa : BopoHex. roc. yH-T .— BopoHex :
WM3patenbckuii gom BIY, 2017. — 34 c. - URL:http://www.lib.vsu.ru/elib/texts/method/vsu/m17-

235.pdf

2 MMpeseHTaunoHHbIE MaTepuanbl No TemMam nekuuin Ha nnatdopme Moodle OHnaiH-kypc
«Opranmsaumss  KOHTPOJSIbHO-paspeLlunTeNnbHOM  OeATenbHOCTM B cdepe  obpalleHust
NeKapCTBEHHbIX cpeacTs (opamHaTypa)» Pexxum gocryna:
https://edu.vsu.ru/course/view.php?id=3429

3 KoHcynbTaHT nntoc — MHOpMaLNOHHO-CNpaBoYHasa cuctema. - Pexxum gocryna:

http://www.consultant.ru/

17. WHdopmaLuUOHHbIE TEXHONOrMu, ucnosib3yemble AnNs peanu3auum y4vebHomn
AUCLUMNMUHBI, BKNOYass nporpammMHoe obecneyeHne U UHOPMALUOHHO-
cnpaBoOYHble CUCTEMbI (MPU HEOBXoANMMOCTH)

YyebHaa pgucumnnuHa peanuayeTcss C  UCMOSb30BaHWEM  3fIEKTPOHHOIO O0y4YeHus w
ANCTAHUMOHHBLIX ~ obpasoBaTefibHbIX  TexHonormn Ha  O6pasoBaTtenbHoM  nopTane
«OnNeKkTpoHHbIN  yHMBepcuteT BlY»  (https://edu.vsu.ru/) Ha 6a3e oOHNanH-Kypca
«OpraHmsaumsa  KOHTPOSbHO-paspeLlumTenbHOn  aedtenbHocTM B chepe  obpalleHus
NIeKapCTBEHHbLIX cpeacTB (opauHaTypa)» https://edu.vsu.ru/course/view.php?id=3429.
AucumnnuMHa ocywecTBNAeTca B COOTBETCTBUM C pacrnmcaHueM Yy4ebHbIX 3aHATUR W
pacnucaHMeM MPOMEXYTOYHbIX aTTecTauun no peleHnto Kadeapbl YynpasneHus wu
3KOHOMUKM hapmaumm / hapmaneBTmyeckoro dakynbteta / yHMBepcuTeTa.

UTeHne  nekumn  OCyLIecTBMSeTCA C  MCNOSfb30BaHMEM  Crang-rnpeseHTauum u
COOTBETCTBYHOLLEro NporpaMmMHoro obecneveHms.

Tekywiaa u npoMmexyTodHas aTTtectauum nposoasTcs Ha O6pasoBaTenbHOM nopTane
«OnNeKkTpoHHbIN  yHmBepcuteT BlY»  (https://edu.vsu.ru/) Ha 6a3e oOHNanH-Kypca
«OpraHmsaumsa  KOHTPOSbHO-paspeLlumTensHOM — aedtenbHocTM B chepe  obpalieHus
NeKkapCTBEHHbIX CPeAcTB (opanHaTypa)» https://edu.vsu.ru/course/view.php?id=3429



https://lib.vsu.ru/
https://edu.vsu.ru/
https://edu.vsu.ru/course/view.php?id=3429
http://www.consultant.ru/
http://www.remedium.ru/
http://www.gks.ru/
https://www.rosminzdrav.ru/
http://www.roszdravnadzor.ru/
http://www.lib.vsu.ru/elib/texts/method/vsu/m17-235.pdf
http://www.lib.vsu.ru/elib/texts/method/vsu/m17-235.pdf
https://edu.vsu.ru/course/view.php?id=3429
http://www.consultant.ru/
https://edu.vsu.ru/
https://edu.vsu.ru/course/view.php?id=3429
https://edu.vsu.ru/
https://edu.vsu.ru/course/view.php?id=3429

18. MaTepMaﬂbHO-TeXHquCKoe obecne4vyeHne AUCLUNIINHbI:

HaunmeHoBaHMe NomelueHMN ansa npoBeneHusa Bcex BnaoB yqe6|-|017| AeATerIbHOCTH,
HpeAyCMOTpeHHOﬁ y‘-leGHblM nnaHom, B TOM 4Yucine nomMmewleHna gns CaMoCTOATeNbHOM paGOTbI, C
YKazaHuemM nepeyvyHsA OCHOBHOro OGOpy,D,OBaHMﬂ, yqe6|-|o-|-|arn;|.q|-|b|x nocooumn u ucnonb3yemMoro
nporpamMmmMmHoro obGecne4vyeHus

YuebHaa aygutopus: cneuvanusvpoBaHHad mebenb, MynbTUMeaua-npoekTop, 3KPaH HAaCTEHHbIA C
3NEeKTPOonNpUBOAOM, NEPCOHANbHLIN KOMMLIOTEP.
MO WinPro 8, OfficeSTD, nHtepHeT-6paysep Mozilla Firefox.

Y4yebHas ayantopus: cneumanmanpoBaHHas Mebenb, nnaHwet Lenovo.
MO: CMNC «APAHT-O6pa3oeaHue», CIC"KoHcynbTaHT Mntoc” gns obpasoaHus, OfficeSTD 2013 RUS
OLP NL Acdmc, WinPro 8, OfficeSTD, Android 8, nitepHeT-6pay3ep Mozilla Firefox.

MomelleHne pansi camoCTOSITENbHOM pPaboTbl C BO3MOXHOCTbIO MOAKMOYEHUss K ceTn  «MHTepHeT»:
CneunanusmpoBaHHas mebernb, KOMNbIOTEPbI, OCKa MarHUTHO-MapKepHasi.

MO: CMNC «APAHT-O6pa3oBaHue», CIC"KoHcynbTaHT Mntoc” gns obpasoanus, OfficeSTD 2013 RUS
OLP NL Acdmc, Libreoffice 7.1, uHtepHeTt-6paysep Mozilla Firefox.

19. ®oHA OLEHOYHbIX CPeacTB:




19.1 MNepeyeHb KOMNETEHLMIN C yKa3aHUeM 3TanoB (hopMUPOBaHUSA U NNTAaHUPYEMbIX pe3ynbTaToB 00yYeHus

Kon v cogepxaHue

I'InaHMpyeMble pes3ynbTaTthbl
O6y'~|eHVIF| (I'IOKa3aTeJ'IVI LOOCTUXEHUA 3ajaHHOIo ypoOBHA OCBOEHUA KOMNETEHUNN

Otanbl hopMMpoBaHmus
KomneTeHumn (pasgensi

®0C*

KOMMeTeHLMu o
NnocpeacTBOM (POPMUPOBAHUS 3HAHWUIA, (TeMbl) AMCUMNNWHBI UNK (cpeacTBa oueHuBaHMS)
(Mnu ee vacTn) .
YMEHWI, HaBbIKOB) MOAYMS U X HAMMEHOBaHWE)
MK-1 3HaTb: Tema 1 YCTHBIN onpoc

[[OTOBHOCTb K
npowenypam Beo3a
NeKapCTBEHHbIX
npenapaToB B
Poccuiickyto
depnepaumio 1 BbIBO3a
NeKapCTBEHHbIX
cpeacTs n3 Poccuiickom
denepauum

OCHOBHbIE TMOMOXEHU MO NOpsAKYy BBO3a feKapCTBEHHbLIX MpenapaToB U
MeOVUUHCKMX U3genuin Ha tepputopuio P® 13 rocygapcte — cTpaH TamoXeHHoro
Col033;

OCHOBHbIE MOSMOXEHWUS MO BBO3Y fEeKapCTBEHHbLIX NpenapaTtoB ¢ Tepputopum
rocygapcTs, He BXOOSLWMX B TaMOXEHHbIV COH03;

nepeyeHb CriyyaeB, KOTOpble He TPeOyloT NonyyYeHus paspelueHns Ha BBO3
nekapcTBEHHbLIX NpenapaToB Ha Tepputopuio PO;

nepeyeHb AOKYMEHTOB, HEOOXOOUMBIX AN NOMyYeHWsl pas3peLleHnsl Ha BBO3
nekapCTBEHHbIX Npenaparos;

OCOBEHHOCTM  BBO3a  HAapKOTUYECKMX  CPeAcTB W NCUMXOTPOMHbIX
nekapCTBEHHbIX NpenapaTtoB Ha Tepputopuio P® 1 BbiBo3a nx B Tepputopumn P®;

NopsiAoK Aornycka MeQULUHCKUX M3genuin gnsa obpalleHns Ha Tepputopumn PO
N nepeYvyeHb JOKYMEHTOB AN NOMNyvYeHUs paspeLueHns Ans Beo3a.

YmeTb:

ohopMNATL  OpraHM3aLMOHHO-PACcCNopPAAUTENBHYIO  AOKYMEHTauuio  Ans
nornyyYeHnss paspelleHuss Ha BBO3 NeKapCTBEHHbIX MpenapaTtoB Ha TeppUTOpUIo
P®, Bkntovas HapkoTUYeckne cpeacTaa v NCUXOTPONHbIE BELLLECTBE;

ohopMnATh BbiAady pa3peLleHns Ha BBO3 NIeKapCTBEHHbIX MpenapaTtos

Ha Tepputopuio PO, BkMoYas HapkoTUYeckue cpeacTsa U NMXOIPOTHLE BELLIECTBA;
0hopMnATL OpraHN3aLMOHHO-PACNOPAANTENBHYIO AOKYMEHTbI ANA NONy Y e HUs

paspeLueHns onsa BBO3a MeANLMHCKUX U30ennin n MeguLUMHCKON TEXHUKWY;

ohopMnATL BblAady paspelleHns Ha BBO3 BBO3a MEAWLMHCKUX U3OEenun u

MEeONLIMHCKON TEXHUKW;

TecT Kk pazoeny
OCTA
OCIA




MK-2
[oTOBHOCTbL B
npoBefeHuto npoLeayp
no M3bATUIO U3
rpaxgaHckoro obopoTa
danbcudumum
POBaHHbIX,
He[oOpPOKaYECTBEHHBIX,
KOHTpadaKTHbIX
NeKapCTBEH HbIX
CPEACTB W nX
YHUUTOXEHUE,;

InoGpoKayeCcTBEHHbIMU, KOHTPAMAKTHBIMU;
TpadhaKTHbIX NeKapCTBEHHbIX Npenapartos, HaxoAsaLMXcs B o6palleHuu;

HbIX, KOHTPadaKTHbIX NleKapCTBEHHbIX NpenapaTos;

nopsaok nepegadn danbcudULMpoBaHHbIX, HedoOpOoKaYeCTBEHHbIX, KOH-
TpadakTHbIX NEKapCTBEHHbIX MpenapaToB ANS YHUYTOXEHUS YNOMHOMOYEHHON
opraHusauuim;

NOpPSAOK YHUUTOXEHMS danbCndULMpOBaHHbIX, HeA0OpPOKaYeCTBEHHbIX, KOH-
TpagakTHbIX NeKapCTBEHHbIX NPenapaToB, HAXOOALWMNXCHA Nog TAMOXEHHbIM KOH-
Tponewm;

NOPSAOK YHUUYTOXEHMSA NEKAPCTBEHHbIX MpenapaToB, codepXaliux HapKoTu-
yeckune cpefcTBa, NCMXOTPOMHbIE BELLECTBA, pagnodapmaLeBTUYECKUX NeKapcT-
BEHHbIX CPEACTB;

NOpsSAOK OCYLLECTBIEHUSI TOCYAapPCTBEHHOM OYHKLMM MO KOHTPOSIO 3a YHWY-
TOXeHeM hanbCUULNPOBaHHbIX, HEAOOPOKAYECTBEHHbIX, KOHTPaakTHbIX fe-
KapCTBEHHbIX NpenapaTo..

yMeTb: BbISBNATb (PanbCUPULMPOBaHHbIE, HEAOBPOKaYeCTBEHHbIE, KOHTpa-
hakTHble NEeKapCTBEHHbIE NpenaparThbl;

OOKyMeHTanbHO ohopMnAaTb U3bATME hanbCUPULMPOBaHHbIX, Hegobpokaye-
CTBEHHbIX, KOHTpa(aKkTHbIX NeKapCTBEHHbIX NpenapaToB u3 obpalueHuns nekap-
CTBEHHbIX CPEACTB;

OCYLLECTBNATL nepefady anbcnmumpoBaHHbIX, HegoOGpPOKaYeCTBEHHbIX,
KOHTpadaKTHbIX JIEKapCTBEHHbIX MPENapaToB Ha YHUYTOXEHWE B YMOMHOMOYEH-
HYI0 OpraHuMsauuio;

OCYLLECTBMATb KOHTPOSb UCMOMHEHNS HaA30PHbIX PYHKUUA B 06nacTn yHWY-
TOXEHWS NeKapCTBEHHbIX CPEACTB;

NpensiTCTBOBaTb HE3aKOHHOMY 060poTy hanbcnduLmMpoBaHHbIX, Hegobpoka-
YeCTBEHHbIX, KOHTpadaKTHbIX NTIEKAPCTBEHHbIX NpenapaTos.

3HATb: TeopeTn4eckne OCHOBbI, 3aKOHOOATENIbHbIE U HOPMATUBHbLIE aKTbl B
obnactu NPU3HaHNA JEeKapCTBEHHbIX MNpenapaTtoB d)aﬂbCI/Iq)l/lLLVIpOBaHHbIMI/I, He-|

npasuna YyHUYTOXEHUA d)aﬂbCI/Id)VILI,VIpOBaHHbIX, Heﬂ,06pOKaHeCTBeHHbIX, KOH-|

OCHOBaHuUA ONA  YHUYTOXEHUA (*)aJ'IbCI/ICbI/ILI,MpOBaHHbIX, Heﬂ,06pOKa‘-IeCTBeH-

Tema 2

YCTHbIN onpoc
TecT Kk pazneny
OCTA
OCNA

MK-3
[[OTOBHOCTB K
NpoBEAEHNIO MpoLeayp
no rocyaapCTBeHHON
perucTpaumm
NeKapCTBEHHbIX
npenapaToB

3HaTb: 3aKoHo4AaTeNbHbIE M NPaBOBble HOPMbl perMcrTpauuu
neKapCcTBEHHDbI X Npenaparos;

aTanbl roCcygapCTBEHHOW perucTpaumv ekapCTBEHHbIX NMpenapaTtoB U WX CO-
nepxaHue;
TpeboBaHMA K IKCMEPTHOMY YUYPEXKOEHUIO W 3KCNepTam, OCYLLECTBASIOWNM
9KCMEepPTM3y FeKapCTBEHHbIX MpenapaToB B pamKax WX perncrpauuun, nopsgok
NPOBEAEHMS 3KCMEPTU3bl NIEKAPCTBEHHbIX NMPenapaTtoB AN Lenen ux rocyaapct-
BEHHOW perncrpaumm;

nopsgoK oPOpMIEHMS 1 Bblgavyn PErMCTPaLUoOHHOMO YOOCTOBEPEHMWS JTeKapCT-

BEHHOro NnpenapaTa;

Tema 3

YCTHbI onpoc
TecT Kk pazgeny
OCTA
OCIA

cryyau 1 nopsiaoK OTMEHbI roCyaapCTBEHHON perucTpaumm nekapcTBeHHo-
ro npenapata
yMeTb: ohopMIsTb 3asiBlieHVe ONs perucTpauun nekapcTBeHHOro npenapa-
Ta 1 opMUpPOBaTb PErMCTPALIMOHHOE J0Che Ha Hero; U nodaBaTb OOKYMEHTbI Ha
perucTpaumio




MK-9
[[OTOBHOCTb K
OpraHn3auumn KOHTPOns
KayecTBa
NeKapCTBEHHBIX
CpencTs

3HaTb: nepeyeHb HOPMATUBHLIX NMPaBOBLIX aKTOB, PErYNMPYIOLLNX UCTIONHEHWE
rocyaapCTBEHHOM (OYHKLUM NO B 4YacTW OpraHvM3auuu M MpoBeAeHWUst MpOBEepOK
COOTBETCTBUS feKapCTBEHHbIX CPEACTB, YCTaHOBMNEHHbIM TpeboBaHMAM K MX Ka-
4ecTBY (rocyaAapCTBEHHbIN Haa3op)
npegmeT rocyaapCTBEHHOrO Haf3opa, Buabl;
npaBa M 00A3aHHOCTU NULL, OCYLLECTBNALWNX FOCYAapCTBEHHbIN Haa3op B 06-
NacTn kayecTBa NEKapCTBEHHbIX CPEACTB M MWL, B OTHOLUEHUM KOTOPbIX HaA3op
npoBoauTCs;
cocTaB, MoCrneaoBaTeNbHOCTb U CPOKU BbIMOMHEHUST agMUHUCTPATUBHBIX NPO-
ueayp B obnactu rocyaapCTBEHHOro Hagsopa (nnaHMpoBaHWe NpOBEeAEHWUs MPo-
BEPOK, MPUHATME PELUEHNS O MPOBEAEHUM NPOBEPKW, MNPOBEAEHME MPOBEPKY,
ocbopmneHne pe3ynbTaToB MPOBEPOK, MPUHSATME Mep MO pesynbTatam MpoBEpPOK
nap.);
nopsaoK 1 hopMbl KOHTPOISA 3@ OCYLLECTBNEHNEM FOCYAapCTBEHHOTO KOH-
TPONs Ka4ecTBa NlekapCTBEHHbIX CPeacTB
YmeTb: NPUMEHATb HOPMbl aAMUHUCTPATUBHbLIX npouenyp no ocyliecTerie-
HUIO rOCYAapCTBEHHOrO KOHTPOMsS B 06MnacTu kayecTBa NeKapCTBEHHbIX CPEACTB B
4acTW NNaHWPOBaHUS, OpraHM3auuu, npoBedeHus, OOPMIEHNS pe3ynbTaToB
rocyapCTBEHHOrO KOHTPOMs 3a KA4YECTBOM JIEKAPCTBEHHbLIX CPEACTB;
OCYLLECTBMNATb MOHUTOPUHI 6E30MacHOCTM NEeKapCTBEHHbIX CPeacTB B YCIO-
BUSIX OCYLLECTBNEHNA hapMaLleBTUYECKON [EeATENBHOCTY;
OCYLLECTBMNATb OpraHu3aumio OOKYMeHToobopoTa Mpu  OCyLLEeCTBIEHUU
dapmakoHaasopa

Tema 4

YCTHbIN onpoc
TecT Kk pazneny
OCTA
OCNA

MpomexyToyHas aTrecTtauus (3a4eT ¢ OLLEHKOM)

TecToBbI KOHTPOSb




19.2. OnucaHne KpuTepueB W LIKanbl OLUEHUMBAHUA KOMMNEeTeHUuW (pe3ynbTaToB
obyuyeHUs1) Npu NPOMEeXyTOYHOMW aTTecTaumm

Ona  oueHwBaHuA  pe3ynbTaTtoB  O0y4YeHMs  UCMOMb3YHTCA  cnegylolime
cofepXarenbHble nokasaTternu:

1) 3HaHWe TeopeTUYECKMX OCHOB KOHTPOJSIbHO-pa3peLunTenbHON AesATerbHOCTU B
chepe obpalleHns nekapcTBEHHbIX CPEACTB;

2) yMeHue NPUMEHATb OCHOBbI CUCTEMHOrO Noaxoda B ynpaBfieHUN KOHTPOSbHO-
paspeLumTenbHON AeATENbHOCTLIO (hapMaLEeBTUYECKOM OpraHm3aumu;

PaanuyHble KoMOMHaUUW NepeyvncrieHHbIX MokasaTenen onpefensitioT Kputepuu
oueHnBaHNA pesynbTaToB 00y4eHnsa (CHOpPMUPOBAHHOCTU KOMMETEHLNA) HA TEKyLLEn U
NPOMEXYTOYHOW aTTecTauum:

—  BbICOKUW (yrnybneHHbIN) ypoBEHb COOPMUPOBAHHOCTU KOMMETEHLINN;

—  MOBbIWEHHbIN (NPOABUHYTHIN) YPOBEHb CHOPMUPOBAHHOCTU KOMMETEHLINN,

— noporosbin (6a30BbI) YypoBEHb CHOPMUPOBAHHOCTU KOMMETEHLIUN.

CooTHOLWEeHNE nokasaTenen, Kputepmes W LWKanbl OUEeHMBaHUA pe3yribTaToB
O6y‘-IeHI/I$I Ha TeKyLLl,eIZ atrTecrauunn npeacraBjieHo B Tabnuue.

KpMTepMM OLUEeHUBaHNA KOMMETEeHLUMM U LIKana OueHOK Ha TeKymeﬁ
aTTecTauummn

YpoBeHb
Kputepun oueHnBaHns KOMNeTEHLMN CchopMMPOBaHHOCTM LWkana oueHok
KOMMEeTEeHLNI
KomnbtoTepHoe TecTMpoBaHMe 6e30WnBOYHO  BbINOSIHEHO Bobicokuii OTtnuyHo
bonee uyem Ha 90%. KomneTteHumn cdopmMMpoOBaHbI (yrny6neHHbIn)
MOSTHOCTbBIO, UCNONb3YyTCA cuctemaTnyeckn. Obyyarowmmncs B YPOBEHb
NonHon Mepe BNageeT MOHATMWHBIM annapaToMm [aHHON
obnacti, NpUMeHATb TEOPETUYECKUE 3HaHWUS ANS pelueHus
3agad B obnactu ynpaBneHus KOHTPOSbHO - pa3peLumTeribHOM
0eATeNnbHOCTLI0 hapMaLeBTUYECKON OpraHM3aumm
KomnbtoTepHoe TecTupoBaHue 6e30WmnboYHO  BLINOSTHEHO MoBbILWEHHbIV Xopowo
bonee 4yem Ha 80% un meHee 90%. KomneteHuun B Lenom (NpoaBWHYTbIN)
CcOpMUPOBaHbI, HO  MPOSBASIOTCA M MCNOMb3ylTCH YPOBEHb
dparmMeHTapHO, He B MOSTHOM 0Obeme, YTO BblpaXkaeTcs B
OTAEnNbHbIX OoWnbkax npu TecTupoBaHun. O6y4varolmics B
NMoNHOM Mepe BriageeT MOHSATMWHBIM annapaToM OaHHOW
obnacti, NpMMEHsITb TeopeTUYEeCKUe 3HaHWUA OMS peLleHus
3agad B 06racTu ynpaBrieHust KOHTPOSbHO - paspeLunTenibHON
0eaTenbHOCTbIO hapMaLeBTUHECKON OpraHnsaunm
KomnbtoTepHoe TecTupoBaHWe 6e30WMO0YHO BbIMOSTHEHO MoporoBbIn yOOBNETBOPK-
bonee 4yem Ha 70% wun wmeHee 80%. KomnereHumm (6a30BbIN) TenbHO
copMmupoBaHbl B OOWMX yepTax, MpOSBAAIOTCA U YyPOBEHb
NCMNOMb3YITCA YaCTUYHO, YTO BbIPAXaeTCd B OOMyCKaeMbixX
HETOYHOCTSAX M CYLLECTBEHHbIX OLWMOKax Mpu TECTUPOBaHUM.
HaHHbIi  ypoBeHb obsi3aTeneH AnNd BCEX OCBauBaOLLMX
OCHOBHYO 006pa3oBaTenbHy nporpamMmy.

KomnbloTepHoe TectupoBaHuMe 6e30WMO0YHO  BbIMOSTHEHO - Hey[oBMneTBo-
MeHee yem Ha 70%. KomneTeHumMn He COPMMPOBaHBI, YTO pUTENbHO
BblpaXaeTcd B OECCUCTEMHbIX, OTPbIBOYHbIX  3HAHWSAX,
JornyckaembIx rpyObix npodeccuoHanbHbiX owmnbkax npu
TectupoBaHuun. Cpawuwme, 3amMeyeHHble B MOMOLWM  Opyr
OPYry, a Takke Nonb3ylLIMecs HepaspeLleHHbIMM NOCobMaMM
M pasnuYHOro poJa 3anucsaMu, a Takke Hapywawwme
YCTaHOBIMEHHbIE  MpaBunia Ha  TeKywew  arrectauum,
yaansiTcs Cc ayguTopum c OLIEHKOM
«HEeyO0BMETBOPUTENBHOY.

CooTHOLUEHNEe noKasaTenen, KpuUTepuMeB W LuKanbl OUEHMBAHMS pe3yrbTaToB
0by4eHUss Ha NPOMEXYTOYHOW aTTecTauun NpeacTaBneHo B Tabnuue.

KpuTepumn oueHMBaHUS KOMNEeTEHLMUIA U LUKaNa OLEHOK Ha 3aveTe



YpoBeHb

Kputepun oLieHMBaHNsE KOMNETEHLNIA chopMUpoBaHHOCTH Lkana oueHok
KOMMNeTeHLNN
KomnbloTepHoe TecTvpoBaHue 6e30WMB0YHO  BbINOMHEHO Bbicokuii OTnunyHo
bonee uyem Ha 90%. KomneteHumn cdOpMUPOBaHDI (yrny6neHHbIn)
MOSTHOCTbIO, MCNOMb3YTCA cnuctematmdecku. Oby4varomincs B YPOBEHb

nosiHomn Mepe Bnageet NOHATUNHBLIM annapatom JaHHoN
obnacTtu, NPUMEHATb TeopeTU4eCKMe 3HaHuA OnA pelleHud
3agay B obnactu ynpaBlieHnA KOHTPOJIbHO - paspeLUMTeanoﬁ
AeATeNIbHOCTbIO @apmaueBTquCKoﬁ opraHmsaumm

KomnbloTepHoe TecTupoBaHue 6e30WnO0YHO  BbIMOSTHEHO MoBbILWEHHbIN XopoLuo
6onee yem Ha 80% un meHee 90%. KomneTeHuun B Lenom (NMpoaBWHYTBIN)
COPMUPOBaHbI, HO  MPOSABASAOTCA M WUCNOMb3YHTCA YpOBEHb

(pparmeHTapHo, He B MonHoOM obbeme, 4TO BblpaXaeTca B
oTAeNbHbIX omnbkax npn TecTnpoBaHUNn. O6yqa+ou.|,w?10;| B
nosiHomn Mepe Bnageet NOHATUNHBLIM annapaTtom [aHHOM
obnacTtu, NPUMEHATb TeopeTudeCkne 3HaHuA Ona pelleHua
3afad B obnactu ynpaeieHnAa KOHTPOJ1IbHO - paspeUJMTeanon
AeATeN1IbHOCTbIO cbapmaueBTquCKoﬁ opraHmaumm

KomnbloTepHoe TecTMpoBaHWe Ge30LWMBOYHO  BbIMOMHEHO MoporoBbiit YOOBNETBOPY-
oonee 4yem Ha 70% wun meHee 80%. KomneteHuuu (6a30BbIin) TenbHO
cpopMupoBaHbl B 0OWMX  4YepTax, MposiIBMAOTCA U YPOBEHb

NCMNOMb3YITCA YaCcTUYHO, YTO BbIpaXaeTcd B [OMyCcKaeMbiX
HETOYHOCTSAX W CYLLECTBEHHbIX OLWMOKax Mpu TECTUPOBAHMMU.
[aHHbin  ypoBeHb obs3aTteneH A9 BCeX OCBaMBaOLLNX
OCHOBHYIO 06pa3oBaTenbHY0 nporpamMmy.

KomnbloTepHoe TecTupoBaHuMe 6e30WMOB04HO  BbIMOSTHEHO - Heya0BneTBo-
mMeHee 4Yem Ha 70%. KomneteHumm He cdhopmMUpOBaHbl, YTO pUTENBHO
BblpaXXaeTcd B OECCUCTEMHbIX, OTPbIBOYHBLIX  3HAHUSIX,
Jonyckaemblx rpyobix MNpodhecCMoHanbHbIX OwWwKnbKax npu
TectupoBaHuun. Cpawowme, 3amMeyeHHble B MNOMOLWM  Apyr
Apyry, a Takke Nonb3yLmecs HepaspeLleHHbIMMU Nocobrsamm
W pasnuyHoOro poJa 3anucaMu, a Takke Hapywawwme
YCTaHOBMEHHbIE  MpaBuna Ha  TeKkywew  arrectauuu,
yaansiTcs ¢ ayguTopuu ¢ OLIEHKOM
«HEYOOBMETBOPUTENBHOY.

19.3. TunoBble KOHTPOJIbHbIE 3aJaHUA UNN MHble MaTepuanbl, Heobxogumblie ons
OLEHKM 3HaHUW, YMEeHUW, HaBbIKOB W (UnNU) onbiTa [EeATEeNbHOCTH,
Xapaktepusywiwme 3Tanbl (POPMUPOBAHMUA KOMNETEeHUMM B MNpouecce OCBOEHUs
obGpa3oBaTenbLHOW NporpamMmbl

19.3.1 NepeyeHb BONPOCOB K 3a4eTy C OL,EHKOMN:

1. ocygapcTBeHHas perucTpaums fekapCcTBEHHbIX MpenapaTtoB: HOpMaTUBHOE
perynupoBaHue, obLume NonoXeHns, CPOKM NpeoCcTaBeHns rocyAapCTBEHHON pervcTpaumm.

2. OTanbl rocygapctBeHHon permctpauum J1IIN 1 coctaB perncTpaumMoHHOro 4ocke.

3. BBO3 1 BbIBO3 nekapCTBEHHbIX MpenapaToB: HOPMATUBHOE pPerynmpoBaHue,
nopsigok Beo3a JIN B PP, nepeyeHb JOKYMEHTOB AS151 NONyYeHUs paspellenmst Ha o3 JIrl.

4, Cnyyaun n nopsagok eeo3a J1IN 6e3 paspewweHus M3 PO.

5. OcobeHHOCTN BBO3a HApKOTUYECKUX CPeacTB U MCUXOTPOMHbIX BELeCTB Ha
Tepputoputo PO.

6. Mopsagok BBO3a MEOUUMHCKMX U3genui U MeOUUMHCKOW TEXHUKU  Ha
Tepputopuio PP.

7. N3batne wu3 obopota ¢anbcudpuumpoBaHHblX, HeA0OpPOKayYeCTBEHHbIX U

KOHTpagaKTHbIX JIeKapCTBEHHbIX NpenapaToB U OpYrnx TOBApOB anTe4YHOro acCopTUMEHTA:
HOpMaTMBHOE perynMpoBaHMe, OCHOBHbIE OMnpeaeneHusi, NOPSAOK BbISBNEHUS, U3bATUS U
ero JOKyMeHTanbHoe oopMIieHme.

8. YHUYTOXEHNE  U3bSATbIX M3  0bopoTa  flekapCTBEHHbIX  NpenapaTos:
HOpMaTMBHOE PEryrnMpoBaHne, MOpsSAOK YHUMTOXEHUs!, OOKyMeHTanbHoe odopMIeHue,
0COBEHHOCTU YHUYTOXEHUS HAPKOTUYECKUX CPEACTB U NCUXOTPOMHbIX BELLECTB.



9. OpraHusaums apmakoHaasopa: HOpMaTMBHOE perynupoBaHue, cuctema
opraHusauumn gapmakoHagsopa B P®, yyacTHMKM cucTeMbl U MX 06siI3aHHOCTM, MOPSIAOK
NHOPMUPOBAHNS O BbISIBNEHHbIX HEXENaTeNbHbIX peakLUysiX.

10. JlMueHsupoBaHue: obLiMe MONOXEHUS, HOPMaTUBHOE  PeEryrnMpoBaHue,
NUUEH3MpyeMble BUAbI AEATENbHOCTY.

11.  JlnueHsupoBaHue apMaueBTUYECKON AeATeNbHOCTU: NepedeHb paboT wu
ycnyr, JMUEH3MpYLLUMe oOpraHbl, agMUHUCTpPaTMBHbIE Mpoueaypbl, JFUMLEH3NOHHbIE
TpeboBaHMs K coMcKaTeNo NMLEH3UN, NepeyeHb AOKYMEHTOB.

12. Tlopsigok opraHuMsaumMmM W OCYLLECTBIEHMSI  NIMUEH3VMOHHOTO  KOHTPOS:
OCHOBHbI€ MOHSATUS, BUAbI NPOBEPOK U UX XapaKTePUCTUKM.

13.  [MpuHumMnbl  3aWWTbl  NpaB  OPUONYECKUX  NUL,  UHAMBUAYaNbHbIX
npeanpuvHUMaTenen npu  OCYLLECTBINEHUN T[OCYOAApPCTBEHHOIO  KOHTpomnsi  (Hagsopa),
MYHULMNANbHOMO KOHTPOS.

14.  JnueHanpoBaHWe NPOU3BOACTBA FIEKAPCTBEHHbLIX CPEACTB.

15. JlnueHanpoBaHue [esATEeNbHOCTU, CBSI3AHHOW C OBOPOTOM HAPKOTUYECKUX
CpPeacTB U NCUXOTPOMHbIX BELLECTB U NX NPEKYPCOPOB.

16. [lMopsgok opraHusauuy BHYTPEHHEro ayauTa B anTeyYHon opraHmM3aLmu.

17.  OcywecTBneHne KOHTPONS AeATeNbHOCTM anTeYHbIX OpraHn3aunii Co CTOPOHbI
PocnoTpeGHaasopa, TpyaoBbIx MHCNekuun, deaepanbHON aHTUMOHOMOMBHOW CIYyObI.

18.  OpraHu3auus npoBeaeHUst BbIGOPOYHOro KOHTPOIS KayecTsa.

19.3.2 NepeyeHb NpaKkTU4ECKUX 3afaHUN (CUTyaLMOHHbIEe 3a4aum)

MK-1

1. B cooTtBeTcTBMM C [locTtaHoBneHnem [lNpasutensctBa PP ot 5 anpens 2022 r. N
593 ycTtaHoBneHbl 0cO6EHHOCTM JonycKa K BBO3Y Ha Tepputoputo Poccuinckon depepaumm mn
obpauwieHne B Poccurickon degepaumm 3apermcTpupoBaHHbIX NeKapCTBEHHbIX NpenapaToB
AN MegUUMHCKOro MNPpUMEHEHUA B yMakoBKax, NpeAHasHadYeHHbIX ans obpalleHus B
WHOCTpPaHHbIX rocygapctBax. OueHute ocobeHHOCTM pJonycka K BBO3Y AaHHbIX
NeKapCTBEHHbIX NpenapaTos.

OtBeT: B cooTBeTCTBMM C NocTaHoBneHneMm lMpaButenbctea P® ot 5 anpena 2022 r.
N 593 ponyckaetcsa k BBO3y Ha Tepputopuio Poccuiickon depepaumm n obpalleHue B
Poccunckon depgepaumm  3aperMcTpupoOBaHHbIX — JNIEKApPCTBEHHbIX  NpenapaTtoB  Ansd
MEOVLUMHCKOrO MPUMEHEHMS B yNakoBKax, MpedHasHayeHHbIX Ans  obpalweHna B
WHOCTPaHHbIX rocyAapcTBax, B crnyyae gedekTypbl NIeKapCTBEHHbIX NpenapaTos.

2. B cootBeTcTBMM C NocTaHoBneHueM lNpasutensctea PP ot 5 mapta 2020 r. N 230
ocyLlecTBnsaeTca nopagok npu BeBo3e B Poccuickyto Penepaumto KOHKPETHOW MNapTum
He3aperncTpUpoOBaHHbLIX fEKapCTBEHHbIX MNpenapaTtoB, COAepXalMx HapKoTUYecKune
CpeAcTBa MMM MCUXOTPOMHbIE BellecTBa [Ans oOKasaHus MeaWUMHCKOM NoMowm Mo
XW3HEHHbIM MOKa3aHUAM KOHKPETHOro nauueHTa wunu rpynnbl NauMeHToB B Cryyae, ecnuv
NMeeTcs pelleHne BpayvyebHOM KOMUCCUM MEAMLMHCKOW OpraHm3aunmn o HeaddeKTUBHOCTH
NN HEBO3MOXHOCTU MPUMEHEHUSI Y KOHKPETHOro nauMeHTa MHbIX 3aperMcTpupoBaHHbIX
NeKapCTBEHHbIX NpenapaToB, B TOM YuCre codepalmx apyrme enNCTBYOLWME BELLECTBA, U
O HeobxoOMMOCTW BBO3a ONPEOENieHHOro He3aperncTpUpoBaHHOIO  NEKapCTBEHHOMO
npenapara C ykasaHueMm ero MexgyHapOAHOro HenaTeHTOBAHHOIO (MM XMMWYECKOro, Unm
rpynnMpoOBOYHOI0) HaMMeHOBaHNA, OPMbI Bbifycka M Konudectea. OueHuTe CooTBETCTBUE
nepeyHs AOKYMEHTOB Anis nonyveHus paspewerHns M3 PO Ha BBO3 He3aperncTpmpoBaHHbIX
JIMN KOHKpeTHOMY NauMEeHTY MO KU3HEHHbIM MOKa3aHUAM Kpome obasaTenbHbIX JOKYMEHTOB
Heobxogmmo npeactasute B M3 PO®: 3aknioyeHue KOHcunMyma Bpadveun, obpalleHue
perMoHanbHOro opraHa ynpasfeHna 34paBOOXPaHEHMEM O HeobxoaMmocTu BBO3a
He3aperucTpupoBaHHbix JIIT Onsg  KOHKPeTHOro nauueHTa, Konug  nacnopta  wnm
cBMaeTenbCcTBa O POXAEHUN NauneHTa.

OTBeT: COOTBETCTBYET, T.K. BC€ 3TN JOKYMEHTbI Heo6xoanmo npeactasnte B M3 PO
B cooTBeTCTBUM C [locTaHoBneHuem lNpasutensctea P® ot 5 mapta 2020 r. N 230.



3. B cpok, He npeBblwakowmm natn paboynx gHENn, oCyLeCcTBNAETCA pacCMOTPeEHMe
3asBMeHNa 1 MNPUHATUE peLleHUs O BblJaye paspelleHUs Ha BBO3 KOHKPETHOMW napTum
3aperncTpupoBaHHbiX U (MNKW)  He3aperMcTpUpOBaHHbIX  NIEKApPCTBEHHbIX  CpeacTs,
npegHasHavyeHHbIX ONd  NpoBeAeHUA  KITMHUYECKUX  UCCrefoBaHUM  JleKapCTBEHHbIX
npenapaTtoB, NPOBeAEHUA 3JKCMepTU3bl JfEeKapCTBEHHbIX CPencTB [Ans OCyLleCTBeHUs
rocyJapCTBEHHOW  perucTpaumMm JieKapCTBEHHbIX MpenapatoB  unM  Ond  oKasaHus
MeAMUMHCKON MNOMOLLM MO >KU3HEHHbIM TOKa3aHWAM KOHKpPeTHoro naumeHta. OueHute
AaHHbIN CPOK Ha COOTBETCTBME AENCTBYIOLLEN HOPMATUBHO-NPABOBOW AOKYMEHTALUMN.

OTBeT: cCOOTBETCTByeT, Ha OcHoBaHun ®PegepanbHoro 3akoHa Ne61-O3 wu
MocTtaHoBneHua NMpasutensctea Ne 853.

4. OueHute ponyck K BBO3y B Poccuickyio degepaumio KOHKPETHOM napTum
He3aperMCTpPUpPOBaHHbLIX NEeKapCTBEHHbLIX CPeACTB, MNpefHa3HayYeHHbIX A1 NpoBedeHus
KNMHMYECKUX UCCRefoBaHUM  JleKapCTBEHHbIX MNpenapaToB, MPOBEAEHUS 3KCNepTu3bl
NEeKapCTBEHHbIX  CPeACcTB  [Afs  OCYLLECTBEHUss  FOCyAapCTBEHHOM  perncrpauum
NeKapCTBEHHbIX MpenapaToB WM Afs OKasaHUs MeOUUMHCKOM MOMOLLM MO XKU3HEHHbIM
NnokKasaHUsIM  KOHKPETHOro  nauMeHTa Ha  OCHOBaHMM  paspelleHud,  BblAaHHOMO
YNOSTHOMOYEHHbIM doefepasibHbIM OpraHoOM WCMOSIHUTENBHOM BRacTu MO 3asiBfIEHUSIM Ha
COOTBETCTBUE AENCTBYHOLLEN HOPMATMBHO-NPABOBOWN JOKYMEHTaLMN.

OTBeT: COOTBETCTBYET, Ha ocHoBaHUN ®eaepanbHoro 3akoHa Ne61-d3 rnasa 9.

5. NsrotoButenb obecneumBaeT 6e30nacHOCTb ToBapa B TeYEHME YCTaHOBIIEHHOMO
Cpoka cnyxbbl unM cpoka rogHoctTu ToBapa wunu B TedeHne 10 net nocne nepegayv
noTpeduTento, ecnun cpok cryxobl He ycTaHoBreH. OueHnTe AeAaTenbHOCTb U3rOTOBUTENSA Ha
COOTBETCTBUE AeNCTBYIOLEN HOPMATUBHO-NPABOBOW JOKYMEHTaL N,

OTBeT: COOTBETCTBYET, Ha OCHOBaHun PepepanbHoro 3akoHa «O 3awmte npas
notpedutenen»

6. dapmaueBTuyeckun 3aBog B . MockBe oOcCyLWecTBAsSieT BBO3 J1EKAPCTBEHHbIX
cpenctB B PO ons uenen cobCcTBEHHOrO NPOM3BOACTBA fEKapCTBEHHbIX cpeactB. OueHuTe
BO3MOXHOCTb [aHHOro npoLecca C TOYKM 3PEHUS COOTBETCTBMS HOPMATUBHO-MPaBOBOW
base.

OTtBeT: CoOOTBETCTBYET, Ha OcCHoBaHuM [locTaHoBneHusa [lpaButenbctBa Ne 853
opraHu3auumn-npomM3BoauTENIN MOryT OCYLLIECTBIATL BBO3 NIEKapCTBEHHbIX cpeacTB B PO aons
uernen cobCTBEHHOro NPON3BOACTBA fNIEKAPCTBEHHbIX CPEACTB.

7. MeguunHcKaa opraHmsaumst B r. BopoHexxe OCyLLeCTBNAIOT BBO3 fleKapCTBEHHbIX
cpeacte B PO ana okasaHna MeauUMHCKOM MOMOLM MO  XKM3HEHHbIM MOKa3aHUAM
KOHKpeTHoro nauueHta. OueHuTe BO3MOXHOCTb [aHHOrO Mnpouecca C TOYKM 3peHus
COOTBETCTBUS HOPMATUBHO-MpaBoBoK base.

OTtBeT: CcoOoTBETCTBYET, Ha OcHoBaHuu [loctaHoBneHuna [lpaButenbctBa Ne 853
MeaMUMHCKas opraHu3auus MOXEeT OCYLLECTBIATbL BBO3 JleKapCTBEHHbIX cpeacts B PO ans
oKasaHWs MeULMHCKON NOMOLLM MO XMU3HEHHbIM NOKa3aHUAM KOHKPETHOIo nauueHTa.

8. OpraHusaunsa onToBOW TOProBnn nekapcteeHHbiMn cpeacteamn 3A0 «Papmnura»
OCYLLeCTBNSAET BBO3 JeKapCTBEHHbIX cpeacts B P®. OueHnTe BO3MOXHOCTb AAHHOro
npouecca C TOYKN 3peHNsI COOTBETCTBUSA HOPMATMBHO-NpaBoBon 6ase.



OTtBeT: cooTBeTCTBYEeT, Ha OcHoBaHum [loctaHoBneHus [lpaButenbctBa Ne 853
opraHuMsaumsa onTOBOW TOProBSiM fNIEeKapCTBEHHbIMU CpeACcTBaMUM MOXET OCYLLEeCTBMSATb BBO3
neKkapCcTBeHHbIX cpeacTs B PO.

9. OpraHuzaums poO3HUYHOW TOProBnM nekapcTBeHHbIMM cpeactBamm OO0
«3gpas®apmauusa» B r. MockBe oOcCyLleCTBNsSeT BBO3 JleKapCTBEHHbIX cpeActs B PO.
OueHnTe BO3MOXHOCTb [aHHOMO npouecca C TOYKM 3peHUst COOTBETCTBUSA HOPMaTUBHO-
npasoBown 6ase.

OTBeT: He COOTBETCTBYET, Ha OCHoBaHWW [locTaHoBneHus [NpasuTtenbctBa Ne 853
opraHuMsaumsa po3HUYHOW TOProBfN JIEKAapCTBEHHBIMU CPeACTBaMU HE MOXET OCYLLEeCTBNATb
BBO3 JlekapCTBEHHbIX cpeacTs B PO.

10. MeguumHckas opraHusauust B r. BopoHexe ocyLecTBRsOT BBO3 NEKAPCTBEHHbIX
cpencts B P® ana npoBeaeHMs KNMHUYECKUX UCCNedoBaHNA NIeKapCTBEHHOro npenapara B
oTAeneHnsx AaHHoN meanUuHckon opraHusauun. OLeHnTe BO3MOXHOCTb aHHOIo npolecca
C TOYKUN 3PEHMUSA COOTBETCTBUS HOPMATUBHO-NPaBoBol Gase.

OTBeT: He COOTBETCTBYeT, Ha ocHoBaHuu [MoctaHoBneHus Mpasutensctea Ne 853
MeOuLMHCKasi opraHM3aums He MOXeT OCYLLUEeCTBNSATb BBO3 JleKapCTBEHHbIX cpeacts B PO
AN NpoBeAeHUs KIMHUYECKUX WCCRedoBaHWI NekapCTBEHHOro npenapaTta B OTAeNeHusaX
AaHHOW MeaULMHCKOW opraHu3aLumn.

MK-2

1. Bnageney yHuyTOoXeHHbix JIC HanpaBun konuto akta 06 yHuuTOXeHumn JIC
yepes yeTblpe paboymx OHA CO OHSA ero COCTaBfEHUSA B YNOMHOMOYEHHbIN opraH. OueHuTe
AeaTenbHOCTb Bnagernbla yHUYTOXeHHbIX J1IC Ha cooTBEeTCTBME AENCTBYOLWEN HOPMATUBHO-
NpaBOBON JOKYMEHTaLNN.

OTBeT: COOTBETCTBYET, T.K. HA OCHOBaHUW [locTaHoBneHun lNpaButenbcTea Ne1447
Bnagerney yHudToXeHHbIX JIC pormkeH HanpaBuTb Konuioo akta o6 yHuuToxeHuun JIC B
TeyeHune 5 pabounx AHS CO OHA ero CoCTaBNeHNs B YNONMHOMOYEHHbIN OpraH.

2. Ha  ocHoBaHuuM  peweHna  Bnagenbua  HeaobpokayeCTBEHHbIX U
danscudpuuymnpoBaHHblx  JIC  Ons  BeTepuMHapHOro npuMeHeHust Obinn  U3bATbl U3
rpaxkgaHckoro obopoTta gaHHble JIC 1 yHUYTOXEHbI. PeweHne oT ®efepanbHon cry0Obl no
BeTepUHapHOMy U1  utocaHmTapHomy Hagsopy (Poccenbxo3Hagsopa) He  6bino
npegcrtasnieHo. OueHnTe OeATenbHOCTb BragenbLla yHUYTOXeHHbIX JIC Ha cooTBeTcTBME
OencTByoLWeNn HopMaTUBHO-NPaBOBOW AOKYMEHTaLUMN.

OTBeT: COOTBETCTBYET, T.K. HA OCHOBaHUWM [locTaHoBneHun lNpasutenscTea Ne1447
n3bsATME U3 rpaxgaHckoro obopota AaHHbIX JIC 1 yHUYTOXEHWE HeaobpOoKayeCTBEHHbIX U
danscnuympoBaHHbix JIC gonyckaeTcsa pelleHnemM Bnagensua.

3. Ha ocHoBaHun pelieHnsa Bnagenbua KoHTpadakTHbix JIC Gbinv n3bsaTbl M3
rpaxkgaHckoro obopoTa gaHHble JIC 1 yHUUTOXEHbI. PelueHne cyga He 6bino npencraBneHo.
OueHnTe OesaTenbHOCTb Bragenbua YHUYTOXeHHbIX JIC Ha cOoOTBeTCTBUE OENCTBYHOLLEN
HOPMaTUBHO-MPABOBOM AOKYMEHTALNN.

OTBeT: He COOTBETCTBYET, T.K. Ha OcHoBaHuu [locTtaHoBneHwn [lpaButenbcTea
Ne1447 koHTpacdpakTHble JIC yHUYTOXaTCA MO peLLeHuto cyaa.

4, AnNTeYyHOM oOpraHu3aunen, UMerLLen JNUUEH3NK Ha dapMaueBTUYECKYHO
AEATeNnbHOCTb, Ha OCHOBaHWW peleHna Bragenbua HeaobpoKayeCTBEHHbIX U
danbcudmuymnpoBaHHbix JIC, ObIM u3bATbHI U3 rpaxgaHckoro obopoTta faHHble JIC u



YHUYTOXEHbI. OueHuTe OeATenbHOCTb Bragenbua YHUYTOXeHHbIX JIC Ha cooTBeTcTBME
AEencTByloLWen HOpMaTUBHO-MPaBOBOW JOKYMEHTaUUN.

OTBeT: He COOTBETCTBYET, MOTOMY YTO Yy anTe4yHOM opraHusauuum OTCYyTCTBYeT
nnueH3unst Ha yHu4ToxeHue J1I1.

5. MNpoBu3op npu npuemke ToBapa obHapyxun HekadecTBeHHbIn JII (MapkmupoBKa Ha
nepBUYHON yNakoBKe He COOTBETCTBOBAsia MapkKUpPOBKE Ha BTOPUYHOW ynakoBke). [1poBu3op
NOMECTUST TOBap B KapaHTUHHYK 30HYy anTeYHOW opraHu3aumm n oTpasusl pacxoXxaeHus
«AKTe 06 yCTaHOBJIEHHbIX PACXOXOEHUAX B KONIMYECTBE U KadecTBe Npu NpuémMke ToBapHO-
MatepuasnbHbIX LeHHocTen». OueHuTe [edATeNbHOCTb MpPoBM3Opa Ha COOTBETCTBUE
AencTByoLen HOpMaTUBHO-NPABOBOW JOKYMEHTaLUUN.

OTBeT: COOTBETCTBYET, T.K. AENCTBMS NPOBU3OPpa ocyLlecTBreHbl No npasunam HATI
(Mpuka3 Ne647H)

6. Bnagensuamu JIC, nmerowimmm nuueHsuno Ha papmMaueBTUYECKY0 AeATENbHOCTb,
16 ceHTAbPS ObINO NPOM3BEAEHO YHUUTOXEHME NIEKApPCTBEHHbIX CPeACTB U ApYrMx TOBapoB
anTe4YyHoro accopTUMeHTa B crneuunanbHO 00OpyaOBaHHbLIX MNoMelweHuax. OueHuTe
AeaTenbHOCTb Bnagenbla yHUYToXeHHbIX J1C Ha cooTBeTCTBME AENCTBYOLWEN HOPMATUBHO-
NpaBoOBOW JOKYMEHTaLNN.

OTBeT: He COOTBETCTBYET, MNOTOMY 4TO Y Blliagenbla (Hanpmmep, anTevyHoun
OpFaHI/I3aLWII/I) OTCYTCTBYET JIMLUEH3NA HA YHUHTOXEHNE JIr.

7. Tlpyn npuemke ToBapa B anTe4yHOW oOpraHmMsauuu YneH npuemMovyHONn KOMMUCCUU
BbIIBUT  HeJOOpOKayecCcTBEHHbIE  JfleKapCTBEHHble npenapaTbl. [anee OH oTpasun
Ka4yeCTBEHHblE pacxoxaeHuss B «AKkTe 06 YCTaAHOBIIEHHbLIX PACXOXOEHUAX B KONMYECTBE U
KayecTBe npu Npuémke ToBapHO-MaTepuarnbHbIX LLEHHOCTEN» U HEMELNEHHO YyTUnM3mposan
AaHHbIN TOoBap B creumanbHo obopyaoBaHHOM nomeweHnn. OueHuTe LEeWCTBUA uYneHa
NPUEMOYHON  KOMUCCUM Ha  COOTBETCTBME  [OEeWCTByKWeENn HOPMaTUBHO-NPaBOBOM
AOKyMEHTaLMMW.

OTtBeT: He cooTBeTcTBYEeT, T.K. no npasunam HAI (MNpukasd Ne647H) npoBu3op
AOIMKEH NOMECTUTb TOBap B KAPAHTUHHYIO 30HY anTEeYHOW OpraHu3aLmu.

8. Bo Bpems wuHBeHTapusaumm 3aBefylolnK anTeyHouW opraHuMsauum cnuican
NeKapCTBEHHbIE MnpenapaTtbl MO MNPUYMHE MOPYN, MPOM3OLLEALLE BO BPEMSI XPaHEHMS.
OueHuTe gencTeme 3aBeayloLLEero anTe4YHom opraHM3aumMm Ha COOTBETCTBUE AENCTBYIOLLEN
HOPMAaTUBHO-MPABOBON AOKYMEHTaALNMN.

OTtBeT: He cooTBeTcTBYET, T.K. no npasunam HAI ([Npukas Ne647H) 3aBenyroLmi
anTeyHoW opraHu3aumm [OOSKEH TMOMECTUTb TOBap B KAPAHTMHHYIO 30HY anTe4yHoW
opraHv3auum 1 Bo3MeLLEHNE NPON3BOANTCS 3a CHET BMHOBHbIX JAL,.

9. MpencraButenu depepanbHon cnyxbbl MO Hag3opy B cdepe 3awuTbl Npas
notpebutenen wn OGnarononyynss 4enoseka (PocnoTpebHan3op) npoBenv MOHUTOPUHT
6e30nacHOCTM NEeKapCTBEHHbIX CPeACTB AN MEOULMHCKOro MPUMEHEHUS Ha TeppuTopun
BopoHexckon obnactu c uenbko BbiSBNEHUs anbCcuduUMpoOBaHHbBIX JTIEKAPCTBEHHbIX
npenapatoB B anTtedHblx opraHu3aumax. OueHuTe  OencTBuMe  npeacraBuTenen
PocnoTtpebHansopa Ha COOTBETCTBME AENCTBYIOLLEN HOPMATMBHO-NPABOBON JOKYMEHTaL MU,

OTBeT: He COOTBETCTBYET, AaHHbIN MOHUTOPUHI ocyLlecTBnsieT PocaapaBHaasop.

10. Mposwusop, ana onucanuma HIIP notpebutena anTteyHoW opraHusauuun, BHEC
COOTBETCTBYHOLLYIO 3aM1Cb B aBTOMaTU3MPOBaHHYO MHPOPMAaLMOHHYI0 cuctemy «KoHTpornb-



®anbcudukaTt», cosgaHHyio PocsgpaBHags3opoM AN B3aMMOAEWCTBUS € yYaCTHUKaMM
hapmaLeBTUYECKOrO pblHKa, KOTOpas cTana €aAvHOW LieHTpann3oBaHHON 6a30M AaHHbIX NO
HIP B Poccun. OueHuTe gencteusa nposusopa.

OTBeT: He COOTBETCTBYET, T.K. NIpoBU30p, Ansa onucannsa HIMP notpebutensa anteyHom
opraHusaummn, [OOSDKEeH BHEeCTW COOTBETCTBYIOLLYHO 3annCb B aBTOMAaTU3MPOBAaHHYHO
MHgopMauunoHHyto cuctemy — AUC PocagpasHaasopa.

MK-3

1. Mo Mepe peanu3aumMm Kaxaoro aTana rocyAapCTBEHHOW perncrpauum
neKkapcTBEHHOro npenaparta MHopMaLmMs O PeLEHMN NO KaxxaoMmy aTany BHocunach B 6asy
[AaHHbIX MO PerMcTpaumm NekapcTBeHHbIX CPeacTB B TedeHne AByx AHel. OueHuTe OaHHyo
AeATenbHOCTb Ha COOTBETCTBME AENCTBYHOLLIEN HOPMATUBHO-NPaBOBOW AOKYMEHTaLUN.

OTtBeT: cooTBeTCTBYET, T.K. Ha ocHoBaHun D3 Ne61-®3 n AgMMHUCTPATMBHOIO
pernameHTa (MNpukas Ne23H) nHopmaumsa o peleHnn No Kaxxgomy atany rocygapCTBeHHON
permctpauum nekapcTBeHHOro npenapata BHOCUTbLCA B 6a3y faHHbIX MO perncrpaumm
NeKapCTBEHHbIX CPEACTB B TEYEHME OBYX OHEN.

2. Mpn rocypapctBeHHOM peructpauum B PO  opdaHHOro nekapcTBeHHOro
npenapaTta gns opmMuMpoBaHUsa pasgenia KIMHUYECKOM OOKYMEHTauun pernctpalyoOHHOro
[OoCbe npeactaBuniM  OTYeTbl O pesynbTaTax  MeXAayHapoOHbIX  MHOIOLIEHTPOBbIX
KITMHUYECKMUX UCCeaoBaHNAX OpdpaHHOro fnekapCTBEHHOro npenapaTta, 4acTb U3 KOTOPbIX
nposegeHa Ha Tepputopun P®. OueHuTe [aHHy0 npouedypy Ha COOTBETCTBUME
OencTByoLen HopMaTUBHO-NPaBOBOW JOKYMEHTaLNN.

OTtBeT: cooTBeTCTBYET, T.K. Ha ocHoBaHun D3 Ne61-O3 n AgMMHUCTPATMBHOIO
pernameHTa (MNpukaz Ne23H) npu rocygapcTtBeHHOM peructpaumm B PP  opdaHHoro
NeKapCTBEHHOro npenapata ansa gopmmupoBaHMs pasgena KMHUYEeCKON OOKYMeHTaumm
PErMCTPaLMoOHHOIO [O0Cbe [OOMNyCcKalTCa OT4eTbl O pe3ynbTaTax MeXayHapoAHbIX
MHOIOLEHTPOBbLIX KITMHUYECKUX WCCReaoBaHUsX OpdaHHOro NekapCTBEHHOro npenaparta,
4YacTb U3 KOTOPbIX NpoBeAeHa Ha Tepputopun PO,

3. Ha BnepBble pernctpypyembin B Poccun nekapCTBeHHbIM npenapart Bblganu
perncTpaumoHHoe yaoctoBepeHue. Cpok ero aenctasna coctasnseT 5 net. OueHutTe gaHHy
npolenypy Ha COoTBETCTBUE AEUCTBYIOLEN HOPMATUBHO-NPABOBOM JOKYMEHTALMUN.

OtBeT: cCoOTBETCTBYEeT, T.K. Ha ocHoBaHun @3 Ne61-d3 cpok [gencreus
perncTpaunoHHOro yaoCcToBepeHuss 5 neTt - Ha BrepBble peructpupyembin B Poccuum
nekapCTBEHHbIV Npenapar.

4, Ha J11 nocne noatBep>XaeHUst ero rocperucTpaummn Bolganu permctpaunoHHoe
yooctoBepeHune. Cpok ero gencteusa coctaBndet 5 net. OueHuTe AaHHyK npoueaypy Ha
COOTBETCTBUE AENCTBYIOLLEN HOPMATUBHO-NPABOBON JOKYMEHTaLUN.

OTBeT: He COOTBETCTBYET, T.K. Ha ocHoBaHuMM D3 Ne61-O3 cpok [encreus
perncTpaumoHHOro yaoCTOBEPEHUSA B JAaHHOM CUTyaunmnm — 6eccpoyHo.

5. B anTteuHyio opraHusdaumio obpaTtunca notpedbutens C peuentoMm Ha
akctemnopanbHbeii JI. Mocne marotoBneHuss notpebutene notpeboBan yaoCTOBEPUTLCS,
4yTO AaHHbIn J1I1 3apernctpuposaH B PP n npegoctaButb eMy peecTtp 3aperMctpupoBaHHbIX
N B8 P®. lNpoBusop-TexHonor oTkaszan noTtpebutento. OueHuTe OencTBue npoBu3opa-
TEXHOJsIora Ha COOTBETCTBME AENCTBYIOLLEN HOPMaTUBHO-MPaBOBOM AOKYMEHTaLNN.



OTBeT: NPoBU30OP NpaB, ero A4eNCTBMA COOTBETCTBYIOT TpeboBaHmaM ®3 Ne61-d3 —
aKkcTemnoparnbHble JII He nognexaT rocy4apCTBEHHOM perncTpaumu.

6. Ha ocHoBaHuWM 3asiBneHWst Ha Bblgavyy 6eCccpoyHOro perucTpaumMoHHOro
YAOCTOBEPEHUS1 NeKapCTBEHHOro npenapata Obllo  OCYWECTBMEHO MOATBEPXAEHME
rocyapCTBEHHOW perMcTpaunmn nekapctBeHHoro npenaparta. OueHUTe AaHHy npoueaypy
Ha COOTBETCTBUE AENCTBYIOLEN HOPMATUBHO-NPABOBOWN JOKYMEHTaLUN.

OtBeT: cooTBeTCTBYyeT, T.K. Ha ocHoBaHun &3 Ne61-d3 cpok [gencreus
perncTpaumoHHOro yaoCToBEPEHUS B JaHHOW CUTyaUmMn — 6eccpoYHo.

7. JlekapcTBeHHble cpeacTBa, Mpowewme rocygapCTBEHHYH perncrpaumio,
Oblnn BHeceHbl B oduumanbHbii UCTOYHUK MHAOPMaUUKM O NekapCTBEHHbLIX Mnpenapatax
peructp JIC Poccun. OueHnTe [aHHYKO npouenypy Ha COOTBETCTBME [OENCTBYIOLLEN
HOPMaTUBHO-NMPaABOBOM AOKYMEHTALNN.

OTBerT: He COOTBETCTBYET, T.K. JIeKapCTBEHHbIE cpeacrtea, npoweawiune
rocygapcCrtBeHHYyO perncrtpaunto, BHOCATCA B O(*)I/ILI,I/IaJ'IbeIﬁ MNCTOYHUK VIHd)OpMaU,I/II/I (0}
JIeKapCTBEHHbIX Mpenapartax — rOCy,EI,apCTBeHHbIﬁ peecTp nekapCTBeHHbIX CPeacTB.

8. Ha nekapcTBeHHbI npenapaT nocrne MnoATBEep)OEHUs ero rocperncrpauum
BblOanu perncTpaumoHHoe yaocToBepeHue Ha GeccpouHblii nepuond. OueHuTe AaHHy
npoueaypy Ha COOTBETCTBUE AENCTBYIOLLEN HOPMATUBHO-NPABOBOW AOKYMEHTALNN.

OtBeT: cooOTBeTCTBYyeT, T.K. Ha ocHoBaHun @3 Ne61-d3 cpok [gencreus
perncTpaumoHHOro yaoCToBEpPEeHUs B AaHHOM CUTyaLumn — 6eccpoyHo.

9. depepanbHas  cnyxba no Hag3opy B cdepe  30paBOOXpaHEHUS
(Poc3gpaBHag3op) NpoBOANT rocyaapCcTBeHHyo permctpauunio bAL «30M0TOTLICAYHUKY, Y.,
200 rp. OueHnTe pfaHHyO Npoueaypy Ha COOTBETCTBME [EWCTBYHOLWEW HOPMaTUBHO-
NpaBOBOW JOKYMEHTaLUN.

OTBeT: He cOOTBETCTBYET, T.K. BALlbl HE NPOXOAAT rOCYAAPCTBEHHYIO PErMCTPaLMIO.

10. Cpok peructpaumm JIIT gna BeTepuMHApPHOrO MNPUMEHEHUS, UCTEKaOLWMA C
14.03.2022 no 31.12.2022, npoaneH Ha 12 mecsueB. OueHUTe AaHHYKO npoueaypy Ha
COOTBETCTBUE AENCTBYIOLLEN HOPMATUBHO-NPABOBOW JOKYMEHTaLUN.

OTBeT: Npouenypa COOTBETCTBYET Ha OCHOBaHUK [NocTaHoBneHus MNpasutenscrea Ne
353.

MK-9

1. PykoBoguTenem ante4yHon opraHmsaumm Obin opraHn3oBaH NPUEMOYHbIA KOHTPOIb
C Uenblo npeaynpexaeHns nocTynneHns B anTe4Hyr opraHmsauuio HegobpokadeCTBEHHbIX
NeKapCTBEHHbIX CPEACTB, UCMNOSb3YEMbIX OS5 U3rOTOBIIEHMS NEKAPCTBEHHbIX NpenapaTos, a
TaKKe HEKAYEeCTBEHHbIX YMNaKOBOYHbIX MaTepuanoB. [1pMeMoYHbI KOHTPOSMb 3aknovarncs B
NpoBepKe MOCTyNnawLWmX JEeKapCTBEHHbIX CPEeACTB Ha COOTBETCTBME TpeboBaHMsM no
nokasatenam: "Onucanune", "YnakoBka", "MapkupoBka". OueHuTe OENCTBUA PYKOBOAUTENS
anTe4yHon opraHusauuu.

OtBeT: He cootBetcTByeT. PeweHne: B cootBetctBum ¢ [llpukazom Ne751H
NPUEeMOYHbIN KOHTPOSb 3aKrnio4aeTcs B NPOBepKe NoCcTynatoLmnX nekapCcTBEHHbIX CPeACTB Ha
cooTBeTcTBME TpeboBaHWaM no nokasatenam: "OnucaHue", "Ynakoska", "Mapkuposka", a
TaKke B NpoBepKe MnpaBuUrbHOCTU OOPMIIEHUS] CONPOBOANTESbHBIX JOKYMEHTOB, BKIOYast
AOKYMEHTbI, NogTBepXaarLne Ka4eCTBO flekapCTBEHHbIX CPeACTB.



2. Y npoBu3opa-TexHorora npu npoBegeHnn npueMoYHOro KOHTPOSA Mo rnokasaTtento
"OnucaHne" BO3HMKIIM COMHEHUS B KayecTBe NeKapCTBEHHbIX cpeactB. OH coobwwmn o6
3TOM 3aBeaylollemMy anTedHon opraHudauun. PykoBoautenem Obifio NPUHATO pelleHne
HanpaBuTb 00pa3ubl B aKKpeauTOBaHHYI MCMbiTaTeNbHYO nabopatopuio Anst NnpoBeaeHus
AONOSTHUTENBHbIX UCnblTaHUA. OueHnTe OeNCTBUS PYKOBOAUTENS.

OtBeT: CootBeTcTByeT. PeweHune: B cootBetcTBUM C [Npukaszom Ne751H B cnyyae
BO3HUKHOBEHNSA COMHEHUM B Ka4yecTBe fleKapCTBEHHbIX cpeAcTB obpasubl HanpasnsawTCs B
aKKkpeOuMTOBaHHYO  UCMbITaTenbHylo  nabopatopuio  (UeHTp)  Ans npoBegeHus
AOMNOSTHUTENbHbLIX UCMbITAHUN.

3. Y npoBu3opa-TexHosora npu npoBegeHUM NPpUeEMOYHOro KOHTPOSIS NO nokasaTesito
"OnucaHune" BO3HUKIM COMHEHUSI B KayecTBe rfeKapcTBeHHbIX cpenctB. OH coobwwmn ob
3TOM 3aBefylLleMy anTeyHou opraHmsauun. PykoBoguTenem Obifio MPUHATO pelueHue
nepefatb OaHHble NeKapCTBEHHble npenapaTbl Ha YHUYTOXEHWEe opraHusauuu, KoTopas
UMeeT JIMUEH3NI0 Ha YHUYTOXEHWEe neKkapCTBeHHbIX cpencts. OueHuTe aOencteus
pyKoBOAUTENS.

OTtBeT: He cootBetcTByeT. PeweHnune: B cootBeTcTBUM C [puka3om Ne751H Takune
nekapcTBeHHble cpeacTBa ¢ obo3HavyeHuem "3abpakoBaHO Mpu MPUEMOYHOM KOHTpore"
XPaHATCA B KapaHTUHHOW 30HE MNOMELWEHUS XpPaHEeHWs U30NMPOBAHHO OT  OpYrux
NeKkapCTBEHHbIX CpeacTB, a obpasubl HanpaBnATCA B aKKkpeOUTOBAHHYIO UCMbITaTENbHYHO
nabopatopuio (LEHTP) ANs npoBeaeHNs AONONHUTENBbHbLIX UCMNbITAHUNA.

4. 3aBeyloLMin anTeYHON OpraHu3auuuM nNpu opraHmsauum NMCbMEHHONO KOHTPOSS
NPUHAN pelleHne — nacnopta MNUCbMEHHOrO KOHTPOMSA AOMKHbI XpaHUTbCA B anteke 1
mecsy. OueHnTe AeNCTBUSA PYKOBOAUTENS.

OtBeT: He cooTtBeTcTBYET. PeweHnune: B cootBeTcTBMM C NMprkaszom Ne751H nacnopTta
NMUCbMEHHOTO KOHTPOSII XPaHATCA B TeYeHWe [OBYX MeCsUEeB CO [OHS M3roTOBMEHUst
NleKapCTBEHHbIX NpenapaTos.

5. lNMpoBu3op npu nNnpoeBeeHnUn ONPOCHOIo KOHTPOSIS Onpocun papmaleBTa, KOTOpbIn
n3rotaBnMBaeT JiekapCTBeHHble npenapaTbl. [1poBu3op HasbiBan nepBoe BxoAsllee B
COCTaB IleKapCTBEHHOro npenaparta IeKkapCTBEHHOe CpeAcTBO, Nocne 4vero dgapmaueBT
yKasblBan BCE UHble UCMNONb3yeMble NeKapCTBEHHbIE CPeACTBa M UX KONMYecTBa, Npu 3TOM
caenan owunbkn. dapmaueBT aprymeHTMpoBan CBOW OWKMOKAM TeM, 4YTO OH He CMor
3aNOMHUTL BCE IeKapCTBEHHble CpeactBa, T.K. WU3rOTOBUM YXe MATb JIeKapCTBEHHbIX
npenapatos. OueHnTe AeCTBMSA NPOBM30Opa C NO3ULMM OpraHn3aumm onpoCHOrO KOHTPOSIS.

OtBeT: CooTtBeTtcTByeT. PeweHune: B cootBeTcTBMM C [Nprkazom Ne751H OnpoCHbLIn
KOHTPOSb OCyLLEeCTBSAeTCA BbIBOPOYHO U NMPOBOAUTCSA NOCHe U3roTOBMEHUS papMaLeBTOM
(NnpoBM3opom) He Bonee NATU NekapcTBEHHbLIX OPM.

6. OueHnte OencTBue npoBM3Opa-aHanNUTUKa MO KONMYECTBEHHOMY ONpeaeneHunto
pacTtBopa marHua cynegata 20 %.

KonnyectBeHHOe onpegeneHve. 5 mMn KOHUEHTpaTta MOMeELLalT B MEPHYH Konby
emkocTbto 100 Mn 1 goBoasaT Bogon A0 MeTku. K 2 M pa3BeleHHOro pacTBopa KOHLeHTpaTa
npubasnawt 25—30 mn Bogbl, 4—5 MmN ammuadHoro 6OydepHoro pactesopa, 0,1 1
WHOMKATOPHOW CMECU KUCMOTHOMO XPOM YEepHOro creuunanbHOro u TUTPYIOT pacTBOPOM
TpunoHa b (0,05 monb/n) 40 CUHEro okpalmnBaHus.

1 mn pactBopa TpunoHa b (0,05 monb/n) cooteetctByeT 0,01232 r marHusa cynbdara
(MgS04 x 7H20).

lMpoBM3Op-aHaNUTUK paccuynTan npegBapuTenbHbI MHTEpBan pacxoda TUTpaHTa
(mnonpaBoyHbI KO3 dmumeHt 0,05 monb/n pactBopa TpunoHa b paseH 0,9805).
[MpenBapuTenbHbIM MHTEPBan pacxoga TutpaHTta 1,62-1,69 mn.



OtBeT: cooTBeTCcTBYET. PeweHune. B cootBetctBUM C [NMpukazom MuHsgpaBa PP ot
26.10.2015 N 751H «O6 yTBEpXOeHUN NMpaBu M3rOTOBMEHUA U OTNYyCKa fEeKapCTBEHHbIX
npenapaTos ans MeANLMHCKOro NpUMeHeHNs anTeyHbIMK opraHMsaumnsamu,
MHOMBMAYanNbHbIMU NpeagnpUHMMaTESNIIMA, UMELWMMN NULEH3NI0 Ha (apmaLeBTUYEeCKYHo
pedarenbHocTb» (Tabnuvua 8 npunoxeHua 3) [ONYCTUMO  OTKNOHeHue +2%, T.e.
KoHueHTpaums 19,6-20,4 %. MNpeaBaputenbHbIi MHTEpBan pacxogda TutpanTa 1,62-1,69 mn

7. OueHnTe Ka4yeCcTBO NeKkapCTBEHHOW POPMbl MO nokasaTento OTKIOHEHUSA MO Macce
HaBECKWN NIeKapCTBEHHOro BeulecTBa TpeboBaHusam npukasa M3 PO ot 26.10.2015 Ne 751H.
PactBop npotaprona 2%-10 mn.

K 1Mmn nekapcteeHHon dpopmbl Nnpubdasunmn 10 kanenb cMecu, COCTOSILLEN U3 paBHbIX
YacTen pacTBopa Xefe30aMMOHMEBbLIX KBACLOB M pa3BeaeHHOW a30THOW KucnoTobl. Nocne
obecupeunBaHua Tutposanm 0,02 H pacTBOPOM aMMOHUS poAdaHuga C MOMpPaBOYHbIM
koadpdpuumeHtom K=0,9805 o xxentoBatopo3oBoro okpawumsaHusi. 1 mn 0,02 H pacTtBopa
aMmmoHus poaaHuga cootsetctByeT 0,0268r npoTtaprona. Pacxog tutpaHTta 0,78 mn.

OTtBeT: cooTBeTcTBYET. PeweHune. lNponucaHHaa macca nekapcTBEHHOro BelecTsa
2/100x10=10,2 .

B cooTtBeTCcTBUM C Tabnvuen 4 npunoxeHus 3 K MNpaBunam, yTBepP>XAEHHbIM NPUKa3oM
MwuH3sgpasa PO ot 26.10.2015 N 7511 gonyctumoe oTKnoHeHne ona aaHHon HaBeckn £10%.
T.e cogepxaHue B nek. gopme 4.6. 0,18-0,22r

CIr=VxKxTxP/a(V) CI'=0.78x0.9805x0.0268x10/1=0.209r

Takum obpa3om nekapcTBeHHas copma yaoBreTBopsieT TpeboBaHMAM npukasa no
OTKINOHEHMSAM MacCbl HABECKW NnpoTaprona.

8. OueHunTe Ka4ecTBO NeKkapcTBeHHOM POPMbl MO NoKa3aTeNio OTKNOHEHME NO Macce
HaBECKWN NeKapCTBEHHOIO BeLlecTBa cornacHo TpeboBaHusm npukasa M3 PO ot 26.10.2015
Ne 751H.

PactBop Hatpus xnopmga 10% - 150 wmn. OnpegeneHne nNpoBOAMMIOCH
pedpakTomeTpudeckn. Temnepatypa 250C. lMokasatenb NpernomMneHns aHanmsanpyemoro
pactBopa n=1,3491, nokasaTenb NpenomMreHns Boabl OYULLLEHHOW NPU TOW Xe Temnepartype
n=1,3325.

OTtBeT: cooTBeTCcTBYeT. PeweHune. lNponncaHHas macca nekapCTBEHHOro BellecTBa
10/100x150= 15,0 .

B cooTtBeTCcTBUM C Tabnmuen 4 npunoxenus 3 k MNpaBunam, yTBEPXXAEHHBIM NPUKA30oM
MwuHsgpasa P® ot 26.10.2015 N 751H, gonyCcTMMOE OTKNOHEHME ANst AaHHOW HaBeckn 3%,
T.€ cofepXXaHue B NIeKkapCTBEHHOW hopMe AOIMKHO ObITb 14,55 - 15,45 1.

N3mepeHne nposogunock npu Temnepatype 250C, wucnonb3yem dakTuyeckmm
nokasaTtenb npenomsieHns pacrtBopuTens. Haxogmm B crnpaBouHbiX Tabnuuax dakTop
npenomMneHna HaTpma xropuaa ona pactsopa nponucaHHon koHueHTpauum F=0,00164.

CI'= (n-n0)xP/Fx100 CIr=(1,3491-1,3325)150/100x0,00164=15,18 r

Taknm obpasom nekapctBeHHas cbopma yaoBreTBopseT TpeboBaHMAM npukasa no
OTKNOHEHNSIM MacCbl HaBEeCKU HaTpua xnopuaa.

9. OueHnTe OencTeusi NPoBM3Opa-aHanNUTUKa No pacyety obbema NpUroToBIEHHON
nekapcTBeHHon hopmbl yaoBneTsopsowmmn TpebosaHmsam npukasza M3 PO o1 26.10.2015 Ne
751H no nokasatento «OTKNOHeHMs NO obwen macce (06bemy)», ecnm nponucaHo 200 mn
MUKCTYpbI. [1ony4eHHbI pe3ynbTar - JOMKHO ObiTb 196Mn1-204 mn.

OTtBeT: cooTBeTcTBYeT. PeweHne. B cootBeTcTBUM C Tabnuuen 3 npunoxeHums 3 K
MpaBunam, yTBepXaeHHbIM npukasoMm MuHsgpasa PO ot 26.10.2015 N 751H, gonyctumoe
OTKITOHEHME ANst AaHHOro oobema +2%. 200+-200/100x2, fomkHO O6biTb 196Mn-204 mn.



10. Bbl pykoBoguTenb anteyHon opraHusaumn. OueHuTe copepXaHue HaTpus
xnopuvaa B U3bsTON NnekapcTBeHHOM hopme.

[MpoBM3OPOM-aHANUTUKOM OBbINN paccymMTaHbl AOMNYCTUMbIE OTKIIOHEHWS ONS HaTpus
xnopuga, Mo rokasaTemno OTKINOHEeHUS MO Macce HaBeCKM neKapCTBEHHOro BellecTBa
yoosnetsopsiiowme TpeboBaHmsm npukaza M3 PO ot 26.10.2015 Ne 751H, pmo
ctepunu3aumMm M U3bATLIX WU3  anTeku [Ons  npoBepku (M3roTaenvBanacb cepus
BHYTpManTe4YHOM 3aroToBkn B Konuyectse 20 ofiakoOHOB MO Nponuchu).

Pacteop cypaumnnnumHa 0,02% - 100,0

Hatpua xnopuga 0,9

N3baTa nekapctBeHHas popma no nponucu (cogepkaHme Hatpua xnopuaa 0,847 r)

OTBeT: cooTBeTCTBYET. PewweHune. [Npy n3rotosrneHum B O4Hy 3arpysky 2 n pacresopa
OepyT maccy HaBeckn 18 I 4na KOTopon B COOTBETCTBUK € TpebosBaHuaMU npukasza M3 PO N
751H (Tabnvua 4 npunoxeHua 3) OONYCTUMO OTKMOHeHue +3%, T.e. Mpu XMMUYECKOM
KOHTpoOne gonyckaeTtcs oTKroHeHne +3% u cogepxaHune HaTpua xnopuaa 4.6 17,46-18,54 r.

N3baTta nekapctBeHHas popma no nponucu. cogepxaHue Hatpus xnopuga 0,9 r u
AONyCTUMOEe OTKMOHeHne +6% (Tabnuua 4 npunoxeHua 3), HaTpus xnopuga 4.6 0.846-
0.954r.

Takum obpasom AosmkHO 6bITb 17,46-18,54 1., 0,846-0,954 .

19.3.3 TecTOBbIe 3apgaHusA

MK-1 (OTOBHOCTL K npoLeaypam BBO3a JIeKapCTBEHHbIX NpenapaTos B
Poccuinckon ®egepaumn 1 BbiBO3a JEKAPCTBEHHbLIX CPeAcTB U3
Poccuinckon ®egepaunn

1. Bblbepute HenpaBuibHbIA OTBET. BBO3 nekapCTBeHHbIX cpeacTB B Poccunckyto
degepaumio ocyLecTBNAeTCa B nopsake, ycTtaHoBneHHoMm [lpaButenbctBoM Poccunckon
depnepaumm, B COOTBETCTBUMN C:

° TaMOXXEeHHbIM 3aKOHO4ATENLCTBOM TaMOXEHHOro coto3a B pamkax EBpA33C
° 3akoHogatenscTtBoM Poccuiickon Pegepaunm o TamoXXeHHOM aene
o MeXayHapoAHbIMM HOPMAaTUBHO-MPABOBbLIMM akTaMyn B 0611aCTU TaMOXEHHOIO

aena

2. Hangnte owmnbky. [onyckaetca BBo3 B Poccunckyto degepaumio KOHKPETHOM
napTMm 3aperncTpupoBaHHbIX U (MNKN) He3aperncTpupoBaHHbLIX feKapCTBEHHbIX CPencTB,
npegHasHa4YeHHbIX Ans:

BbibepuTte 0anH OTBET:

A. AN OKasaHUs MeAULMHCKON NMOMOLLM MO XM3HEHHbIM NOKa3aHUSIM KOHKPETHOIO
nauuneHTa

b. NpoBeAeHNs KITMHNYECKNX NCCNefoBaHW NekapCTBEHHbIX NpenapaTos

B. npoBeAeHNs 3KCNepTU3bl JEeKapCTBEHHbIX CPeacTB AN  OCYLLEeCTBEeHUS
rocyAapCTBEHHOW perucTpaumm nekapCTBeHHbIX NpenapaTos

r. AN IMYHOrO UCMNOMb30BaHNS

3. YHU4TOXEHNE MNu BbiBO3 N3 Poccunckon denepaumm ansCumunpoBaHHbIX

NeKapCTBEHHbIX CPeAcTB, HeAOOPOKAaYECTBEHHbIX NIEKAPCTBEHHbLIX CPEACTB, KOHTPadaKTHbIX
NeKapCTBEHHbIX CPEACTB OCYLLECTBIISIETCS 3a CYET:
BbibepuTte oanH oTBET:

A. aepxatens permcTpaynuoHHOro yaoctoBepeHuns

b. nvua, ocyLLeCTBMBLLErO UX BBO3

B. YNOSTHOMOYEHHOro (pefepanbHOro opraHa UCNOSTHUTENBLHOW BNacTu

4. Hanagnte owmnbky. JlekapcTBeHHble cpeacTtsa B Poccuickyto ®egepauunio MoryTt
BBO3UTb:

BbibepuTte oanH oTBET:

. NpoOuM3BOANTENN  NIEKApCTBEHHbIX CPeacTB  Ans  uenem  COBCTBEHHOro

npon3BoACTBa JNIEKAPCTBEHHbIX CPEACTB



. MeONUUHCKME opraHuMsaumm aOns  okasaHuss MeAMUMHCKOW  MOMOoLWM Mo
XW3HEHHbIM MOKa3aHNSAM KOHKPETHOro nauueHTa

. opraHusauun oNnTOBOW TOProBIivM NeKapCTBEHHbIMY cpeacTBamMu

. WHOCTPaHHble pa3paboTyMKkm NEeKapCTBEHHbIX CPeaCTB W UHOCTPaHHble
NPOU3BOAUTENN NEKAPCTBEHHbIX CPeACTB UMW ApYyrue opuauyeckme nuua no nopyveHuto
pa3paboTumka NeKapCTBEHHOro CpeacTBa Ans NPOBEAEHUSA KIMHUYECKUX WCCreaoBaHUn
neKapCTBEHHOro npenapara, OCYyLLEeCTBNEeHUs rocygapCTBeHHON perncrpauum
neKapCTBEHHOro npenapara

. opraHvMsauun po3HMYHOW TOProBn NeKapCTBEHHLIMU CpeacTBamMm

. Hay4HO-UccregoBaTenbCkue opraHusauuun, obpasoBaTesibHble OpraHu3auum
BbiCclero obpas3oBaHusi, MPOU3BOAUTENUN JIEKAPCTBEHHbIX CPEeACTB ANns  paspaboTku,
nuccrnegoBaHun, KoHTponst 6es3onacHoOCTW, KadecTBa, 9(PEKTUBHOCTU JleKapCTBEHHbIX
cpencts

5. Ceptudumkar npousBoAUTENS JEKApCTBEHHOro CpeacTBa U paspelleHue
YNOSTHOMOYEHHOrO dhefiepanbHOro opraHa WCNOSTHUTENBLHON BiacTu NPeacTaBnsoTca B
TaMoxeHHble opraHbl Poccuinckon ®egepaumm npu:

BbibepuTe 0anH OTBET:

A. BbIObITUW NIEKapCTBEHHbIX cpeacTB U3 Poccuickon ®epepaummn

b. NpuBLITUM NEKaApCTBEHHbIX CcpeacTB B Poccuinckyto ®enepaunio

6. Beo3 B Poccunckyio dPegepaumio nekapCTBEHHbIX npenapaTtoB ANd JIMYHOMO
NCMONb30BaHNA, COAepXalmMx CuibHOAENCTByOWME U (MNK) S00BUTbIE  BeLLEecTBa,
OCYLLECTBNSAETCS MPU HanNuUuuu crneayrowmnx OOKYMEHTOB (3aBEPEHHbIX KOMUN AOKYMEHTOB
U 3aBEPEHHbIX BbIMUCOK U3 HUX):

BbibepuTe 0anH OTBET:

o noagTeepXganwmx npuobpeTeHne AaHHbIX NeKapCTBEHHbIX MpenapaToB B
3apybexHbIX anTeYHbIX OpraHn3aunsx

o noaTeepXaaroLLmx Ha3Ha4vyeHue dunsnyeckomy niuy yKa3aHHbIX
NeKkapCTBEHHbIX NpenapaTos

7. 3anpewaeTtca BBO3 B Poccuiickyto ®degepauunto  He3aperMcTpupoBaHHbIX
neKkapCTBEHHbIX NpenapaTtos, NpeaHasHaYeHHbIX ANns:

BbibepuTte 0anH OTBET:

. NCNONb30BaHMA Ha TEPPUTOPUN MEXOYHAPOAHOro MEOULIMHCKOrO Knactepa

. NeYeHNst NACCaAXKUPOB M YNIEHOB IKUMAXKEWN TPAHCMNOPTHBLIX CPEACTB, NOE3OHbIX
Opurag v Bogntenen TpaHCNOPTHbLIX CPeAcTB, NpuodbIBLINX B Poccuinckyto ®enepaumnto

. NCNoNb30BaHUs paboTHUKaMM ANNIIOMaTUYECKOro kopnyca nnm

npeacrtaBuTendaMm  MeXayHapoOHbIX OpraHusauun, akkpeguToBaHHbIX B Poccuickon
depepauymm

o ryMaHUTapHOM noMOLWM (COAENCTBUSA) UMM MNOMOLWM NpU  Ype3BblYaMHbBIX
cuUTyaumnax
o neyeHus Yy4aCTHUKOB MeXOyHapOaHbIX KYNbTYPHBbIX, CMOPTUBHbIX

MEPONPUATUA N YHACTHUKOB MEXAYHAPOOHbIX SKCNeaAnLIniA.
8. MexayHapoaHble npaBuna MO TOMKOBaHWIO TOProBblX TEPMWHOB B obnacTtu
BHELLHEN TOProBnu:

A. GMP
b. DDP
B. NHKoTEpMC

r. Yctas BTO
9.TamoxeHHoe perynupoBaHue B PO ocyLlecTBngeTcs B COOTBETCTBUU C:

A. ®3-164

B. HK P®

B. TKTC

I. BK Po

10. [na ncuyncneHns TaMoXXeHHbIX NOLUSINH, NPUMEHSIIOTCS CTaBKW:
A. Hanoroebim kogekcom PO

Bb. ®3-311



B. EonHbiM TamoxeHHbIM Tapudoom TC

I. BropxeTHbIM Kogekcom PP

. LleHTpo6aHkom P®

11. Bbibepute HenpaBumnbHbIn OTBET. [lpy BBO3e IEKApPCTBEHHbIX CPeACTB B
Poccunckyto ®depepaumio B TaMOXeHHble opraHbl Poccuinckon ®Pepepaumm Hapsgy cC
AOKyMeHTaMu, NpeacTaBrieHne KOTopbIX NpegyCMOTPEHO TaMOXEHHbIM 3aKOHOOAaTeNbCTBOM
TamoxeHHoro coto3a 1 (Mnn) 3akoHogaTenbcTBoM Poccurickon degepaumm 0 TaMOXEHHOM
aerne, npeactaBndalTCsa cnegyowmne AOKYMEHTbI:

o NULEH3US Ha NpaBo NPOMN3BOACTBA JIEKAPCTBEHHbIX MPenapaTos;

o cepTudukaT npomsBoAUTENS JIEKapCTBEHHOro CpeacTBa, YO4OCTOBEPSAOLNN
COOTBETCTBME BBO3MMOIO JIEKAPCTBEHHOIO cpeacTBa TpeboBaHMsM hapMakonernHon ctaTby
nnbo B cnyyae ee OTCYTCTBUSA HOPMATMBHOM AOKYMEHTaLUN U HOPMaTUBHOIO AOKYMEHTa;

o paspelleHme YnosIHOMOYEHHOro doedepanbHOro opraHa MCMNOSIHUTENbHOM
B1ACTN Ha BBO3 KOHKPETHOW NapTUK NeKapCTBEHHOrO CpeaCcTBa B onpeaeneHHbIX criydasax

12. MNpoBegeHue B Poccunckon Pepepauumn eanHON rocyaapCTBEHHOW MOMUTUKA B
obnactn obecnevyeHusi NeKapCTBEHHbIMW MpenapataMmn rpaxgaH Ha Tepputopun PO
OTHOCUTCS K MOSTHOMOYUNAM

° deaepanbHbIX OpraHOB UCMONHUTENbHOW BNacTu

° OpraHoB UCMNOSTHUTENBHOM Bnactn cydobekToB Poccunckon ®epepaunm
. anTeyHbIX opraHmn3aunn

° opraHmnsauuun-npoussogutenen Jil

13. 3a HapyweHue 3akoHogaTenbCTBa 00 oOpalleHUn neKapCTBEHHbIX CPeacTs
npegycmoTpeHa OTBETCTBEHHOCTb

. agMUHUCTpaTMBHas
. yrornoBHas

. mMaTepuarbHas

. rpakgaHckas

14. JlekapCTBEeHHble npenapatbl B OpPMe CbIBOPOTOK AOSMKHbI MNOCTynaTb B
obpauieHue c

o yKasaHUeM XMBOTHOIO, U3 KPOBU, NJiadMbl KPOBU, OPraHOB U TKaHEN KOTOpPOro
OHW NOSyYeHb!

o HaHeCeHneM 3Haka pagnaunoHHOM ONacHOCTU

o HaHeceHMeM Hagnucn «AHTuTena k BUY-1, BUY-2, k Bupycy renatuta C u
NOBEPXHOCTHbIV aHTUreH BUpyca renatuta B oTcyTcTBYOT»

o HaHeceHnem Hagnucu «lpoayKums npoLna paaMaunoHHbIN KOHTPOSbY

15. N3rotoBuTenb 065s3aH obecnevmBaTb 6€30MacHOCTbL TOBapa B TEYEHUNE

o YCTaHOBMNEHHOIro CpoKa crnybbl nnn cpoka rogHoCTn ToBapa unun B TedeHue 10
neT nocne nepegayv noTpebuTento, ecrnm Cpok Cnyxobl He YCTaHOBMEH

o nepvoaa NpoAoIKUTENBHOCTLIO He MeHee 10 neT co AHA U3roToBNEeHUs

o CpOKa, YCTaHOBMEHHOIO J0rOBOPOM

o CpoOKa rogHocTM ToBapa

16. Ha ToBap, npegHasHayeHHbIN ONs  ONUMTENbHOMO  UCMONb30BaHMS,
N3roTOBUTENb BNpaBe ycTaHaBnmBaTb CPOK

o cnyx6sbl

o NPUHATNA NPETEH3NN

o rogHOCTU

o NOMEe3HOro UCNonb30BaHUA

17. CornacHo 3akoHogaTtenbcTBy P® k obpalleHno nekapcTBEHHbIX CPEACTB He
OTHOCUTCSH

o pacnpocTtpaHeHue JIC

. pa3paboTka, [OOKNMUHUYECKMEe WCcneaoBaHus, KIMHUYECKMe WCCrneaoBaHus,
3KcnepTn3a, rocygapCTBEHHAs perncTpaums, CtTaHaapTM3aums U KOHTPOsb KadyecTBa

o NPOM3BOACTBO, M3rOTOBMNEHNE, XpaHEHNE

o nepeBo3ka, BBO3 Ha Tepputoputo PO, BbIBO3 ¢ Tepputopun PO, peknama



18. BBosumble B Poccuiickyto depepauuio nekapcTBEHHble CPEeACTBa AOSMKHbI
coaepxartbCsi:

° B rocyapCrtBeHHOM peecTpe JieKapCTBEHHbIX CPEeNCTB
° B rocygapCrtBeHHOM pernctpe rekapCTtBeHHbIX CpencTB
o B MKB-10

° B CripaBO4HUKE Bupanb

19. BepHo nu yTBepxaeHue, 4To gonyckaetcs BBo3 B Poccunckyo denepaumio
KOHKPETHON MapTuMM HEe3aperuMcTpMpOBaHHbIX NEKAPCTBEHHbLIX CPeACTB, NpeaHasHaYeHHbIX
ANA NpoBeAEeHUsT KITMHUYECKUX MCCNEeAoBaHMM NEKapCTBEHHbIX MpenapaTtoB, NpoBeaeHUs
9KCNepTU3bl NEKAPCTBEHHbLIX CPEACTB AN OCYLLECTBIIEHMS rOCYy4apCTBEHHOW permcrpaumm
NEKapCTBEHHbIX NpenapaToB MMM ANs OKa3aHUA MeAMUMHCKON MNOMOLM MO KU3HEHHbBIM
NMoKasaHMAM  KOHKPETHOro  MauMeHTa Ha  OCHOBaHMM  paspelleHusi,  Bbl4aHHOro
YyNOSIHOMOYEHHbIM (beepanbHbiM OPraHOM UCMOSTHUTENBbHON BNACTU NO 3asiBNIEHUAM

o BEPHO

o He BEpHO

20. YkaxuTe CpPOK, B TeYeHMe KOTOpPOro OCYyLUECTBSAETCA pacCMOTpeHmne
3aABNEHNA U MPUHATUE pelleHust O Bbldaye paspelleHnst Ha BBO3 KOHKPETHOW MNapTuu
3apermcTpmMpoBaHHbiX M (MNK)  HE3aperMcTpupoBaHHbIX  JIEKApPCTBEHHbLIX  CPEACTB,
npegHasHavyeHHbIX AN  NPOBEeAEeHUs]  KIMMHUYECKMX  MUCCNefOBaHUN  NeKapCTBEHHbIX
npenapaTtoB, MNPOBEAEHUSI IKCMEPTM3bl JeKapCTBEHHbLIX CPEACTB [AS19  OCYLLEeCTBIEeHUs
rocyaapCTBEHHOW  perucTpauum nekapCcTBEHHbIX MpenapaTtoB WM Ang  oKasaHus
MEeAMLMHCKOW MOMOLLM MO XXM3HEHHbIM NOKa3aHUAM KOHKPETHOro naumeHTa

. He npeBbllaWmn NATN pabounx gHen
. He npeBbllalLWwmn gecatn paboumx gHemn
. He npeBbIlaoLWnn ABYX paboymx gHen
. He npeBbllaWwmn cemm paboumx gHemn

21. Bblbepute HOpMaATUBHbLIA  [OOKYMEHT, B COOTBETCTBMM C  KOTOPbIM
ocyLlecTBnsgeTcs nopsagok npu BBo3e B Poccunckyto Pepepaumto KOHKPETHOM nNapTum
He3aperMCTpUpoOBaHHbLIX  JIEKAPCTBEHHbIX MpenapaTtoB, CcoAepXalwimx HapKoTudeckne
cpeactBa  MNM NCUMXOTPOMHbIE BeLlecTBa ANs OKa3aHuMs MeOUUMHCKOWM MnoMouwM no
XW3HEHHbIM MOKa3aHWAM KOHKPETHOro nauueHTa unu rpynnbl NauMeHToB B crnyyae, ecnuv
UMeeTcs pelLueHne BpayvyebHOM KOMUCCUM MEAMLMHCKOW OpraHm3aunmn o HeaddeKTUBHOCTH
UM HEBO3MOXXHOCTU MPUMEHEHUSI Y KOHKPETHOrO nauMeHTa WHbIX 3aperMcTpupoBaHHbIX
NleKapCTBEHHbIX NpenapaToB, B TOM YMCNe coaepXxallmx apyrme encTByroLMe BELLECTBA, U
O HeobxogMMOCTM BBO3a OMNpenerieHHOro He3aperncTpMpoBaHHOIO  FleKapCTBEHHOMO
npenapaTta C ykasaHMEM €ro MexayHapoaHOro HenaTeHTOBaHHOro (MM XMMUYECKOro, Unu
rpynnmMpoBOYHOr0) HaMMeHoBaHWSA, PopMbI BbiyCka M KOn4ecTBa

. depnepanbHbIn 3akoH oT 12.04.2010 Ne61-d3

o MoctaHosneHue lNpaButensctea P® ot 5 mapta 2020 r. N 230
o TKTC
o MoctaHosneHue lMNpasutensctea PO ot 5 anpens 2022 r. N 593

22. BbibepuTe HOpMaTUBHBLIM AOKYMEHT, HA OCHOBAHWW KOTOPOrO YCTaHOBIEHbI
ocobeHHOCTN gonycka K BBO3y Ha Tepputoputo Poccuinckon depepaunn m obpalieHue B
Poccuinckon  ®depepaummn  3aperncTpupoBaHHbIX — JIEKAPCTBEHHbIX  NpenapaToB  Ans
MEOMLUMHCKOrO MpPUMEHEHMS B yNakoBKax, MpeAHasHayeHHbIX Ana  obpalieHns B
WMHOCTPaHHbIX rocyAapcTBax, B cnyyae gedeKTypbl NekapCTBEHHbIX NpenapaTos

. depnepanbHbIn 3akoH OT 12.04.2010 Ne61-93

o MoctaHosneHue MpaButensctea PO ot 5 mapta 2020 r. N 230
. TKTC
o [MocTaHoBneHwue NpaButensctea P® ot 5 anpensa 2022 r. N 593

23. Bbibepute HenpaBunbHbI OTBET. 3anpewaeTca BBO3 B Poccumnckyro
depepaumio:

o dranbCcnuUUMpPOBaHHbIX NeKapCTBEHHbIX CPeaCcTB

J HeJOoOpOKaYEeCTBEHHbIX NIEKAPCTBEHHbIX CPEACTB



o KOHTpaCbaKTHbIX JieKapCTBeHHbIX CpeaCTB
° MeANLNHCKNX U3aennn

24.  BepHO nn yTBEpXOEHMEe, YTO BbIBO3 NlEKapCTBEHHbIX cpeacTB n3 Poccumnckon
depepaunn ocyliectnsieTcss 6€3 NpMMeHeHNs orpaHNYEeHNin, YCTaHOBNEHHbIX TaMOXXEHHbIM
3aKoHoOaTeNbLCTBOM TaMOXeHHOro cot3a W (Mnn) 3akoHogaTtenscTtBoMm Poccuiickon
depnepaumm o rocygapCTBEHHOM perynnmpoBaHUM BHELLHETOProBOM AeATENTbHOCTU

o BepHo

° He BepHO

25. Bblbepute HOpMaATUBHLIA  [OOKYMEHT, B COOTBETCTBMM C  KOTOPbIM
OCYyLLEeCTBNAeTCs NopsaoK BBO3a Ha Tepputoputo Poccuickon degepauum MeguumMHCKUX
n3genun B Lenax rocygapCTBEHHON permcrpauum

. depnepanbHbin 3akoH 0T 12.04.2010 Ne61-d3

° Mpukad MwuHucTepcTBa 3apaBooxpaHeHus Poccuinickon degepaunmn  oOT
30.06.2020 Ne 661H

. TKTC

o lMocTtaHoBneHue Mpasutensctea PO ot 5 anpensa 2022 r. N 593

26. Bblbepute HenpaBusibHbIM OTBET. JlekapCTBeHHble npenapaTtbl MOryT ObiTb
BBe3eHbl B Poccuiickyto denepauuio 6e3 yyeta TpeboBaHWA, ecnv OHU npeaHasHayeHbl
ans:

) FIMYHOrO UCMONb30BaHUS PU3NYECKUMU NMLaMn, NpmubbiBUMMK B Poccunimnckyro
depepaumto
) NCMNoSb30BaHUS paboTHMKaMun AUNIomMaTU4eckoro kopnyca nnn

npeacTtaBuUTENsMM  MeXOyHapoAHbIX OpraHu3auuin, akkpeauToBaHHbIX B Poccuinckon
depepauum

. Jle4eHNA KOHKPETHbIX XXMBOTHbLIX B 300MapKax
. MCNOJIb30BaHNA Ha TeppuTopnmn MmexgyHapogHoro megmumnHCKOro Kracrtepa
L] FyMaHMTapHOVI nomMmowin wmnn  nomMmowin npu Hpe3BbIHaVIHbIX cuTyaumnax

(He3aperncTpmpoBaHHbIE NeKapCTBEHHbIE NpenapaThbl)

27. Kakne Buabl obpaweHna JIC cBs3aHbl HenocpeacTBeHHO ¢ BBO3oM JIC Ha
Tepputoputo Poccuickon degepaumm:

o paspaboTka JIC

o XpaHeHue J1C
. npounssoacTeo J1C
. nsrotosneHue J1l

28. BbibepuTe HenpaBurbHbIM OTBET. TpeboBaHus, NpeabsBrsemMble UMNOPTHLIM
JM ansa cbbiTa Ha TeppuTopun Poccuinckon depepaumm:

o perncTpaums ynoriHOMOYEHHbIM bedeparnbHbIM  OPraHoM WUCMOSTHUTESbHOW
BnacTu

o He OOMKHbI ObITb dhanbcnLMPoOBaHHbIMU

o ObITb B nepeyvHe XXHBJII

. He OOMMKHbI ObITb He4OOPOKaYEeCTBEHHBIMMN

o He JOIMKHbI OblTb KOHTPAMaKTHLIMM

29. Bbibepute HenpaBunbHbii oTBET. Kakme JIC 3apybexHOoro npovsBoacTBa He
noanexart pernctpauum B Poccuinckon depgepaunu:

o He3apernctpmpoBaHHble JIC, npuobpeTeHHble usmyeckumm nuuamm 3a
pybexom, n egHasHaYeHHble A58 JIMYHOMO NCNOSb30BaHUSA

° He Bxoaswme B nepeyveHb XKHBJIT

o He3aperuMcTpupoBaHHble, BBO3WMble AN  MeOUUMHCKOM  NoMoWM  no
XXM3HEHHbIM MOKa3aHUSAM KOHKPETHOMY NauMeHTy Ha oCHOBaHUK paspelueHna M3 PO

o dapmaueBTUYeECKME CybCcTaHL MK

30. Bbibepute HenpaBunbHbii OTBET. OCHOBHbIE MPUHLUMMNbLI  OpraHu3auum
nekapctBeHHoro obecneveHms B Poccuiickon depepaunn:
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o JIN  gna  MeauuWHCKOro  NPUMEHEeHUst  AOMMKHbl  OblTb  4OCTYMHbLIMMU,
Ka4yeCTBEHHbIMU, 3P EKTUBHBIMA

. JIMN pormkHbl 6bITb 6Ge30NacHbIMU

. JIMN gomkHbl BbITb 4OCTYNHBIMY U AELLEBbIMA

) rapaHTMpPOBaHHOE NeKkapcTBeHHoe obecrneyeHne 3a cyeT cpenctB bromxeTa u
00653aTenbHOro MeANLMHCKOro CTpaxoBaHUs

. OTBETCTBEHHOCTb opraHoB rocyaapCTBEHHOM BflacTu, MECTHOro

camoynpaBneHns, AOMKHOCTHbIX N1l 3a obecneyeHne npaB rpaxgaH Ha rapaHTMpoBaHHOE
rnekapcTBeHHoe obecneyeHune

31. PeiHOK JI[1 3apybexHoro npousBogctBa B Poccuinckon Pepepauum
XapakTepuayeTcs:

o HanbonbWwmM O0ObEMOM MOCTAaBOK B CTOMMOCTHOM BbIPaXXEeHUU peLenTypHbIX
J1M, Hanbonbwmnm 06 beMOM NOCTABOK B HATyparibHbIX Nokasatenax 6espeuentypHbix J1T1
o Hanbonbwum  obbemom NOCTaBok B CTOMMOCTHOM BblpaXXeHUK

6e3peuentypHbix JIM, Hambonbwym 0O0BLEMOM MNOCTABOK B HaTyparibHbIX MOKasaTenax
peuenTypHbIx J1I1

° 006beMbl NOCTaBOK peuenTypHbIX U 6e3peuenTypHbIx J1IM npumMepHO paBHbI

32. YKaxute o4HO3HAaYHbIE€ NOHATUS:

. MMMNOPT — BBO3, 3KCMNOPT - BbIBO3

. MMMNOPT — BbIBO3, 3KCMNOPT - BBO3

33. OTnuymne TaMoXXeHHOro co3a OT 30HblI CBOOOAHON TOProBIN:

° HEeT OTNNYUNn

° KaXXObl yY4aCTHUK MPUMEHAET OANHAKOBbIE TaMOXEHHbIEe MOLUMUHbLI U Apyrue
Mepbl perynimpoBaHusi BHELLHEW TOProBsiv ToBapaMmu ¢ TPETbUMWU CTPaHaMU

° perynvmpoBaHMe BHELLHEW TOProBnM ToBapamMu C TPeTbUMW CTpaHamu
OCYLLECTBNAETCA KaXKabIM rocyapCTBOM CaMOCTOATENbHO

° yvyacTHuUkM TC KOOPAWHUPYIOT TONbKO Mepbl pPerynmpoBaHns TOProenuM c
TpeTbMMK cTpaHamu 6e3 yCTaHOBNEHUSA O4MHAKOBbLIX TAMOXEHHbIX MOLLSINH

° TaMOXeHHble nownuHbl TC Bcerga HWKe TaMOXEHHbIX MOLWANH  30HbI

cBoboHOM TOproBnn
34. Bbibepute HenpaBunbHbIn oOTBET. K OrpaHUYeHUSM BHELUHEN TOProBfiuv
OTHOCATCS:

o BpeMeHHble (He 6onee 6 MecsaueB) OrpaHWYEeHUs UM 3anpeTbl 3KcrnopTa
TOBapOB

. OrpaHMYEHMS UMMNOPTA CENMbCKOXO3ANCTBEHHbIX TOBApOB

o orpaHnyeHus nvnopta J1C

. Mepbl BantOTHOIO perynmpoBaHus

. Mepbl, BBOAMMbIE NCXOOSA N3 HAUNOHaNbHbIX MHTEPECOB

35. Bbibepute HenpaBunbHbin  oTBeT. K  meTogam  rocyaapCTBEHHOrO
perynmpoBaHnsa BHELLHETOPrOBON AeATENbHOCTU OTHOCATCA:

o TaMOXeHHO - TapugHoe perynuposaHve

o HeTapudgHoe perynuposaHune

o KBOTMpOBaHWe

o NMLEH3NPOBaHNe

o rocyaapCTBEHHOE perynupoBaHme LieHoobpasoBaHns

36. Bbibepute HenpaBunbHbIA OTBET. Kakve mnaTtexu cuYnTarTCsA TaMOXEHHbIMU
nnaTexamu:

. BBO3Hbl€ TAMOXXEHHbIE MOLUMNHbI
. BbIBO3HbIE TAMOXEHHbLIE MOLUSNHbI

. HOC

° NOAOXOAHbLIN Harnor nMnopTepa - punsnyeckoro nuua
o TaMoXeHHble cbopbl

37. Kakown knaccudpumkatop mcnonedyetca gns cuctematusaumm tosapos (J1C) B
pamkax TC:



TH B3O TC
TH B3 Poccun
MocypapctBeHHbI peecTp JIC
oKan
OoKrna
38. Bbibepute HenpaBunbHbI oTBEeT. OCBOOOXAAOTCA OT ynnaTbl TaMOXEHHbIX
NOLUSIUNH:

o ToBapbl, B ToM yucrie JIC, BBO3NUMble B KayeCTBe rymaHUTapHOM MOMOLLM U
(nnu) B Luenax nukengaumMm NnocneacTenm asapum n kKatactTpodd, CTUXMNHBLIX 6eacTBUI
o ToBapbl, B ToM uyucne JIC, BBO3MMble B KayecTBe ©6e3BO3Me3qHOM MOMOLLM

(copencTteus), a Takke B 6naroTBopuTemnbHbIX LUendax MO  JfMHUKM  FOCydapcTB,
MeXayHapoOHbIX OpraHu3aumin, NpaBUTENbLCTB, B TOM YUCHE B LensxX okasaHUs TEXHUYECKON
nomoLum (cogencTauns)

o ToBapbl, B ToM 4ucne JIC, BBO3MMble AN OPULMANBHOIO WU JIMYHOIO
Nnosib30BaHUs NPeacTaBUTENSAMU TPETbUX CTPaH, (OU3NYECKUMU NMLLaMX, UMEIOLLMMU NPaBo
Ha OeCnOLWNHHBIA BBO3 TakMX MPeaMEeTOB Ha OCHOBaHMWM MeXOYyHapOoAHbIX [OroBOpOB
rocygapcrs Unu UX 3akoHogaTenbCcTBa

o ToBapbl, B ToOM yucrie J1IC, BBO3MMblE (PU3NYECKMMU NiMLLAMU, 3a UCKITIOYEHUEM
3anpeleHHbIX K BBO3Yy, He npefHasHadyeHHble aONns NPOU3BOACTBEHHOM UMW  UHOMU
npegnpMHUMaTenbCKON OEATENbHOCTU, B COOTBETCTBMM C NPaBOBbIMM akTamu B obractu
TaMOXXEHHOro perynmpoBaHus

o oTAenbHble HanmeHoBaHus J1C

39. Bbibepute HenpaBunbHbiM OTBET. K nepeyHio TOBapoB, BBO3 KOTOPbIX He
obnaraetca HOC, oTHocATCS:

. TOBapbl, BBO3MMble B KayecTBe 6e3B03mMe3gHOM nomowm Poccuinckon
depepauum

o JIC cornacHo nepeyvHto

o Ba)HeNLas M XMU3HEHHO HeobxoaumMasa MeauUMHCKasi TEeXHWMKa CormnacHo
nepeYHto

o NPOTe3HO-OpTONEeANYECKNE U3OENUS, Cbipbe M MaTepuarbl U3 HUX COrfacHo
nepeYHto

o mMaTtepuansl gna narotosnieHna UM cornacHo nepeyHio

40. Bblbepute HenpaBunbHbI oTBET. K kKakum ToBapam npumeHsieTcs ctaska HAC
B pa3smepe 10%:

o nekapCTBEHHbIe NpenapaTbl
o cybcTaHuMM nekapCTBEHHbIX CPeaCcTB

° BAL

o MeOULMHCKME n3genus

41. BblbepuTe HenpaBunbHbIM OTBET. B pamkax TaMOXXeHHOro coto3a yTBepPKOeHb!:
o NONOXEHUSA O MPUMEHEHUN OrPaHNYEHNI

o nonoXxeHnsa o cBob6ogHON TOProere ¢ TPeTbMMU CTpaHaMM

o EOuHbIN  nepeyeHb TOBapoB, K KOTOPbIM MPUMEHSOTCA 3anpeTbl  Unu

OrpaHU4YeHns Ha BBO3 MW BbIBO3 rocyjapcrBamu — yyactHukamum EBpA33C B TOprosne ¢
TPETbUMU CTPaHaMM

o cornalleHme O npaBunax nUUEH3NPOBaHUA B cepe BHELLUHEN TOProBmu
TOBapamu

42. BblbepuTe HenpaBunbHbIA OTBET. YKa3aTb 3f1IEMEHTbI TAMOXEHHOIO Aena:

o TaMOXXEHHbIA KOHTPOIb

J TaMOXeHHble onepauyuu

J TaMOXeHHble aerna

J TaMOXeHHbIe npouenypbl

o TaMOXeHHbI Tapud

43. Bblbepute HenpaBurbHbIM OTBET. YKa3aTb BMAbl TAMOXEHHbIX Npouenyp:

ueHoobpasoBaHue



aKcnopT
TaMOXEHHbI cknag

peuMnopT

YHUYTOXEHME

44. BblbepuTte HenpaBunbHbIN OTBET. YKasaTb Cy6bEKTbl TAMOXEHHOIO npaga:
. npaBoOXpaHUTENbHbIE OpraHbl

. perMoHanbHble TaMOXEHHbIE yNpaBneHus

. TaMOXHM

. TaMO)XEHHbI€ MOCTbI

45, Bblibepute HenpaBunbHbIM  OTBET. YKaszaTb nuua, OcyllecTBrsowme
AesaTenbHOCTb B chepe TaMOXXeHHOro npaea:

o TaMOXXeHHble NpeacTaBuTeNnmn
TaMOXXEHHbI€ NepPEeBO34MKN
Bnagenbubl CBX
BrliagernbLbl TAMOXEHHbIX CKIlagoB
aBTOTPAHCMNOPTHbIE NpeanpUATUS

46. Bblbepute HenpasunbHbii OTBEeT. Mepbl ANna HegonywleHuss BBO3a Ha
Tepputoputo Poccurckon degepaumm HegobpokayecTBeHHbIX J1C:

. cobnogenue MNpasun xpaHeHnus J1C, ytBepxaeHHbIx M3 PO

o npoBeaeHne npoueaypbl AeknapmpoBaHus cooTBeTcTBus JIC HopmaTUBHOM
AOKyMeHTaumm

o nMuUeH3npoBaHme dapmaLeBTUYECKON AEeATENbHOCTH CKNagos.,
ncnonb3yemMblX B TaMOXeHHOM aene ans xpaHexus J1C

o 3anpet Ha BB03 JIC onpegeneHHbix nponssogntenen JiIC

. YHUYTOXEHME HeaobpokadecTBeHHbIX J1IC

47. lNogTtBepxgeHmem nuyHoro npuvema npu BBo3e JII dusmyeckum nuuom
ABNseTCA:

. nacnopT rpaxaaHuHa

. peLenT Bpaya Ha ums pmamyeckoro nuua

. cnpaBka MeauLMWHCKOM opraHm3aunm

. NMMCbMO opraHa ynpaBrieHus 34paBoOXpaHEHNEM
. naccaxwupckasi TamoXXeHHas Aeknapauust

48. Bblbepute HenpaBunbHbI OTBET. [loaTBEpXAEHMEM CTOMMOCTM BBO3UMbIX
duramyeckmm nuuom JIIN moxeT ObiTb:

. LleHoBasi MHGOpMaLUs TaMOXXEHHOIo opraHa

. KacCOBbIN Yek

. KaTanorm WHOCTPaHHbIX UPM, OCYLLECTBASAIOWNX PO3HMYHYIO MpoAdaxy,
HaxoAdALMECS B PACNOPSKEHNM Y TAMOXEHHOIO opraHa

. LEeHa, yKkazaHHasi Ha yrnakoBKe

49. Bblbepute HenpaBunbHbii OTBET. [Onsa nonyyeHuss paspeweHns M3 PO Ha
BBO3 He3apernctpmpoBaHHbix JIIT KOHKPETHOMY MaUMEHTY MO >KM3HEHHbIM MOKa3aHMSM
Kpome obsa3aTenbHbIX JOKYMEHTOB Heobxoammo npeactasutb B M3 PO:

. 3aKroYeHne nevallero Bpava

. 3aKIt4YeHne KOHCMImymMa Bpaven

. obpalleHve pervoHanbHOro opraHa YynpaBneHusi 30paBOOXpPaHEHMEM O
HeobxoouMOCTM BBO3a He3apernctTpupoBaHHbix JIM Ans KOHKpeTHOro nauneHTa

. KONusi NacrnopTa uUnun cBMAETENbLCTBA O POXAEHUN NauneHTa

50. 3assutenem Ha BBO3 (BbIB03) HC cnucka Il moxeT 6bITh:

. Tonbko KOJ1

J FOJT n U

o Tonbko KOJT (Y1)

o nn

. ton (OAO, O00)



OTKpbITbIE BONPOCHI:

1. YHu4TOXEHMe unn BbiBO3 M3 Poccuinckon Pepepauunmn danbCcnuduumpoBaHHbIX
NeKapCTBEHHbIX CPeACTB, HeAOOPOKAYECTBEHHbIX NIEKAPCTBEHHbLIX CPEACTB, KOHTPAdaKTHbIX
NeKapCTBEHHbIX CPeACTB OCYLLECTBIISETCA 3a CHET fimua, OCyLeCTBMBLUETO UX

OTBerT: BBO3

2. JlekapctBeHHble cpeactBa B Poccunckyo Pepepauuio He MOryT BBO3UTb
opraHusaumm TOProBmn nekapcTBeHHbIMU cpeacTBaMum
OTBeT: pO3HNYHOM

3. Ceptndukat npomsBoaMTENS JIEKAPCTBEHHOro cpeactea W paspelueHune
YNOSTHOMOYEHHOrO dhefiepanbHOro opraHa WCNOSTHUTENbLHOW BriacTu NpeacTaBnsoTCs B
TamMoXXeHHble opraHbl Poccuinckon degepaunn npum neKapCTBEHHbIX CPeacTB B
Poccunckyto ®egepaumio

OTtBeT: npnbbiTnn

4. 3anpewaetca BBo3 B Poccunckyto degepaumio  HesaperMcTtpupoBaHHbIX
NeKapCTBEHHbIX NpenapaToB, NpeAHasHa4YeHHbIX Ans ryMaHMTapHoW nomMowm (conencTaus)
NN NOMOLLN Npu

OTBeT: Ype3BblYaMHbIX CUTYaLNAX

5. MNpn BBO3€ NekapcTBEHHbIX cpeacTB B Poccurckyto defepaumio B TaMOXEHHbIE
opraHbl Poccunickon depepaumm Hapsgy € OOKYMEHTaMu, npeacTaBfieHne KOTOpPbIX
npesyCMOTPEHO TaMOXEHHbIM  3aKOHOAATeNbCTBOM  TaMOXEHHOro cowsa u  (1nn)
3akoHogaTenbctBoM Poccuinickon depepauum O TaMOXEHHOM Adene, npeacTtaBnsieTcs

Ha NpaBO NPOM3BOACTBA NNEKAPCTBEHHbIX NpenapaToB

OTBeT: NUuUEeH3ns

6. MNpoeepeHne B Poccunckon Pepepauunmn egmHom rocygapCTBEHHOW MOSIUTUKM B
obnactn obecnevyeHusi NeKapCTBEHHbIMW Mpenapatamn rpaxgaH Ha Tepputopun PO
OTHOCUTCS K NOSTHOMOYNAM OpraHoB MCMOJSTHUTENBHOM BACTU

OTtBeT: theaeparnbHbIX

7. 3a HapyweHue 3akoHogaTenoctBa 00 oOpalleHUM neKkapcTBEHHbIX CPeacTB
npegycMoTpeHa OTBETCTBEHHOCTb
OTBeT: agMMHUCTPATMBHAS

8. JlekapcTBeHHble npenapaTtbl B (OpMe CbIBOPOTOK [AOSMKHbI MNOCTynatb B
obpaLlleHue ¢ ykazaHmem , U3 KPOBW, Nra3mMbl KPOBU, OPraHoOB U TKaHen KOTOpPOro
OHW NOSTyYeHbI

OTBeT: XXMBOTHOIO

9. MWasrotoButenb o06s3aH obecneumBatb 6e30nacHOCTb ToBapa B TeYeHue
YCTaHOBIIEHHOIO CpoKa Cry0bl Uy cpoka rogHOCT! ToBapa Unun B TeYEHne ner
nocne nepegayv NoTpeduTento, eCnun Cpok crnyxobl He YCTAHOBNEH

OTBeT: 10, gecatm

10. Ha ToBap, nNpegHas3Ha4yeHHbIn Ons  OJMTENBHOMO  UCMOJNb30BaHWS,
N3roTOBUTENb BNpaBe yCTaHaBNMBaTb CPOK
OTtBeT: crnyx6bl

11. Beosumble B Poccuinckyio ®defepaumio nekapcTBEHHble CpeacTBa  OOSTKHbI
cogepxaTtbCs B rocy4apCTBEHHOM neKapCTBEHHbIX CpeaCcTB
OTBeT: peecTpe



12. Cpok, B TeyeHMe KOTOpPOro OCYLLUECTBIISIETCA PacCMOTPEHUE 3asiBlieHUs W
NPUHATHME  pelleHnda O Bbldavye paspeleHuss Ha BBO3  KOHKpPETHOM  napTum
3aperncTpupoBaHHbiX U (MNKX)  HEe3aperMcTpUpOBaHHbIX  NIEKApPCTBEHHbIX  CpeacTs,
npegHasHavyeHHbIX ONd  NPOBeAEHUs  KIMHUYECKUX  UCcnefoBaHUM  NeKapCTBEHHbIX
npenapaTtoB, NPOBeAEHUA 3KCMepTU3bl JEeKapCTBEHHbIX CPenCcTB [Ans OCyLleCTBIeHUs
rocygapCTBEHHON  perucTpaumm JekapCTBEHHbIX MpenapaTtoB  unv  Ond  oKasaHus
MeAMUMHCKON MOMOLUM MO XXU3HEHHbIM MNOKa3aHUSM KOHKPETHOro nauueHTa He [OOSKeH
npesbiwaTb pabounx gHen

OTBeT: 5, NaTb

13. 3anpewaetca BBo3 B  Poccunckyto  depepauuio
NeKapCTBEHHbIX CPeACTB, HeAOOPOKAYECTBEHHbIX IEKAPCTBEHHbLIX CPEACTB, KOHTPAdaKTHbIX
NeKapCTBEHHbIX CPeaCTB

OTBeT: (hanbcndprunMpoBaHHbIX

14. [Jonyckaetca BBO3 B Poccurckyto degepaumio  KOHKPETHOW  napTum
He3aperMCTpUpPOBaHHbLIX NEeKapCTBEHHbLIX CPeACTB, MNpefHa3HayYeHHbIX A1 NpoBedeHus
KNMHMYECKUX UCCRefoBaHUM  JleKapCTBEHHbIX MNpenapaToB, MPOBEAEHUS 3KCNepTu3bl
NEeKapCTBEHHbIX  CPeAcTB  Ans  OCYLLEeCTBMEHUST  FOCYyAapCTBEHHOM  perncrpaumm
NEeKapCTBEHHbIX MpenapaToB WNU ANfs OKa3aHUs MeLUUMHCKOM MOMOLUM MO KU3HEHHbIM
nokasaHusIM  KOHKPETHOro  nauuMeHTa Ha  OCHOBaHuu ,  BblAaHHOrO
YNOSTHOMOYEHHbIM doefieparnbHbIM OPraHOM UCMOMHUTESTbHOM BIACTU NO 3asiBNIEHUSM

OTBeT: paspeLueHus

15. Kakne Buabl obpaweHna JIC cBs3aHbl HenocpeacTtBeHHO ¢ BBo3om JIC Ha
Tepputoputo Poccurickon degepaumm -
OtBeT: xpaHeHue J1C, xpaHeHne nekapcTBEHHbIX CPEACTB

16. Kaxgbl y4aCcTHUK TaMOXEHHOro coro3a MpUMeHseT OAMHAaKOoBble
NOWSUHLI U OpYyrne Mepbl PerynimpoBaHusl BHELLHEW TOProenvM ToBapamMu C TPETbMMMU
cTpaHamu

OTBET: TaMOXEHHblE

17. 3OnemeHTaMu TaMOXEHHOro fena SBMASATCA — TaMOXEHHbIV :
TaMOXEHHbIE onepaLmmn, TaMoXXeHHbIe Npoueaypbl, TAMOXEHHbIM Tapud
OTBET: KOHTPONb

18. Buogamn TamoxeHHbIX npouenyp SABMASKTCS 3KCMOPT, TaMOXEHHbIW CKnag,
penMnopT,
OTBET: YHUYTOXEHME

19. TllogTeBepxaeHnem nuyHOro npuema npu BBo3se JIIM duamyecknm nmuom
aBnsieTcs Ha MMA Pr3mMyYecKoro nuua
OTBeT: peuenT Bpaya, peuent

20. B cpok, He npesbiwatowmnmn pabounx AHen, ocyLlecTBNAeTcs
pacCMOTPEHNE 3asBMNEHUss U MPUHATME pelleHns O Bbldaye paspelleHns Ha BBO3
KOHKPETHON NapTum 3aperncTpupoBaHHbIX U (UNM) HE3aPErMCTPUPOBAHHBIX NEKAaPCTBEHHbIX
CPeAcTB, NpeAHas3HayYeHHbIX A48 NPOBeAEHUS KITMHUYECKUX UCCNefoBaHNN NeKapCTBEHHbIX
npenapaTtoB, NPOBeOEHUA 3KCMepTU3bl JfEeKapCTBEHHbIX CPeacTB [Ans OCyLleCTBIeHUs
rocygapCTBEHHON perncTpaumm JekapCTBEHHbIX rpenapaTtoB  unv  Ond  oKasaHus
MEOMUMHCKOA MOMOLLM MO XXM3HEHHbIM MOKa3aHMAM KOHKpeTHoro nauuweHta. OueHuTe
AaHHbIN CPOK Ha COOTBETCTBME AENCTBYIOLLEN HOPMATUBHO-NPABOBOW AOKYMEHTaLUMN.

OTBeT: NATU, NATb, 5



21. WsrotoButenb  obecneuvBaeT  6esonacHocTb  ToBapa B  TeYeHue
YCTaHOBMEHHOIro Cpoka Cny6bl unu ToBapa unu B TeveHne 10 neTt nocne
nepegadn noTpedbuTento, ecnm cpok cny>obbl He YCTaHOBIEH.

OTBeT: cpoka roAHOCTU

22. B cootBetcTBUM c [locTaHoBrneHneMm [lpasutensctea P® ot 5 anpena 2022 r.
N 593 ycTaHoBneHbl 0CO6EHHOCTN Jonycka K BBO3Yy Ha TeppuTtopuio Poccuinckon denepaumm
n obpalleHune B Poccuickon degepaumm 3apernctTpupoBaHHbIX SIeKapCTBEHHbIX NpenapaTos
ANs  MeOVUMHCKOrO MNPUMEHEHWS B YyMNakoBKax, npedHasHaveHHbiX Ans obpalleHus B
WHOCTpPaHHbIX rocygapcTBax - B crnyyae neKkapCTBEHHbIX NpenapaToB

OTBeT: gedeKTypbl

23. B cootsetctBumM ¢ lNoctaHoBneHnem lMpasutensctea P® ot 5 mapta 2020 r. N
230 ocyulecTBnsieTca NopsgoK npu BBo3e B Poccuiickyto defepaumio KOHKPETHOM napTum
NeKapCTBEHHbIX NpenapaToB, COAepKalMx HapKOTUYecKne cpencrsa
UM NCUXOTPOMHbIE BewecTBa ANd OKa3aHUs MeOUUMHCKOW MOMOLWM MO KMU3HEHHbBIM
NnoKasaHUsIM KOHKPETHOro nauueHTa unu rpynnbl NauMeHToOB B Criydae, ecnn umeeTcs
peweHne BpadebHOM KOMUCCUM MELUUMHCKOM opraHuMsaumm o HeadeKkTMBHOCTU UNn
HEBO3MOXHOCTU TMPUMEHEHUS Yy KOHKPETHOrO0 MauMeHTa WHbIX 3apermcTpupoBaHHbIX
NeKapCTBEHHbIX NpenapaTos, B TOM YMCe coaepxalmx apyrme encTByroLMe BELLECTBa, U
O HeobxogMMOCTM BBO3a OMNpenerieHHOro  He3aperMcTpupoBaHHOMO  fleKapCTBEHHOIO
npenapaTta C ykasaHMEM €ero MexgyHapoLHOro HenaTeHTOBAHHOIO (MU XMMUYECKOro, Unmn
rpynnMpoOBOYHOI0) HaMMeEHOBaHUS, (POpMbI Bbifycka MU KONMYeCTBa.

OTBeT: He3aperncTpUPOBaHHbIX

24.  ®dapmaueBTuYdeckuin 3aBog B . MockBe OCyLLECTBNSET BBO3 JIEKapPCTBEHHbIX
cpeacts B PO ansa uenen cobCTBEHHOro NpoM3BOACTBA NEKapCTBEHHbIX cpeactB. OueHuTte
BO3MOXHOCTb [aHHOro nmpouecca C TOYKM 3peHusi COOTBETCTBMS (COOTBETCTBYET/He
COOTBETCTBYET) HOPMATUBHO-NpPaBoBoK base - (BMMWKMTE OTBET).

OTBeT: cooTBETCTBYET

25. MeanumHckaa opraHmsauma B . BopoHexe  ocywlecTBnsT  BBO3
nekapcTBEeHHbIX cpeactB B PP  ang  npoBedeHMs  KIMHWYECKUX — MUCCReaoBaHWM
NeKapCTBEHHOro npenapaTta B OTAENEeHUAX OAaHHOW MeAMLMHCKOW opraHmsaumu. OueHute
BO3MOXHOCTb [AHHOro mpouecca C TOYKM 3peHUst COOTBETCTBUS (COOTBETCTBYET/HE
COOTBETCTBYET) HOPMATUBHO-NpaBoBoK base - (BNMWKMTE OTBET).

OTBeT: HE COOTBETCTBYET

MK-2 [OTOBHOCTL K npoBedeHuO npouedyp MO U3BATUIO U3
rpaxxgaHckoro obopoTa anbcnuUMpoBaHHbIX, HeLOOPOKAYECTBEHHbIX,
KOHTpad)aKTHbIX NeKapCTBEHHbIX CPEACTB N UX YHUHTOXEHNE

1. K OoMUMANBbHBIM NCTOYHUKAM WHOOPMALMN O BbIABITIEHHbIX
HEMNPUITOAHbLIX A4N1A MEOMUNHCKOIO NCIMONb30OBAHUA 1M OTHOCAT

A) VHOPMaUMOHHbIE NWUCbMa, CoAepXawue peweHns  YNOofIHOMOYEHHOro
doeepanbHOro opraHa UCMNONHUTENbHOW BRacTu

B) cBegeHus, nonyyeHHble OT NOCTaBLLMKOB / Bnagenbues/ npounssogutenen J1C

B) cBegeHusa, nonyyeHHble n3a CMU

M) nHbopmaumo, NONYYEHHYO OT HAaceneHus

2. OCHOBAHVMEM OJ1IA WUN3bATUA U3 TPAXOAHCKOIrO OBOPOTA WU
YHUUTOXEHNA HEOQOBPOKAYECTBEHHbLIX N ®ANIbCNOPUNLUMPOBAHHbBIX JN1IC OJTA
MEOVULUNHCKOIO NPUMEHEHNA ABNAETCA PELWEHWUE

A) Bnagenbua JIC, wnn ®epepanbHOM cnyxbbl No Hag3opy B cdepe
3apaBooxpaHeHus (PocsgpaBHaasopa, unv cyga

B) ®epepanbHon cnyxbbl NO BeTEPUHAPHOMY U (PUTOCAHUTAPHOMY Haa3opy
(Poccenbxo3Haasopa)




B) ®epepanbHon cnyxkbbl no 3awuTte npaB notpebutenen un obecneyeHus
6naronony4ums Yenoseka (PocnotpebHagsopa)

') MuHucTepcTBa 3gpaBooxpaHeHns P®

3. YHUUTOXEHNE HEOOBPOKAYECTBEHHbLIX N (nnn)
PAJTbCNOUNLIMPOBAHHDBLIX JTM OCYWECTBNAETCA OPrAHU3ALNAMU, MMEKOLWLWMIA
JIMUEH3UNIO HA

A) geaTtenbHOCTb MO cbopy, NCNONb30BaHMID, 06E3BPEXNBAHNIO, TPAHCMOPTUPOBKE U
pasmeLleHunto otxoaos | - IV knacca onacHocTu

B) dhapmaueBTHyeCKyto 4eATerNbHOCTb

B) npon3BoacTBO NekapCTBEHHbIX CPEACTB

") MeguUMHCKYO 0eATenbHOCTb

4. OCHOBAHVMEM O5IA UN3BATUNA U3 TPAXOAHCKOIO OBOPOTA WU
YHUHUTOXEHNA HEOOBPOKAYECTBEHHbLIX N ®ANIbCUPNLUMNPOBAHHBLIX NC OJ1A
BETEPUHAPHOIO NMPUMEHEHWA ABNAETCA PELLEHUVE

A) Bnagenbua JIC, wunn degepanbHoM cnyxbbl MO  BeTepuMHapHOMY U
douTocaHuTapHoMy Haasopy (Poccenbxo3Hagsopa), unu cyaa

B) ®epepanbHOM cnyxbbl N0 Hag3opy B cdepe  34paBOOXpaHEHUs
(PocsgpaBHagsopa)

B) ®epepanbHon cnyxbbl no 3awmte npaB notpebutenen wn obecneveHus
6naronony4us yenoseka (PocnotpebHaasopa)

) MuHncTepcTBa 3gpaBooxpaHeHns PO

5. OCHOBAHMEM OJ1A WU3BATUA U3 TPAXOAHCKOIrO OBOPOTA WU
YHUHUTOXXEHUNA KOHTPA®AKTHBIX NIC ABNTAETCA PELWWEHNE

A) cyna

B) ®epepanbHOM cnyxbbl NO BeTEpUHAPHOMY W UTOCaHUTAPHOMY Haa3opy
(Poccenbxo3Haasopa)

B) ®epepanbHonm cnyxbbl no 3awmte npaB notpebutenen n obecneveHus
6narononyuns yenoseka (PocnoTpebHaasopa)

) MuHucTepcTBa 3gpaBooxpaHeHunsa PP

6. TOBAP C UCTEKLIMM CPOKOM FrOOHOCTW

A) peanusaumm He NOANEXUT

B) peannsyeTtca no LeHam 3aKynku

B) nognexut ytunusaumm Ha cnegyrowmnn AeHb Nocne OKOHYaHNA cpoka rogHOoCTH

") MOXHO peanunsoBaTb NOCMNe NEePEKOHTPONSA

7. NPV OBHAPYXEHUM TMONYYEHHOWM CEPUM NEKAPCTBEHHOIO
MPENAPATA B CIMMCKE 3ABPAKOBAHHbIX JIEKAPCTBEHHbLIX CPEOCTB, CNEAYET

A) BO3BpaTUTb TOBap MOCTaBLUUKY, MoOcCne noATBEPXOEHUN [OCTOBEPHOCTU
nonyyeHHoOn nHopmaumm

B) notpeboBaTb OT nocTaBLUMKa OeKknapaumio O COOTBETCTBMM WNKU cepTudumkat
COOTBETCTBUA

B) Bo3BpaTnTh TOBAp NOCTaBLUNKY HEMeAneHHO 6e3 AONONMHUTENBHON NPOBEPKN

M) noTpeboBaTb OT NOCTaBLLMKa HOBblE TOBAPHO-COMPOBOAUTESbHbIE JOKYMEHThI

8. NPY NPOBEOEHNN MPUEMOYHOIO KOHTPOINA U MPU OBHAPYXXEHUU
CEPUN JIEKAPCTBEHHOIO TMPEMNAPATA B CIUNCKE o®ANbCUOPNLUNPOBAHHBLIX
CPE[CTB, CNEOYET NOMECTUTb JIEKAPCTBEHHbIN MPEMAPAT B KAPAHTUHHYIO
30HY

A) noctaBuTb B M3BECTHOCTb MOCTaBLUMKA U NMPOMHGOPMUPOBaTL TeppUTOpUarnbHoe
ynpasneHve Poc3apaBHaasopa

B) npouHdopmupoBaTb wucnbITaTENbHYD nabopaTtopuild MO KOHTPOMK KavecTBa
NeKapCTBEHHbIX CPeaCTB

B) noctaButb B M3BECTHOCTb MOCTaBLMKa U NPOMHE(OPMUPOBATL TeppuTopmuanbHoe
ynpasneHue PocnotpebHaasopa

) nmocTtaBuMTb B M3BECTHOCTM MOCTaBLMKa WU MPOMHGOPMMPOBaTL MPOU3BOLAMTENS
NeKkapCTBEHHOro cpeacTBa



9. YHUYTOXEHNE HEOOBPOKAYECTBEHHbLIX 7 (nnn)
OANTbCUNONUMPOBAHHBIX 1M OCYLWECTBITAETCA OPTAHN3AUMAMU, UMEKOLWLMMKA
JIMUEH3MIO HA

A) geaTtenbHOCTb MO cbopy, NCNOMb30BaHMIO, 06E3BPEXNBAHMNIO, TPAHCMOPTUPOBKE U
pasmeLleHunto otxoaos | - IV knacca onacHocTu

B) bapmaueBTMYECKYIO OEATENBHOCTb

B) npounsBogcteo n peanusauunto J1C

") MeguUNHCKYO 0eATenbHOCTb

10. YHUYTOXXEHNE HEOOBPOKAYECTBEHHbLIX 7 (nnn)
PANTIbCUNOUNUMPOBAHHBLIX J1TIMT HE OCYLWECTBJTAETCHA

A) B NOMeLLEHUAX anTeYHbIX OpraHn3auumn

B) Ha cneumanbHO 060pYAOBaHHbIX NoLWaaKax, NoMroHax

B) B cneumanbHo 060pyaA0BaHHbIX NOMELLEHUSAX

) ¢ cobnogeHnem TpeboBaHun B 06MacTM OXpaHbl OKpyXawlwen cpedbl B
COOTBETCTBUM C 3aKoHoadaTenbCcTBoM PO

11. AKT OB YHUWMTOXEHWUWM JIC WK EFrO KOrMnA, 3ABEPEHHAA B
YCTAHOBNEHHOM MOPAOKE, B TEYEHME 5 PABOYMX OHEWM CO OHA ErO
COCTABJIEHVA HAMNPABNAETCA B YNONHOMOYEHHbLIN OPIFAH

A) BrnagenbLeM YHUYTOXeHHbIX J1C

B) nuueHs3npyoLWmnM opraHom

B) koHTponupytowmm opraHom

") opraHom PocnoTpebHaasopa

12. KOHTPOI1b 3A YHUYTOXXEHNEM HEOOBPOKAYECTBEHHbIX,
PANTbCNOUNUMNPOBAHHBIX 1 KOHTPAGAKTHbLIX JIC OCYLWECTBJITAET

A) yNnosiHOMOYEHHbIN heaepanbHbii opraH

b) Bnageneuy J1C

B) nponssogutens J1C

") noctaBwumk JIC

13. MNOPAOOK BEOEHMA VYYETA NC C OrPAHUYEHHBLIM CPOKOM
rOAHOCTW B AMITEYHOW OPIAHU3ALIMM YCTAHABINMBAETCA

A) pykoBoguTeNem opraHmsaumnm

B) nuueHsnpyroLMM opraHom

B)opraHom ncnonHutensHom Bnactun cybbvekrta PO

') noctaHoBneHnemM npasutenscTea PO

14.  YHWHYTOXXEHWUE J1C HE NPON3BOONTCHA

A. Bnagensuyamm  JIC, wumewWwMMn  NMUEH3MIO Ha  dapMaueBTUYECKYHO
[eATenbHOCTb

B) opraHusauusiMm, UMEKLLMMIN COOTBETCTBYHOLLYIO NTULEH3UIO

B. Ha cneyunanbHO 000pyaoBaHHbLIX MoLWaakax, nonMroHa

C. M) B cneynanbHO 060pyaAOBaHHbLIX MOMELLEHUAX

15. NPW BbIABNEHWW JIC C UCTEKLWNM CPOKOM FrOOHOCTW TAKUE NC

A. XpaHAT oTAenbHo oT apyrmx rpynn JIC B KApaHTUHHOWN 30He

B) Bo3BpaLLalT NOCTaBLLUKY

B. YHUYTOXAIOT B YCINOBUSIX anTeku

") HanpaBNAT Ha aHanM3 1 No pesynbTataMm aHanusa NPUHUMAaKOT peLleHne

16. B CITYYAE OBHAPYXEHUA PANIbCNOULINMPOBAHHbBLIX nInn
HEOOBPOKAYECTBEHHbLIX J1NM  HEOBXOAMMO OTPA3NTb KAYECTBEHHbIE
PACXOXOEHWA B

A) «AkTe 06 YyCTaAHOBIIEHHbIX PACXOXOEHUAX B KONMMYECTBE U Ka4yeCcTBE MNpu NpUEMKE
TOBapHO-MaTepuarbHbIX LLEHHOCTEN»

B) ToBapHO-TpaHCNOPTHOW HaKNaaHoOWM

B) xXypHane pernctpaumm nocTynmBLUMX TOBapoB

M) «AKTe NnpoBefeHNs UHBEHTapM3aLmm»

17. NPV OBHAPY>XEHN HEKAYECTBEHHOIO TOBAPA CIIEQYET

A) noMecTuTb TOBap B KapaHTUHHYHO 30HY anTeyHOW opraHu3auun b) HemeaneHHo
yTUnM3mMpoBaTtb TOBap



B) nomecTntb TOBap BMeCTe C ocTaribHbIM TOBApOM

') nepepaTb TOBap MaTepuansHo-oTBeTcTBEHHOMY nuuy (MOIJT) Ha xpaHeHue

18. MPWN TMNONYYEHUAN SAIICUONLUNPOBAHHOIO W KOHTPA®AKTHOIO
TOBAPA HEOBEXOONMO

A) nepeMecTuTb ero B KapaHTUHHYIO 30HY

B) nepemecTntb ero B 30Hy akcneguumMm MUHYs 30HY OCHOBHOIO XpaHeHUs

B) octaBuTb B 30HE NPUEMKM TOBApOB

') HesameaANUTENbLHO BEPHYTHL MOCTABLUUKY

19. CIMMCAHME TOBAPOB [1O0 BOK, BPAKY W TIOPYE TOBAPOB,
MPONI3OWEAWLNX BO BPEMA XPAHEHUA WK TP MOAIMOTOBKE TOBAPA K
PEANU3ALNN, MPON3BOONTCA

A) B MOMEHT ycTaHoBneHnsa dakta 605, bpaka, nopyn ToBapos

B) BO Bpems uHBeHTapusaumm

B) exemecsa4yHo

M) 1 pa3 B kBapTan

20. NMPW BbIABNEHN NEKAPCTBEHHbIX CPEOCTB C UCTEKLWIKMM CPOKOM
rogHOCTN TAKME NNEKAPCTBEHHbBIE CPEOCTBA

A) XpaHAT oTAENbHO OT APYrMX rpynn fekapCTBEHHbIX CPEeACTB B KAPAHTMHHOW 30He

B) Bo3BpaLLaloT NOCTaBLUMKY

B) HanpaBnswT Ha aHann3 B akkpeAUTOBaHHYO flabopaTopuio

[") yHMYTOXAIOT B YCNOBUAX anTeku

21  COOTBETCTBUME JIEKAPCTBEHHOIo CPEAOCTBA TPEBOBAHUAM
®APMAKOIMEMHOW CTATbM NMBEO B CNYYAE EE OTCYTCTBUA HOPMATMBHOM
OOKYMEHTALNN UJTM HOPMATUBHOIO JOKYMEHTA ABNAETCA

A. Ka4yeCTBOM feKapCTBEHHbIX CPELCTB
B) 6e3onacHOCTLIO NIEKapCTBEHHbIX CPEACTB
B. 3O PEKTUBHOCTLIO NIEKAPCTBEHHbLIX CPEACTB

") obpaLleHnem nekapcTBEHHbLIX CPEACTB

22. XAPAKTEPUCTWKA JIEKAPCTBEHHbIX CPEOCTB, OCHOBAHHAA HA
CPABHUTENNBHOM  AHAJIM3E WNX QJOPPEKTMBHOCTM W  OUEHKM PUCKA
MPNYNHEHNA BPEOA 30OPOBbBIO ABJTAETCA

A. 6e30nNacHOCTbIO NleKapCTBEHHbIX CPeACTB
B) kayecTBOM NnekapCTBEHHbLIX CPEACTB
B. 3 PEKTUBHOCTBLIO JIEKAPCTBEHHbLIX CPEACTB

") obpaLleHne nekapCTBEHHbIX CPeacTB

23. XAPAKTEPUCTUKA CTEMEHW NONOXUTENBbHOIO BIIMAHNA
NEKAPCTBEHHOIO MPEMAPATA HA  TEYEHUE, NPOOOJIKNTENBHOCTb
3ABOJIEBAHUA NN EIFO NMPEAOTBPALLEHNE, PEABUNUTALNIO, HA COXPAHEHWE,
MPEOOTBPALWEHUE UITN NMPEPLIBAHVE BEPEMEHHOCTU ABNAETCA

A. 3P PEKTUBHOCTBIO JIEKAPCTBEHHbBIX CPEACTB
B) kayecTBOM NnekapCTBEHHbIX CPEACTB
B. 6e30NacHOCTbLIO NleKapCTBEHHbIX CPeACTB

") obpalleHnem nekapcTBEHHbLIX CPEACTB

24. [OKYMEHT, VYTBEPXOEHHbIA YNOMNHOMOYEHHBLIM ®EOEPANbHbLIM
OPFAHOM  WUCMONMHUTENBLHOM  BNACTWM W COOEPXAWMWW  MNEPEYEHb
MOKA3ATEJNIEM KAYECTBA M METOJOB KOHTPONA KAYECTBA NEKAPCTBEHHOIO
CPEACTBA ANA MEOUUMHCKOIO NMPUMEHEHUA ABNTAETCA

A. drapmMakonenHom cTaTben
b) NocynapcteeHHOM hapmakoneen
B. KNUHUKO-hapMaKonormn4yeckon ctaTtben

M) dhopmynsapHoOM cTaTbén

25. CBO[ OBLUNX ®APMAKOMENHBLIX CTATEV N ®APMAKOMEMHbLIX CTATEN
ABNAETCA

A. "ocypnapcTtBeHHOM (hapmakoneen

B) dbapmakonenHom ctaTbEN

B. KNUHUKO-hapMaKonorn4eckon ctaTtben



") dbopmynsapHOn cTaTbéN

26. NMPOBEOEHME  MOHUTOPUHIA  BE3OIMNMACHOCTWM NN AJiA
MEOVULUMNHCKOIO NPUMEHEHNA BO3NOXXEHO HA

A) ®epepanbHyto cnyxkby no Hag3opy B cdepe 30paBOOXPaHEHUss U eé
TepputopuarbHble opraHbl (PocsgpaBHansop)

B) ®epepanbHyto cnyxBy no Hagslopy B cdepe 3awumTbl NpaB noTpebutenen u
Onaronosniyumsi YenoBeka U eé TeppuTopuarnbHble opraHbl (PocnotpebHansop)

B) opraHbl ucnonHutTensHOW BracTn B cdepe 3apaBooxpaHeHunsi cydobektos PO

") MuHncTepcTBO 3apaBooxpaHeHns P®

27. NNEKAPCTBEHHOE CPELOCTBO, COMPOBOXOAEMOE  NNOXXKHOW
NH®OPMALIMEM O COCTABE W (MNW) TMPOW3BOOUTENE NEKAPCTBEHHOIO
CPEOCTBA ABNAETCHAH

A. dhanbcnnUNpPoBaHHbIM NIEKaPCTBEHHBIM CPeACTBOM
B) naTeHTOBaHHbLIM NeKapCTBEHHbLIM CPEACTBOM
B. HapKOTUYECKUM CpeacTBOM

") NCMXOTPOMHbLIM BELLLECTBOM

28. CBOP WMH®OPMALMMN O TMOBOYHbLIX AENCTBUAX, HEXEJNATENbHbIX
PEAKLIMAX, CEPBE3HbIX HEXENATENbHbLIX PEAKUMAX, HEMNPEOBUOEHHbLIX
HEXEJATEJIbHbIX PEAKLMNAX MNP NMPUMEHEHUN JIEKAPCTBEHHbIX
MPEMNAPATOB, A TAKKE OB WHbIX ®AKTAX WU OBCTOATENbCTBAX,
MPEOCTABIAKOWMX YITPO3Y XU3HU WM 300OPOBbHKO YENIOBEKA HA BCEX
OTAMNAX OBPALLEHNA NEKAPCTBEHHbIX MNMPEMAPATOB B P® ABNAETCA

A) bapmakoHaa3opom

B) BbIGOPOYHBLIM KOHTPONEM KavyeCTBa flekapCTBEHHbIX NpenapaToB

B) nocepuiiHbIM BbIGOPOYHBLIM KOHTPOMNEM fleKapCTBEHHbIX NpenapaTos

[") 4OKNMHMYECKNUM uccnegoBaHNEM NeKapCTBEHHbIX CPeACTB

29. B CNYYAE MONYYEHUA WHOOPMALMM O MOBOYHbLIX OENCTBUSAX,
HEXENATENbHbIX PEAKUMAX, CEPbE3HbLIX HEXENATENbHbIX PEAKLUUAX,
HEMNPEOABWOEHHbBIX HEXEJATEJIbHbIX PEAKUMAX NP NMPUMEHEHWU
NNEKAPCTBEHHbIX MPEMAPATOB, Ob WHOVBWOYAJNIbHOM HEMEPEHOCUMOCTW,
OTCYTCTBUN JSPPEKTUBHOCTN JIEKAPCTBEHHbBIX T[MPEIMNAPATOB [MPOBU30OP
OBA3AH COOBWANTL B

A) PocagpaBHagsop

Bb) PocnotpebHagsop

B) MasHoe ynpasneHne MB[ no koHTponto 3a o6opotom HC un NB

) MuHsgpas PO

30. COrIJIACHO 61-93 «Ob OBPALWEHNN JIEKAPCTBEHHbLIX CPELOCTB»
PAITIbCNONLINPOBAHHBIM JIEKAPCTBEHHbLIM CPEOCTBOM ABNAETCHA
NEKAPCTBEHHOE CPEACTBO

A) conpoBoXxgaemMoe NoXHoM nHopmaLumen o ero coctaBse u (Mnu) NponssoguTene

B) He cooTBeTCcTBYIOLLEE TpebBOBaHMAM dhapMakonenHon ctatbk nMbo B cniyvyae eé
OTCYTCTBUSA TpebOBaHNAM HOPMATUBHOW AOKYMEHTALUN UM HOPMATUBHOIO AOKYMEHTA

B) Haxopsweecs B 060poTe C HapyLLeHNeM rpaxxaaHCKoro 3akoHoaaTenbCcTea

") Haxoasweecs B 060poTe C HapyLleHNEM NaTEHTHOro 3aKoHOAAaTeNbCTBa

31. COITACHO 61-¢3 «Ob OBPAWEHWN NEKAPCTBEHHbIX CPELOCTB»
HEOOBPOKAYECTBEHHbLIM JIEKAPCTBEHHbLIM CPEOCTBOM ABNAETCHA
NEKAPCTBEHHOE CPEACTBO

A) He cooTBeTCTBYlOLWEE TpeboBaHMAM hapmakonenHon ctatbu nMbo B criyvyae ee
OTCYTCTBUSA TpeOOBaHNAM HOPMATUBHOW AOKYMEHTALUN UM HOPMATUBHOIO AOKYMEHTA

B) Haxopsweecs B 060poTe C HapyLUEHNEM rpaXXgaHCKOro 3akoHOAaTeNbCTBa

B) Haxopsweecs B 060poTe € HapyLLeHneM naTeHTHOro 3akoHo4aTeNnbCTBa

") C NCTEKWIMM CPOKOM FrOgHOCTU

32. COIMACHO 61-#3 «Ob OBPALWLEHVN JNEKAPCTBEHHbLIX CPEOCTB»
KOHTPA®AKTHbIM NEKAPCTBEHHbLIM CPEOCTBOM ABNAETCA JIEKAPCTBEHHOE
CPEOCTBO

A) Haxoasiweecs B 060poTe C HapyLLeHNEM rpaXKgaHCKOro 3akoHoAaTenbCcTBa



B) conpoBoxgaemoe NoxHoM nHopmaLmen o ero coctase u (Unu) npomssoauTene

B) He cooTtBeTcTBYylOWEe TpeboBaHUAM hapmakonenHon ctatbn NGO B criyyae ee
OTCYyTCTBUSA TpebOoBaHUAM HOPMaTUBHON JOKYMEHTaLMM UM HOPMATUBHOIO JOKYMEHTa

") Haxoasweecsa B 060poTe C HapyLleHMeM NaTeHTHOro 3akoHogaTenbCcTBa

33. BbIBEPUTE ABTOMATU3NPOBAHHYIO MHOOPMALIMOHHYIKO CUCTEMY,
CO3OAHHYKO POC3OPABHAA3OPOM ANA B3AMMOOEMCTBUA C YYACTHUKAMMU
®APMALIEBTUYECKOIO PbIHKA, KOTOPAA CTANA EOVMHOWN LEHTPANM30BAHHOMN
BA30W OAHHLIX MO HIMP B POCCUMN:

BbibepuTe oanH oTBET:

A. -AHannt®apmauyus

b. -KoHTponb-thanecugukat
B. -ANC-PocagpaBHaasop

r. -®apm — pesusop

34. NEKAPCTBEHHOE CPE[OCTBO - 3TO:

A. BeLeCTBO NPUPOAHOro UNN CUHTETUYECKOrO NPOUCXOXAEHUSA NN CMECH BELLECTB,
ncrnonb3yemMble AN nevyeHust, NpounakTukm 1 guarHocTnkn 6onesHemn

b. nekapcTBeHHOe cCpencTBO, nNpeAcTaBnswwee Ccobon OOHO  XMMUYECKoe
coeguHEeHNE NN XUMUYECKUIA INTIEMEHT

B. dunanyeckoe coctosiHme nekapCcTBEHHOro cpeacTea, yaobHoe Ansa NpUMeHeHuUs

35. BESOIMNACHOCTb NEKAPCTBEHHOIO CPEACTBA — 3TO:

A. COOTBETCTBME NEKApPCTBEHHOrO cpeactBa TpeboBaHnAM ¢hapMakonemHOW CTaTbu
nnbo B cnyyae ee OTCYTCTBUSA HOPMATMBHOMW SOKYMEHTALUN UM HOPMATMBHOIO AOKYyMEHTa

b. xapaktepucTuka neKapCTBEHHOro CpeacTBa, OCHOBaHHasi Ha CpPaBHUTESNTbHOM
aHanunse ero 3(pEKTUBHOCTN U pUCKa NPUYMHEHMNS Bpeaa 300POBbIO

B. Bbllle nepeyncneHHoe

36. SOPEKTUBHOCTDL JIEKAPCTBEHHOIO MNMPEMNAPATA - 3TO:

A. XapakTepucTuka CTeneHu NofIoXKUTENbHOIO BNUSIHMSA NIEKAPCTBEHHONO npenapara
Ha TeyeHue, NPOLOIMKUTENBHOCTL 3aboneBaHns UnNu ero NpeaoTepaLleHne, peabunurauuto,
Ha coxpaHeHue, NpeaoTBpaLLEHNEe UK NpepbiBaHne

b. xapaktepucTuMka neKapCTBEHHOrO CpeacTBa, OCHOBaHHasi Ha CpPaBHUTESNTbHOM
aHanunse ero a(pEKTUBHOCTN U pUCKa NPUYMHEHMUS Bpeada 300POBbIO

B. BblLe nepevncneHHoe

37. OCHOBHOWM OOKYMEHT, pernameHTupytowmin obpawieHme JiC:

A. ®epepanbHbli 3akoH Poccunckon depepaumm ot 12 anpend 2010 r. N 61-03

b. ®epepanbHbIn 3akoH Poccunckon ®epepaumm ot 21 Hos6ps 2011 1. N 323-93

B.®enepanbHbin 3akoH Poccuiickon ®epepaunm ot 7.02.1992 roga Ne2300-1

38. OCHOBHOWM AOKYMEHT, perfnaMeHTUpyoLWmin 3alwmnTy npas notTpebutens:

A. ®epepanbHbin 3akoH Poccuickon ®eagepauum ot 12 anpensa 2010 r. N 61-93

b. ®epepanbHbIn 3akoH Poccurickon ®epepaunm ot 21 Hosbps 2011 1. N 323-93

B. ®enepaneHbi 3akoH Poccumnckon @egepaumm ot 7.02.1992 roga Ne2300-1

39. Cuctema chapmakoHagsopa npegnonaraet

A) KOHTpOnb 3a paboTon hapmaleBTUYECKNX PAOOTHMKOB;

b) Hap3op YNOMHOMOYEHHbLIX OpraHoB 3a dapMaueBTUYECKON OeATENbHOCTb
anTe4yHown opraHusauuu;

B) pernctpaumio HexenatenbHbiX MNOOOYHbIX SBAEHUWA NpU  NPUMEHEHUMU
NIEKAPCTBEHHbLIX  MNpenapaToB n WHCPOPMMPOBaAHME  HAO30pPHbIX  OpraHoB O
3aperncTpupoBaHHbIX pakTax;

) camOMHCNEeKLUUIO B anTEYHON opraHm3aunn.

40. ®epepanbHbii FOCYAAPCTBEHHLIM HAA30p B cdepe obpalleHnss NeKapCTBEHHbIX
cpeacts B Poccurckon degepaumm ocywecTBnsaeTca Ha OCHOBaHUN

A) ®epepanbHoro 3akoHa oT 12.04.2010 Ne 61-93 «O6 obpaleHun nekapCcTBEHHbIX
cpencTBy,

b) ®epepanbHoro 3akoHa oT 4 mas 2011 roga Ne 99-03 «O nuueH3npoBaHUn
OTAENbHbIX BUOOB AEATENBbHOCTUY;



B) noctaHoBneHusa lNpasutensctea P® ot 15.10.2012 Ne 1043 «O6 yTBepxaeHuu
MonoxeHns o depepanbHOM rocyAapCTBEHHOM Hag3ope B cdepe obpalweHus
NeKapCTBEHHbIX CPenCTB»;

IN) npmnkasa MuHnpomTtopra Poccum oT 14.06.2013 Ne 916 «O6 yTBepxxaeHuun NMpasun
Hagnexawen nNpou3BOACTBEHHOW NMPaKTUKN»

41. TP HAPYWEHUWM LUENOCTHOCTU YNAKOBKW JNEKAPCTBEHHOIO
MPEMAPATA OH NMOMELWWAETCA B 30HY:

A) npuemku

B) xpaHeHus

B) kapaHTUHHyIO

") aaMnHUCTpaTUBHYIO

42. OCHOBHOW AOKYMEHT, pernameHTUpyroLwmnn yHmyatoxenue J1C:

A. ®epepanbHbin 3akoH Poccunckon degepauum ot 12 anpens 2010 r. N 61-d3

b. ®enepanbHbiv 3akoH Poccuinckon degepaunm ot 21 Hosa6ps 2011 r. N 323-03

B.denepanbHbin 3akoH Poccunckon degepauunm ot 7.02.1992 roga Ne2300-1

I". MocTtaHoBneHwue lMNMpasutensctea P® ot 03.09.2010 N 674

43. BepHo nu ytBepxaeHune, 4to BO3 n3BectHO 0 ToOM, YTO HeJoOOpOKa4yeCTBEHHbIE,
anbcuuumpoBaHHble U KoHTpadakTHble JI[1 BCTpeyaloTcss cpeau npenapaToB Bcex
OCHOBHbIX TEepaneBTUYECKNX KaTeropun, BKNOYasa BaKLMHbI U CpeacTBa ANd ANarHOCTUKK in
vitro

A) BepHo

B) He BepHO

44. BbIBEPUTE BCE BWObl SAJIbBCUNOPUKALUMKN  NNEKAPCTBEHHbIX
MPEMNAPATOB:

A) banbcuduumpoBaHHble, HeJOOpPOKaYeCcTBEHHbIE NIEKAPCTBEHHbIE NepenapaTbl

B) «n3ameHeHHble nekapcTBay, «BOCNPOU3BEAEHHLIE IEKAPCTBAY, KFTEHEPUKN»

B) «npenapaTbl-NyCThIWKNY, «NpenapaTbl-MMUTaTopbI», «NpenapaTtbi-Konnuny

) «npenapaTbl-NyCTbIWKWY», «NpenapaTbl-MMUTaTOPbI», «U3MEHEHHbIE NleKapcTBay,
«npenapatbl-Konun»

45. BbIBEPUTE BEPHOE YTBEPXOEHUE. «MPEMAPATbLI — MYCTbIWKN» — 3TO:

A) npenaparTbl, cogepxaline BeLLecTBa, O KOTOPbIX HET CBEAEHUI Ha YNakoBKe, B HUX
AEeNncTByloLLeE BELWECTBO 3aMeHsieTcsl Ha Bonee gelueBoe 1 MeHee aheKkTnBHoe

B) npenapatbl, cogepxalime BeLecTBa, NPOUCXOXOAEHME KOTOPbIX OTNM4YaeTcs OT
00603Ha4YeHHOro Ha ynakoBKe; coepaT TO e caMoe LAeWCTBylLlee BeLLeCTBO, TOMbKO B
BoNbLWNX NN MEHBLLUMX KONNYeCcTBax

B) npenapatbl (Camasa KadecTBeHHasi rpynna noagenok), B KOTOPbIX COAEPXUTCHA TO
Xe AencTByloLlee BELLECTBO U B TEX Xe KONnyecTBax

") npenapaTbl, B KOTOPbIX OTCYTCTBYHOT BCE BeLLECTBa 3apernctpmpoBaHHoro J1I1, Tak
HasblBaeMble «nnauebo» (Mynsku), KOTOpble HE coaepXXaT AENCTBYIOLMX BELLECTB

46. BbIBEPUTE BEPHOE YTBEPXOEHWE. «MPEMAPATbl — MMUTATOPbI» —
oTO:

A) npenapaTbl, cogepxaliue BelecTBa, O KOTOPbIX HET CBEAEHUI Ha yNaKoBKe, B HNUX
AENCTBYOLLEE BELECTBO 3aMeHsieTcsl Ha 6onee aeweBoe n meHee 3ahPEKTUBHOE

B) npenapatbl, cogepxalwime BeLwecTBa, NPOUCXOXOAEHME KOTOPbIX OTNM4YaeTcs OT
0003Ha4YeHHOro Ha ynakoBKe; coepaT TO Xe caMoe [eWCTBYyloLlee BeLeCTBO, TOMbKO B
B0MbLWNX NN MEHBLLUMX KONMYECTBaxX

B) npenapatbl (camasa kadecTBeHHas rpynna nognenok), B KOTOPbIX COAEPXKUTCS TO
Xe OencTByloLlee BELLECTBO U B TEX Xe KONnyecTBax

") npenapaTbl, B KOTOPbIX OTCYTCTBYHOT BCE BELLECTBA 3apernctpmpoBaHHoro J1I1, Tak
Ha3blBaeMble «nnauebo» (Mynspku), KOTopble He coaepXXaT AENCTBYIOLLNX BELLECTB

47. BbIBEPUTE BEPHOE YTBEPXXOEHUE. « ISMEHEHHbIE NNEKAPCTBA» — 3TO:

A) npenapaTbl, coaepxaliue BeLlecTBa, O KOTOPbIX HET CBEAEHUI Ha YyNaKoBKe, B HNX
AENCTBYOLLEE BELECTBO 3aMeHsAeTCs Ha bonee gelweBoe 1 MeHee apheKkTnBHoe

B) npenapatbl, cogepxalwime BeLwecTBa, MPOUCXOXKOEHME KOTOpbIX OTAMYaeTcs OT
00603Ha4YeHHOro Ha ynakoBKe; codepkaT TO Xe caMoe LEeWCTBYoLLee BeLlecTBO, TOMbKO B
B0MbLINX NN MEHBLUMX KONMYECTBaX



B) npenapatbl (camasa kadecTBeHHas rpynna noagenok), B KOTOPbIX COAEPXUTCA TO
Xe OelCTBYloLLee BELLEeCTBO N B TEX Xe KonnyecTBax

") npenapaTbl, B KOTOPbIX OTCYTCTBYIOT BCE BellecTBa 3apernctpmpoaHHoro J1l, Tak
HasblBaeMble «nnauebo» (Mynspku), KOTopble HEe coaepXaT AENCTBYIOLLNX BELLECTB

48. BbIBEPUTE BEPHOE YTBEPXOEHWE. «MPEMAPATbI-KOMAN» — 3TO:

A) npenapaTbl, cogepxallime BeLlecTBa, O KOTOPbIX HET CBEAEHUN Ha ynakoBKe, B HUX
AencTByloLlee BeLWecTBO 3aMmeHseTcs Ha bonee gelwesoe 1 MeHee a(pdeKkTneHoe

B) npenapatbl, cogepxawue BewecTBa, MPOUCXOXOEHUEe KOTOPbIX OTNuyaeTcs OT
0003Ha4YeHHOro Ha ynakoBKe; coepXaT TO Xe camoe [eWCTBYylLlee BeLleCTBO, TOMbKO B
O0onNbLIMX NN MEHBLUMX KONTMYEeCcTBax

B) npenapatbl (camasa kadecTBeHHas rpynna noagenok), B KOTOPbIX COOAEPXUTCA TO
Xe OenCcTByloLLee BELLECTBO N B TEX Xe KonnyecTBax

') npenapaTbl, B KOTOPbIX OTCYTCTBYHOT BCE BellecTBa 3apernctpupoBaHHoro J1I1, Tak
HasblBaeMble «nnauebo» (Mynsku), KOTopble He cogepXaT eNCTBYHOLLMX BELLECTB

49. YKaxnte CpoK, CO OHS BbIHECEHMS YNONTHOMOYEHHbBIM OpPraHoM pelueHust 06 unx
U3BATUN, YHUUTOXEHUN U BbIBO3E, B TeYEeHMEe KOTOPOro Bnagenel, HegobpokavyeCTBEHHbIX
NeKapCTBEHHbIX cpeacTB n (Unn) danbcnuUnMpoBaHHbIX NeKkapCTBEHHbIX CpeacTB 0bs3aH
NCMOSTHUTb 3TO peLleHne unm coobmnTb O CBOEM HECOTrNacum C HAM

A) He npeBbiwatowmn 10 gHen

B) He npeBbIWwaOLWmM 5 gHen

B) He npeBblwatowmn 45 gHen

IN) He npeBbiwatowmnm 30 aHen

50. YKkaxnte CpokK, B TE4EHME KOTOPOro akT 06 YHUUTOXEHUM NEKapCTBEHHbLIX CPEACTB
UM €ero Konusl, 3aBepeHHas B YCTAHOBSIEHHOM MOpPsSiAKe, HanpasnseTcd BragenbLem
YHUYTOXEHHbIX NIEKapPCTBEHHbIX CPEACTB B YNOSTHOMOYEHHbIA OpraH

A) B TeyeHune 3 pabounx gHEN CO AHA YHUUTOXEHUS

b) B TeueHne 14 kaneHgapHbIX OHEN CO OHSA YHUYTOXEHUSA

B) B TeueHme 10 pabounx gHen co AHA ero cocTaBneHns

') B TeyeHune 5 pabounx gHen co OHsS ero CocTaBreHns

OTKpbITbIE BONPOCHI:

1. OcHOBaHMeM Ons wu3bATUS M3  rpaxkgaHCckoro obopoTa M YHUYTOXEHUS
HepobpokavyecTBeHHbIX U danbcudnumpoBaHHbix JIC ona BeTepuHapHOro MpUMEHeHUs
anseTca peweHne Bnagenbua JIC, nnun ®epepanbHon cnyxbbl N0 BeTepMHApPHOMY U
duTocaHuTapHoMy Haasopy (Poccenbxo3Haasopa), unm

OTBeT: cyaa

2. K odmumnanbHblM UCTOYHMKAM MHOPMaUUM O BbISIBNIEHHbIX HEMNPUro4HbIX A4
MeaunumnHcKkoro mcrnosnb3oBanma J1IMT oTHocAT , coaepxaiume
peLleHns ynonHOMOYEeHHOro doeaeparnbHOro opraHa UCNoSTHUTENBHOW BNacTum

OTBeT: nHopMaLMOHHbIE NMCbMa

3. OcHoBaHveM ONa WU3bATUA U3  rpaxgaHckoro obopota W YHUUTOXEHUA
HeJoOpoKavyeCTBEHHbIX WU (hanbcudumumpoBaHHbix JIC Ona mMeguuMHCKOro nNpuUMeHeHus
SABNAETCA pelleHne JIC, nnn ®epgepanbHon cnyxbbl N0 Hag3opy B cdepe
3gpaBooxpaHeHusa (PocsgpaBHaasopa, unu cyga

OTBeT: Bnagensua

4. YHMUYTOXEHME HepobpokayecTBEHHbIX M (unn) danbcnpunumpoBaHHbix SN
OCYLLECTBNAETCA OpraHnsauusamn, MMeLWMMn NUUEH3NI0 Ha AesaTenbHOCTb no cbopy,
NCNonb30BaHMO, 00e3BpEXUBAHMIO, TPAHCMOPTUPOBKE U pasMeLleHntio otxogos - IV
Krnacca onacHOCTU

OtBeT: |



5. OcHoBaHveM ANa Wu3bATUA U3  TpaxgaHCKoro obopoTta W YHUUTOXEHUS
KOHTpadakTHbIX J1C aBnsieTcs pelueHne
OTtBerT: cyna

6. lNpn oBHapyXeHMn NOMy4YEeHHOW CepuM NEKapCTBEHHOro mnpenapaTta B CNUCKe
NEeKapCTBEHHbIX CPeacTB, crneayeT BO3BPaTUTb TOBAp MOCTaBLUUKY,
nocrne noaTBepXXaeHMM 4OCTOBEPHOCTM NONyYEeHHON MHopmauum

OTBeT: 3abpakoBaHHbIX

7. Mpun npoBegeHUM MPUEMOYHOTO KOHTPONS U Mpu  oBHapyXeHun cepum
neKkapcTBEHHOrO nNpenapara B cnucke danbcnULMpoBaHHbIX CPEACTB, creayeT NoMecTuTb
NeKapCTBEHHbIN NpenapaTt B KapaHTUHHYI 30HY M NOCTaBUTb B U3BECTHOCTb n
npouHdopmMmnpoBaTh TeppuTopransHoe ynpaeneHne PocaapaBHagsopa

OTBeT: nocTaBLUMKa

8. AKT 06 yHU4TOXEHUM JIC nnu ero Konud, 3aBepeHHas B YCTaHOBIEHHOM nopsigke, B
TeyeHne __ paboumx OHEN CO OHA ero COCTaBfieHUsl HanpasfiieTCa B YNOSIHOMOYEHHbIN
opraH BnagenbLem YHUYTOXeEHHbIX J1C

OTBeT: 5, natn

9. nopﬂ,D,OK BeaeHnA yqéTa JiCc orpaHn4eHHbIM CPOKOM rogHoOCTN B anTeyHom
opraHunsauunn yctaHaBIiMBaeTCA opraHunsauunnm
OtBerT: pykosogutenem

10. MNpwn BbiIgBneHun JIC ¢ NCTEKWIMM CPOKOM roaHocTh Takme J1IC xpaHAT oTAeNbHO OT
apyrmx rpynn J1C B
OTBeT: KapaHTUHHOW 30HEe

11. B cnyyae obHapyxeHus anbcuuumpoBaHHbIX unu HegobpokavecTBeHHbIX J1M1
HeobXoOMMO OTpasnTb KaYeCTBEHHbIE pPacXoXaeHuss B « 00 ycTaHOBIEHHbIX
pacxoXaeHUsIX B KONIMYECTBE N KayecTBe Npu NpMEMKe TOBapHO-MaTepmanbHbIX LLEHHOCTEN»

OtBerT: AKTe, akTe

12. MPN OBHAPY>XEHWW HEKAYECTBEHHOIO TOBAPA CNEOYET nomectuTb
TOBap B anTey4yHoW opraHm3aumm
OTBeT: KapaHTUHHYIO 30HY

13. ToBapoB no 6ot, 6Gpaky M nopye TOBaApOB, NPOM3OLUEALINX BO
BPEMSI XpPaHEHWs UNU Npu MNOArOTOBKE TOBapa K peanu3auun, Npou3BoaUTCA B MOMEHT
yCTaHOBNeHuns akta 6os, 6paka, nopyun ToBapos

OTBeT: Cnucanue, cnucaHme

14. BeliecTBO NPUPOAHONO WM CUHTETUYECKOrO MPOUCXOXOEHUSI WM  CMECh
BELLECTB, MCMONb3yeMble ANS JeYeHusi, NpounakTuKM U OuarHocTuku GonesHen — 3To

OTBeT: NekapCcTBEHHOE CPEACTBO

15. CoOTBETCTBME NEKAPCTBEHHOIO cpeacrtBa TpeboBaHnAM papMaKkonenHom ctaTbu
nnbo B cny4ae ee OTCYTCTBUS HOPMATMBHOW AOKYMEHTaUUN UM HOPMaTUBHOIO AOKYMEHTa
— 370 nc

OTBeT: 6e3o0nacHOCTb

16. XapakTepuctnka CTeneHn noroXMTENbHOro BANAHUS NEKApPCTBEHHOIO npenapaTa
Ha TeyeHne, NPOLOIMKUTENBHOCTL 3aboneBaHns UnNu ero NpeaoTepalleHne, peabunmrauuto,
Ha coXpaHeHue, npefoTBpalleHne Unu npepbiBaHMe — 3TO nekapCTBEHHOro
npenaparta



OT1BeT: 9adPPEKTMBHOCTb

17. JIEKAPCTBEHHOE CPEACTBO, COMNPOBOXOAEMOE NOXXHOWN
NH®OPMALIMEM O COCTABE W (M) TMPOU3BOAUTENIE NEKAPCTBEHHOIO
CPEOCTBA - nekapcTBeHHOe cpefCcTBO

OTtBeT: hanbcudumumpoBaHHoe

18. C6op wHpopmaumm o noBOYHbIX AENUCTBUSAX, HEeXenaTeflbHbIX peakumsx,
CEPbLE3HbIX HexenaTemnbHbIX peakuusix, HenpeaBUAEHHbIX HeXenaTenbHbIX peakumsax npu
NPUMEHEHNN NEKAPCTBEHHbIX MpenapaTtoB, a Takke 06 MHbIX (hakTax n obcTosATenbCTBaXx,
NpeaCcTaBnALWMX Yrpo3y XU3HM WUNU 300POBbI0 YenioBeka Ha Bcex atanax obpalleHus
nekapcTBeHHbIX npenapaToB B PO — 310

OTBeT: dapmakoHan3op

19. B cnyyae nonyyeHus uHopmaumMm O NOBOYHLIX AENCTBUSX, HexenaTeSbHbIX
peakumsix, Cepbe3HbIX HexenaTeslbHbIX peakumsax, HenpeaBUAEHHbIX HeXenaTenbHbIX
peakuusix nNpu  MpUMEHEeHUW JeKapCTBEHHbIX npenapatoB, 06 uHAUMBUAYaNbHOW
HenepeHoCUMOCTHN, OTCYTCTBUM IPEEKTUBHOCTM JIEKAPCTBEHHbBIX MpenapaTtoB MNpPOBU3OP
065s3aH coobLWKMTL B

OTtBeT: Poc3gpaBHagsop

20. ABTOMaTU3NpOBaHHAasA NHJOPMaLIMOHHas cucrema, co3gaHHasd
PocsgpaBHag3opoM aAns B3auMOLEWCTBUA C ydacTHUKaMU dpapMaueBTUYECKOro pblHKa,
KOoTopasa ctana eguMHoun ueHTpanusoBaHHon 6a3on gaHHbix no HIMNP B Poccun — ato AUC -

OtBeT: Poc3apaBHaasop

21. Tpu HapylweHuM LEenoCTHOCTU YMNakoBKM JEKapCTBEHHOrO npenapata OH
nomeLyaeTcs B 30HY
OTBET: KaPaHTUHHYIO

22. CpokK, CO AHSI BbIHECEHMS1 YNONMHOMOYEHHbIM OpPraHoOM peLleHns 06 Ux n3bATUN,
YHUYTOXEHMM W BbIBO3e, B TeyeHMe KOTOoporo Brnageney HegobpokayecTBEHHbIX
NEeKapCTBEHHbIX CPeacTB u (Mnun) danbCUULMPOBaHHbLIX NEKapCTBEHHbLIX cpeacTB 0bs3aH
WCMNOJSTHUTb 3TO PELLEeHNEe UM coobLUNTL O CBOEM HECOTrNacun ¢ HAM He OOMKeH NpeBblwaTtb

JHen

OTBerT: 30

23. Cpok, B Te4eHMe KOTOPOro akT 06 YHUYTOXEHUM NEKAaPCTBEHHbIX CPEACTB UMK ero
Konusi, 3aBepeHHas B YCTaHOBIIEHHOM Nopsake, HanpaBnsieTcs BNagenbLueM YHUYTOXEHHbIX
NEeKapCTBEHHbIX CPeACTB B YMNOMHOMOYEHHbIA OpraH - B TeYeHue paboymx gHen co
[HS1 ero coctaBneHus

OTBeT: 5, natu

24. lpenapaTbl, coaepxalline BellecTBa, O KOTOPbIX HET CBEAEHUM Ha ynakoBke, B
HUX OENCTBYIOLLEE BELLECTBO 3aMeEHSETCA Ha bonee aeweBoe U MeHee apdekTnBHOE — 3TO
npenapartbl -
OTBeT: mMUTaTOpLI

25. Buabl danbcudurkaumm nekapCTBEHHbIX MpenapaToB «npenapartbl-MyCTbIWKNY,
«npenapaTbl-MMUTaTOPbI», KU3MEHEHHbIE flekapCcTBay, «npenapaTbl- »
OTBeT: KONuu

MK-3 [OTOBHOCTbL K NpOBedeHU0 npoueadyp MO rocygapCTBEHHOM
pernctpauumn nekapCcTBeHHbIX NpenapaTos




1. BAKOHYUTE YTBEPXOEHWE. MO MEPE PEAJIM3AUUN KAXOOIO 3TAIMA
FOCYOAPCTBEHHOW PEMMCTPALUN JIEKAPCTBEHHOI'O MPENAPATA
NMHOOPMALINA O PELLEHUW MO KAXOOMY 3TAINMY BHOCUTCA B BA3Y OAHHbLIX MO
PEMMCTPAUMN NEKAPCTBEHHbLIX CPEOCTB B TEYEHUE:

Bbibepute oanH oTBeT:

A) 3 pabouunx gHen

B) 3 oHen

B) 5 pabouunx gHen

2. MPY TOCYOAPCTBEHHOW PETMCTPALIMA OP®AHHOIO JIEKAPCTBEHHOIO
MPENAPATA 01 ®OPMUPOBAHUA PA3OENA KINMHUYECKOW OOKYMEHTALIMW
PETMCTPALUMOHHOIO [AOOCBLE TMPEAOCTABJTAKOTCA OTYETblI O PE3YJIbTATAX
KMMHWYECKMX WCCNEOOBAHUA OP®AHHOIO JIEKAPCTBEHHOIO TMPEMAPATA
ana MEOUUUMHCKOro  MPUMEHEHWA, TMPOBEOEHHBIX B POCCUWCKOW
SELNEPALINN, nnn OTYETHI O PE3YINbTATAX MEXOYHAPOOHbIX
MHOIOLEHTPOBbBIX KIMMHNYECKNX NCCNEOOBAHNAX OP®AHHOIO
NNEKAPCTBEHHOI'O TPEMNAPATA, 4YACTb W3 KOTOPbLIX TIPOBEOEHA HA
TEPPUTOPUN POCCUNCKOWN SEAEPALIMM B COOTBETCTBMM C TMPABUITAMU
HAONEXALLEWN KNMMHUYECKOW NPAKTUKA

Bbibepute oanH oTBeET:

A) BepHo

B) HeBepHO

3. NMOAOTBEPXOEHUE FOCYOAPCTBEHHOW PETMCTPALIUN
NNEKAPCTBEHHOI'O MPEMNAPATA OCYLWECTBITAETCA HA OCHOBAHUW:

Bbibepute oanH oTBET:

A) pe3ynbTatoB hapmakoHaa3opa

B) pesynbtatoB 3KCNepTU3bl OTHOLUEHUS OXMAAEMOW MOMb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNA NeKapCTBEHHOro mnpenapata Ha OCHOBaHWW pe3ynbTaTOB MOHUTOPUHIa
3 EKTUBHOCTN N BE30NACHOCTN NTEKAPCTBEHHOMO NnpenapaTa

B) 3aaBneHna Ha Bblgadyy 6HeccpoyYHOro perncTpaumMoHHOro  yAoOCTOBEPEHUS
nekapcTBEHHOro npenapaTta

") BLIBOPOYHOrO KOHTPOMSA KaYecTBa NekapCcTBEHHOro npenapara

4. OoMUNAITBHBIM NCTOYHWUKOM WHO®OPMAUMM O JIC, MNPOWEAWNX
rOCYOAPCTBEHHYHO PEMTMCTPAUNIO, ABITAETCA

A) rocyaapcTteeHHbin peecTp J1C

B) pernctp JIC Poccun

B) saHumknonegusa J1C

") FTocymapcTBeHHas hapmMakonesi

5. MEPEYEHDb >XHBJIMN COINIACHO ®EOEPAJIbHOMY 3AKOHY P® OT 12.04.2010
Ne61-®3 YTBEPXXOAETCA HA CPOK

A)B 1rog

b) B 2 roaga

B) B 0,5 roga

") HeonpenenéHHbIn

6. MPOBEOEHVE B POCCUNCKOW ®EAEPALIV EOVHOM TrOCYOAPCTBEHHOW
MNOJIMTUKMN B OBNACTW OBECMNEYEHUNA JIEKAPCTBEHHBIMU TMPEMNAPATAMU
rPAXXOAH HA TEPPUTOPUN PO OTHOCKUTCA K NOJIHOMOYUAM

A) cbegepanbHbIX OpraHoOB UCNOSTHUTENBHOW BNacTu

B) opraHoB ncnonHuTenbHoM Bnactn cybbektoB Poccuinckon denepaumm

B) anteyHbix opraHu3aumm

I") opranusaunn-npounasogutenen J1

7. CPOK OENCTBUA PETMCTPALIMOHHOIO YOOCTOBEPEHMA HA BMEPBbLIE
PEMMCTPUPYEMbIN B POCCUWN NEKAPCTBEHHbIV MPEMNAPAT COCTABJIAET (NET)

A)5

)7
B) 10
15



8. CPOK NJENCTBUA PETMCTPALIMOHHOIO YOOCTOBEPEHUA HA NN NOCNE
MOATBEPXOEHWA EMO TOCPEMMCTPALNN COCTABITAET

A) BeccpoyHbI nepuog

B) 5 net

B) 10 net

) 15 net

9. NArOTOBUTENb OBA3AH OBECIEYMBATb BE3OINACHOCTbL TOBAPA B
TEYEHUE

A. YCTaHOBJIIEHHOro cpoka CNy>0bl NN Cpoka rogHOCTW ToBapa unu B TeveHne 10
neT nocne nepegayv noTpebuTtento, ecrnm cpok crnyxbbl He yCTaHOBNEH

B) neproaa npogonmkntenbHOCTbIO He MeHee 10 neT Co AHS U3rOTOBMNEHMS

B. CpOKa, YCTaHOBMEHHOro I0rOBOPOM

[') cpoka rogHOCTM ToBapa

10. HA TOBAP, MPEOHASHAYEHHbIV anA OJIMTENBHOIO
NCMONb30OBAHUA, N3TOTOBUTENb BMNPABE YCTAHABJTIMBATb CPOK

A. Cnyxo0bl
B) NpuHATUA NpeTeH3nn
B. rogHoCTU

") none3Horo Ncnonb3oBaHuUs

11. JIEKAPCTBEHHbLIE CPEOCTBA B BWAE JIEKAPCTBEHHbLIX ®OPM,
MPUMEHAEMBIE ONA NMPOOUNAKTUKAU, ONATHOCTUKNA, NNEMEHUA 3ABEONEBAHUA,
PEABUITUTALUMN, ONA COXPAHEHWA, MPEOOTBPAWLEHWA WNU TMPEPLIBAHUA
BEPEMEHHOCTU ABNTAKOTCA

A. nekapcTBEHHbIMU NpenapaTamm
B) nekapcTBeHHbIMM cpeacTBamMm
B. HapKOTUYECKUMN cpeacTBaMu

[") NCMXOTPONHBLIMKU BeLLleCTBaMU

12. NMEPEYEHDb KN3HEHHO HEOBXOANMbIX A BAXKHEMLLINX
NEKAPCTBEHHbIX NMPENAPATOB YTBEPXOAETCHA

A) pacnopspkeHnem NpaButensctea PP

b) npukazom MuHsgpasa PP

B) ykasom lNpe3ngeHTa

') noctaHoBneHuem lNpaButensctea PO

13. TOCYOAPCTBEHHOW PEMMCTPALIMX HE MOAONEXAT NEKAPCTBEHHbLIE
MPENAPATDI

A) N3roToBfIEHHbIE aNTEeYHbIMU OpraHu3auusaMmn No peuenTtam Bpaden n TpeboBaHNAM
MeOMLMHCKNX OpraHn3aunm

b) opurmHaneHble

B) BocnpounsseneHHble

") HoBble KOMBMHaLUMK 3aperncTpMpoBaHHbIX paHee NekapCTBEHHbIX NpenapaToB

14. HE MOAJIEXXAT FOCYJAPCTBEHHOW PETMCTPALINA

A) N3roToBNeHHbIE B anTeke fiekapCTBeHHble nNpenapaTbl

B) BocnpounasenEHHbIE NEKAPCTBEHHbIE NpenapaTbl

B) opurMHanbHble nekapCcTBeHHbIE NpenapaTbl

") HoBble KOMBMHaLUMK 3aperMcTpMpoBaHHbIX paHee NekapCTBEHHbIX NpenapaToB

15. HA3HAYEHUWE JIEKAPCTBEHHbIX T[PEMNAPATOB, HE BXOOAWWX B
COOTBETCTBYIOWMNA CTAHOAPT MEOWLIMHCKOWM NMOMOLWM, OOMYCKAETCA B
CJTYYAE

A) HanuuuMs MHAMBMAYyarnbHbIX NOKasaHu (MHOWMBUAOYaANbHOW HENEepPeHOCMMOCTH, MO
XN3HEHHbIM MOKa3aHNAM)

B) no npocbbe nauneHTa

B) no ycmoTpeHuio Bpaya

") no cornacoBaHu1io Bpaya 1 naumeHTa

16. COIMACHO 3AKOHOIATEJIbCTBY P® K OBPALUEHUIO JIEKAPCTBEHHbIX
CPEOCTB HE OTHOCUTCA

A) pacnpoctpaHeHue J1C



B) paspaboTka, [OKMMHMYECKME WUCCNEeaoBaHWs, KIMHUYECKME UCCneaoBaHus,
3KCnepTm3a, rocygapCTBEHHAsa perucTpaums, CtaHgapTnsaunsa n KOHTPOSb KayecTBa

B) npon3BoacTBO, N3rotoBneHne, XxpaHeHme

[') nepeBo3ka, BBO3 Ha Tepputoputo PP, BbIBO3 ¢ Tepputopun PP, peknama

17. TOCYODAPCTBEHHAA PEMMCTPAUMA JIEKAPCTBEHHbLIX CPEOCTB,
BEOEHWE rOCYOAPCTBEHHOIO PEECTPA  JIEKAPCTBEHHbIX CPEACTB
OTHOCATCA K NMOJIHOMOYNAM

A) Munsgpasa Poccun

b) PocsgpaBHagsopa

B) PocnotpebHagsopa

I") opraHmnsauun-npounssogutenen J11

18. TOCYOAPCTBEHHAA PETMCTPALNA BALOB NMPOBOAUTCA

A) ®epepanbHon cnyxbon no Hags3opy B cdepe 3awuTbl npas notpedbutenen u
Bnaronony4ms yenoseka (PocnoTpebHaasop)

B) ®epepanbHon cnyxbon no Hag3opy B cdepe  34paBOOXpPaHEHUS
(PocsppaBHagsop)

B) MuHuctepctsom 3gpaBooxpaHeHust PO

) ®epepanbHbIM areHTCTBOM MO TEXHUYECKOMY PEeryrMpoBaHUIO U METPOSorum
(PoccTtangapr)

19. HAUMEHOBAHME [JEWCTBYIOWErO BELIECTBA ®APMALIEBTUYECKOW
CYBCTAHLUNN, PEKOMEHOOBAHHOE BCEMUPHOW OPIrAHU3ALMEN
3O0PABOOXPAHEHWA ABNAETCA

A) MexgyHapoaHbIM HeNnaTeHTOBaHHbIM HAaMMEHOBaHNEM NIeKapCTBEHHOIO CpeacTBa

B) ToproBbiM HanmMeHoOBaHMEM NEKAaPCTBEHHOIO CpeacTBa

B) rpynnmpoBoYHbIM HaMMEHOBaHUEM FleKapCTBEHHOIO NpenapaTa

') HanmeHoBaHWEM pedepeHTHOro fIekapCTBEHHOrO nNpenapaTta

20. HAMMEHOBAHWE JIEKAPCTBEHHOIO CPEACTBA, NPUCBOEHHOE EIO
PASPABEOTUMKOM, [OEPXATENEM WK BIAOENBbUEM PEMMCTPALNOHHOIO
YOOCTOBEPEHNA NEKAPCTBEHHOIO MNMPEMAPATA ABJTAETCA

A) TOproebIM HaMMEHOBaHMEM NEeKapCTBEHHOro cpeacTBa

B) mexgyHapoaHbIM HenaTeHTOBaHHLIM HAUMMEHOBAHWEM JleKapCTBEHHOrO CpeacTBa

B) rpynnMpoBoYHbIM HaMMEeHOBaHWEM flekapCTBEHHOIO npenapara

') HanmeHoBaHWEM pedepeHTHOro NIeKapCTBEHHOIO NpenapaTta

21 HAMMEHOBAHWE JIEKAPCTBEHHOIO TIPEMNAPATA, HE WMEIKLWEIO
MEXOYHAPOOHOIO HEMATEHTOBAHHOIO HAMMEHOBAHUA, WITKM KOMBUHAL U
NEKAPCTBEHHbIX MPEMAPATOB, UCMNOJIb3YEMOE B UEJIAX OBbEOUHEHNA X B
reynny nog eEaMHbiIM HAMMEHOBAHUMEM NCXOOA U3 OOUNHAKOBOIO COCTABA
OENCTBYIOLWMX BELLECTB ABNAETCHA

A) rpynnMpoBOYHbIM HaUMMEHOBAHWEM JTIEKAPCTBEHHOIO npenaparta

B) mexgyHapoaHbIM HenaTeHTOBaHHLIM HAUMEHOBAHNEM JleKapCTBEHHOIO CpeacTBa

B) ToproBbiM HanmMeHoBaHMEM NEeKapCTBEHHOro cpeacTBa

') HanmeHoBaHWEM pedepeHTHOro NIEKapCTBEHHOrO NpenapaTa

22. ®DAPMALIEBTUYECKMIN PABOTHUK MMEET MPABO MPEONOXWUTb 3AMEHY
NEKAPCTBEHHOI'O MNMPEMNAPATA

A) peuenTypHoro otnycka (B pamkax ogHoro MHH) n 6e3peuentypHoro otnycka

b) aHanornyHoro gencreus

B) oTeyecTBeHHOro npon3soanTens

") 3apybexHoro nponssoauTens

23. JIEKAPCTBEHHbLI/ NMPEMAPAT, KOTOPbIM WMEET TAKOW XKE
KAYECTBEHHbIN COCTAB W KONMWYECTBEHHbLIA COCTAB [OENCTBYHOLMX
BEWECTB B TAKOW >XE JEKAPCTBEHHOW ®OPME, UYTO W PE®EPEHTHbIN
NEKAPCTBEHHbIV MPEMNAPAT, BUO3KBVBANEHTHOCTb UNN TEPAMEBTUYECKAS
OKBMBAJIEHTHOCTb KOTOPOIO PE®EPEHTHOMY JIEKAPCTBEHHOMY TPEMAPATY
NMOATBEPXOEHA  COOTBETCTBYHOWMMU NCCNEOOBAHNAMK,  ABNAETCH
NEKAPCTBEHHbIM MPEMNAPATOM

A) BocnpounssenEHHbIM



B) koHTpaakTHbIM

B) pbanbcudmumpoBaHHbIM

M) HegobpoKa4YeCTBEHHbIM

24. HAMMEHOBAHWE NEKAPCTBEHHOIO TPEMNAPATA, NMPUCBOEHHOE EIO
PASPABOTUMKOM, [OEPXATEJIEM WK BINAOENBUEM PEMMCTPALUNOHHOIO
YOOCTOBEPEHUA NEKAPCTBEHHOI'O MPEMNAPATA, ABJTAETCA

A) ToprosbiM

B) mexgyHapoaHbIM HenaTeHTOBaHHbIM

B) rpynnupoBoYHbIM

") xuMmnyeckum

25. SAKOHYUNTE YTBEPXOEHWE. MO MEPE PEAJTM3ALNN KAXKOOIO 3TAIA
FOCYOAPCTBEHHOWN PEMMCTPALUN JIEKAPCTBEHHOIO MPENAPATA
NHOPOPMALNA O PELWLEHNW MO KAXOOMY 3TAIMY BHOCUTCA B BA3Y OAHHbLIX MO
PEMMCTPAUNMN NEKAPCTBEHHbLIX CPEOCTB B TEYEHUE:

BbibepuTe 0anH OTBET:

A) 3 pabouux gHen

B) 3 oHen

B) 5 pabouunx gHen

OTKpbITble BOMPOCHI:

1. Mo mMepe peanusaumMm Kaxgoro artana rocyfapCTBEHHOW permcrpauum
fleKapCTBEHHOro npenaparta UHGOoOpPMaUusa O peLleHnn No Kagomy aTtany BHocuTcda B 6asy
AaHHbIX MO perncTpaunm nekapcTBEHHbIX CPEACTB B TeYeHne _ paboyunx aHeEN.

OtBeT: 3, Tpex, Tpeéx

2. [logTteepxaeHne rocygapCTBEHHOMW perucTpaunmn nekapcTBEHHOro npenapara
OCYLLECTBNSAETCS Ha OCHOBAHUN pe3ynbTaToB
OTBeT: dapmakoHagsopa

3. lpun rocygapCTBeHHOW perncrpaumm opaHHOro nekapcTBeHHOro npenapara gns
dopMmnpoBaHua  pasgena  KIMHUYECKOW  OOKYMEHTauuMmM  PerncTpaumMoHHOro  Aochbe
NPeaCcTaBnsATCA OTYETbl O pe3ynbratax KIMHUMYECKUX WccnenoBaHui  opgaHHOoro
nleKkapCTBEHHOro npenaparta Angd MeauuMHCKOro NnpuMeHeHus, NpoBeaeHHbIX B Poccuickon
depgepaumm, unm oT4ETbl O peasynbTaTtax MeXAyHapOoLHbIX MHOMOLEHTPOBbLIX KITMHUYECKNX
nccnegoBaHuax opaHHOro fiekapCTBEHHONO npenapaTta, YacTb M3 KOTOPbIX NpoBedeHa Ha
Tepputopun Poccunckon dPegepaumm B COOTBETCTBUM C MNpaBunaMym  Haanexawlemn

NpaKTUKn

OTBET: KNNHNYECKON

4. OdmumanbHbIM UCTOYHUKOM MHopmaumm o JIC, npowenwmnx rocyaapCTBEHHYHO
permcTpauuio, ABnseTcs rocyaapCTBeHHbIN Jic
OTBeT: peecTp

5. Cpok AencTeumsi permcTpaumMoHHOro YAOCTOBEPEHMS Ha BMNEPBLIE PETMCTPUPYEMBIN
B Poccunmn nekapCTBEHHbIW rnpenapaT cocTaBnseT net
OTBeT: 5, NaTb

6. CPOK EVNCTBUA PEMMCTPALIMOHHOIO YOOCTOBEPEHMA HA NN NOCINE
NOAOTBEPXOEHWA EFO TOCPEMMCTPALNU COCTABNAET nepvog
OTtBeT: 6eccpoyHbIi

7. WasrotoButens o653aH obecneymBaTb ©Oe3onacHOCTb TOBapa B TEYEHME
YCTaHOBJIEHHOIO CpPOKa CIyX0bl UM cpoka rogHOCTU TOBapa UM B TEYEHMEe net
nocne nepegayv notTpedutento, ecrnm cpok cnyx6bl He YCTaHOBIEH

OteeT: 10, pecatu



8. Ha ToBap, npedHasHayeHHbIn Ans  OfUMTENbHOMO  UCNONb30OBaHWS,
N3roToBUTENb BNpaBe yCTaHaBnnBaTb CPOK
OTBeT: cnyx6bl

9. ﬂeKapCTBeHHble cpeactea B BuAe NEeKapCTBEHHbIX CbOpM, npuMmeHdaemMble O
I'IpOCbl/IJ'IaKTMKVI, ANArHOCTMKK, neveHuss 3aboneBaHus, pea6mn|/|Tau,MV|, O3 COXpaHeHUs,
npegorBpaleHna nin npepbiBaHnA 6epeMeHHOCTI/I ABNAOTCA

OrtBerT: JNIeKapCTBEHHbIMU NnpenapaTtamMu

10. [lepevyeHb XKM3HEHHO HEOBXOOMMBLIX W  BaXXHEWUWIUX  JIEKAPCTBEHHbIX
npenapaToB yTBepXxaaeTca MpaButenbctea PO
OTBeT: pacnopsikeHnem

11. Focy,qapCTBeHHoﬁ permcTtpaunnm He noanexat JeKapCTBeHHble npenapaTtbl
anTevyHbiIMM oOpraHmn3aumnamMmn no peudentam Bpa‘-lel7| n TpGGOBaHMFIM
MeaNUNHCKNX OpFaHI/I3aLI,I/IIZ

OTBeT: M3roTOBIIEHHbIE

12. [ocygapCTBeHHasi  permctpaums  feKapCTBEHHbIX  CpPeacTB,  BedeHue
rocygapCTBEHHOMo peecTtpa feKkapCTBEHHbIX CPeACTB OTHOCATCS K MOSTHOMOYUAM
Poccun

OtBeT: MuH3gpaBa, M3, MuHucTepcTBa 3apaBooxpaHeHns

13. HanmeHoBaHMe nekapCTBEHHOro cpeacTBa, MPUCBOEHHOE ero paspaboTymkom,
aepxatenem wnu - BnagenbueM PerncTpauuoHHOro  YAOCTOBEPEHUSI NEeKapCTBEHHOMO
npenapara siBNseTcs HanmMeHoOBaHWEM NeKapCTBEHHOIo CpeacTBa

OTBeT: TOProBbIM

14. nekapCTBEHHbIN npenapaT, KOTOpPbiA UMEET TaKOW K€ KaudeCTBEHHbIN COCTaB W
KONMYECTBEHHbIN COCTaB AEMCTBYIOLMX BELLECTB B TAKOM e NnekapCTBEHHOM bopMe, YTO U
pedepeHTHbIN NeKapCTBEHHbI npenapaTt, OWO3KBMBANEHTHOCTb WMAW TepaneBTMYecKas
9KBMBANEHTHOCTb KOTOPOro pedepeHTHOMY nekapCTBEHHOMY MpenapaTy MOATBepXaeHa
COOTBETCTBYWOLLUMMM  UCCNEAOBaHUAMK,  ABNSAETCS neKkapcTBEHHbIM
npenapaTom

OTBeT: BOCNpON3BEAEHHLIM, BOCNPON3BELEHHBIM

15. To wmepe peanusaunm Kaxgoro aTana rocyagapCTBEHHOW pernmcrpauumm
NeKkapCTBEHHOro npenaparta MHOpMaLumMs O peLleHUn No Kaxxaomy aTany BHocuTcs B Gasy
AaHHbIX MO perncTpaunm nekapCcTBeHHbIX CPeACTB B TeYeHMEe pabounx aHewn

OTtBeT: 3, Tpex, TPéx

MK-9 [[OTOBHOCTb K OpraHmsaumm KOHTPONA KavyecTBa fekapCTBEHHbIX
cpeacTs
1. BbIGOPOYHbLIN KOHTPOSb Ka4eCcTBa JIEKAPCTBEHHbLIX CPEACTB, OCYLLECTBNAEMbIN

YNONTHOMOYEHHbIM heaeparnbHbIM OpraHOM UCMONHUTENBHOWM BnacTu, BKMoYaeT B cebsi B
TOM yucre

. NPUHATME MO pe3ynbTaTamM NPOBEAEHHbIX UCMbITAHUIN PELLEHNS O AanbHenLweMm
rpaxxgaHckoM 06opoTe COOTBETCTBYHOLLErO SIeKapCTBEHHOIO CpeacTBa

. NNUEH3NOHHBIA KOHTPOJb B chepe Npon3BoaCcTBa NeKapCTBEHHbIX CPeaCTB

. denepanbHbIi FOCy4apCTBEHHbIV Haa30p B cdhepe obpalleHus
neKapCTBEHHbIX CpeaCcTB

. nposegeHne papmakoHagsopa

2. Obs3aTenbHble BUAblI BHYyTPUANTEYHOrO KOHTPOSSA AN TeKapCTBEHHON (hopMbl

coctaBa: Bosbmu: PactBopa nunokapnuHa rugpoxnopuaa 2% - 10 mn. Jan takmx go3 Ne5.
MasHble kannu



J NMUCbMEHHbIN, OpFGHOJ’IGI’ITVI‘-lGCKI/II?I, KOHTPOJ1b NP OTNyCKe

. NMUCbMEHHbIN, OPraHoNenTUYEeCKUN, MNOMHbIN XUMNYECKUIA, KOHTPOSb Mpu
oTnycke

. NMUCbMEHHbIN, OPraHoNIeNTUYECKMUIA, NOSTHBIA XUMUYECKUIN, OU3NYECKNNA,
KOHTPOSIb NPU OTNYCKe

3. Brnagetb BCeMu BUaamMu BHYTPUaANTEYHOrO KOHTPOSIS JOSMKEH:

PYKOBOAUTESb anTekn

. NPOBU30OP-TEXHOOT

. NPOBU3OP-aHaNUTUK

. dapmaueBT

. dracoBLLMK

4. KTo npoBoanT B anTteke NpMeMOYHbIN KOHTPOSIb?

. 3aBeyloLWmm - NPOBU30P anTeku.

. 3aMecTuTeNb 3aBeyoLLero NpoBM3op anTeku.

. NPOBU3OP-aHaNUTUK

. NPOBU30OP-TEXHONOT

. dapmaueBT

. Kommceus no npuemke J1C

5. YKaxute, CyMMe Kakmx BUOOB BHYTPMANTEYHOro KOHTPONSA NogseprarTcs
Bbl6opoyHo J1C, nsrotosnsemblie B antekax (npukas N 751H).

. OMPOCHOMY U (PU3NYECKOMY

. NMUCbMEHHOMY U XUMUYECKOMY

. opraHonenTU4eckoMy U XMMU4eCKoMy

. XUMUYECKOMY M KOHTPOSIO NpU OTRYyCKe

. opraHonenTU4YeCcKoMy 1 KOHTPOSO Npu OTMyCKe

6. YKaxute, CyMMe Kakux BUOOB BHYTPMANTEYHOro KOHTPOMSA NoABeprarTca
obs3atenbHo Bce JIC, n3rotoBnsgemble B antekax

. NMUCbMEHHOMY, OPraHoONEeNTUYECKOMY 1 KOHTPOSIO NPU OTNyCKe

. XUMUYeCKoMy, OM3NYECKOMY 1 ONPOCHOMY

. P13MYeCcKoMy, OpraHoNIENTUYECKOMY U OMPOCHOMY

. opraHonenTU4YecKomMy, XMMM4YECKOMY 1 ONPOCHOMY

. OMpPOCHOMY U oU3NYECKOMY

7. YKaxuTe, Kakme nokasarenn Heobxoammo npoBepsTb Npu NpoBeaeHNM
OpraHoNenTUYeCKoro KOHTPOSs B anTekax

. BHewWHun Bug, “OnncaHune”, 3anax, OAHOPOLHOCTb

. BHewWHUn Bng, “OnncaHune”, 3anax, 0OAHOPOLHOCTb U OTCYTCTBUE MEXAHNYECKNX
BKINIOYEHUN (Knakme nek. opmbl)

. BHeLwHun Bng, “Onucanune”, 3anax, 0oAHOPOAHOCTb, OTCYTCTBME MEXAHNYECKNX
BKINIOYEHUN (>Knakme nek. opmbl), Ha BKyC (BbIBOPOYHO Ans AeTen)

. BHeLwWHUn Bng, “Onucanune”, 3anax, OTCyTCTBME MEXaHUYECKMNX BKIHOYEHUN
(>knokue nek. popmbl), Ha BKyC (BbIBOPOYHO ANist AeTEN)

. BHewWHun Bua, “Onmcanune”, 3anax, Ha BKyC

8. Bng XMMmn4eckoro KOHTPOMs NeKapCTBEHHbLIX CPEACTB AJ11 HOBOPOXOEHHbIX:

. KayecTBeHHbIN.

. KonnyectBeHHbIN.

. MonHbIN (KAaYECTBEHHBIV N KONMYECTBEHHBIN).

9. MNpw opraHONEeNTUYECKOM BHYTpMUaNTE4YHOM KOHTPOIE NPOBEPSIOT:
OTCcyTCTBME MEXaHUYECKNX NPUMECEN

. OoLwum obbLEM
. KonnyectBo o3
. Maccy

10. JlekapcTBeHHbIE hopMbI, TPEDBYIOLLIME CTEPUNM3ALMK, NOABEPratoTCs
PU3NYECKOMY KOHTPOIHO:

. Mocne pacdacoBku 4o Ux ctepunmnsaumu.

. [lo n nocne crepunusauunu.

. Mocne cTepunusauuu.



. He noasepratoT pranyeckomy KOHTPOSIo.
11. Ykaxute cymmy TpeboBaHuii, koTopasi Heobxoauma Ansi BbINOMHEHUS
npeaynpeanTenbHbIX MEPONPUATUIA B anTeke

. cobnoaeHne CaHUTapHbIX HOPM M NpaBuI, NpaBun acenTukn

. cobnoaeHne cCaHUTapHbIX HOPM M NpaBuI, NPOTUBO3NUAEMUYECKOTO pexmnma,
npaBun acenTuKku

. cobnoeHne CaHUTapHbIX HOPM U NPaBuI NPOTMBO3NUAEMUYECKOrO pexmuma

. cobnoeHne CaHUTapHbIX HOPM M NpaBuI, NpaBun acenTuku
dapmaLeBTUYEeCcKoro nopsaka

. cobnoeHne caHUTapHbIX HOPM M NPaBuI, NPOTUBO3NUAEMUYECKOTO pexmnma,

npasusl acenTukn, hapmMaLeBTUYECKOro nopsaka, npasusl nonyyeHuns, cbopa n xpaHeHus
BOAbl OYULLEHHOW M BOAbI AN UHbEeKUuK, TexHosnorum JIC, ycnosun n cpokoB xpaHeHus J1C
n ap.

12. [Mpwn pmnsnyeckom BHYTpUanTEYHOM KOHTPOISIE NMPOBEPAOT

. LBeT, 3anax
. Maccy OTAenbHbIX 403
. Npo3payHOCTb

13. aneMOHHbIVI KOHTPOJ1b Ka4eCTBa J1IeKapCTBEeHHbIX CpeacTB NnpoBoaAnUTCA No
YKa3aHHbIM MNMoKa3aTesiaM Ka4eCcTtBa, Kpome

. NOAJSIMHHOCTM
. ynakoBKu

. MapKMpPOBKM
. onucaHusi

14. C60opHUKOM 0b64a3aTenbHbIX 06LLEerocyaapCTBEHHbIX CTAHOAPTOB U MOMOXEHWMN,
HOPMUPYHOLLMX Ka4eCTBO NIEKapCTBEHHbIX CPEACTB, ABNSETCS

. CnpaBoOYHUK (hapmaueBTa

. npukasbl M3 No KOHTPOMO KayecTBa fiekapCTBEHHbIX CPeACTB

. roCT

o o

. GMP

15. OueHka KayecTBa fiekapCTBEHHbIX POPM OCYLLIECTBIISIETCA cornacHo npukasy M3
P®:

. 751H

. 309

. 214

. 305

. 308

16. YKaxnte CpoK XpaHeHUst XXypHarioB, B KOTOPbIX PEMMCTPUPYIOTCA pe3yribTaTbl
KOHTPONSA KayecTBa NIeKapCTBEHHbIX CPEACTB B anTekax

. 2 mec
. 3 mec
. 6 mec
. 1 ron

. 2 roga

17. Ykaxnte, kakne TpeboBaHns NpeabaBnsaoTcs K 0QOPMIIEHMIO XypPHaNoB Ans
perncTpauumn pesynbTaToB KOHTPONS kadectsa JIC B anTekax

. MPOLLUHYPOBaH, MPOHYMepPOBaH, 3aBepeH NOAMUCHI0 PyKOBOAUTENS

. MPOLLHYPOBaH, MPOHYMEPOBaH , 3aBEPEH NeYaTbio anTeku

. MPOLLHYPOBaH, MPOHYMEPOBaH, 3aBEPEH NOAMUCHLI0 PYKOBOAUTENS M NeYaTbio
anTeku

. NMPOHYMEepOBaH , 3aBEPEH NevaTbo anTeku

. MPOLLHYPOBaH , 3aBePEH NOANUCHLI0 PYKOBOAUTENS

18. K OCHOBHbIM HanpaBneHnsaM rocygapCcTBEHHOW pernaMmeHTauum npoMs3BoacTea u
KOHTPOISl Ka4eCTBa fleKapCTBEHHbIX NpenapaToB OTHOCATCS:

. YCrOBUSA N3roTOBIEHUS NpenapaToB BbICOKOro Ka4ecTBa;

. pernameHTaumsa TpebosaHui k J1IPC;



J ycnosua Tpyaa pa6OTHVIKOB anTe4yHom opraHunsauunu;

. TpeboBaHUSA K OOKITMHUYECKUM UCCNEeA0BaHUAM,

19. Banngauusa - 3170 noHATMe, oTHocsiweeca kK GMP 1 o3Havatoulee:
. KOHTPOJSb M OLEHKY BCEro Npon3BoACTBa

. KOHTponb 3a paboton OTK

. CTEPUITbHOCTb

. nposepky kayectsa [T1C

. KOHTPONb AEATENBHOCTU NepcoHana

20. MNMpu Banugauum NpoBOANTCS OLLEHKa aHanNUMTUYeCKon MeToANKM Nno
NnepeYmCcrieHHbIM HUXXE XapaKTepucTMKam, KpoMe:
o HecneunguyHOCTH

o npegeny obHapyxeHuns

. npegeny Konm4yeCcTBEHHOro onpeaeneHns

° NUHENHOCTH

. NpPaBuNbHOCTH

o npeLum3noHHOCTU (precision)

21. CneunuyHOCTb aHaNUTUYECKON METOANKM — ITO

. CNOCOOHOCTb aHANUTUYECKON METOAUKN OAHO3HAYHO OLEHNBATb
onpeaensieMoe BELLECTBO B MPUCYTCTBUN COMYTCTBYIOLLMX KOMMOHEHTOB

. HauMMeHbLLEE KONMYECTBO (KOHLIEHTPaLKs) onpeaenseMoro Belectsa B

obpasue, KoTopoe MOXeT ObITb OBHapPYKEeHO (MNK NPUBNMXKEHHO OLIEHEHO) C
Ncnonb3oBaHMEM BanuanpyemMon MeToauku.

. HanM4ymMe NUHeNHON 3aBUCUMOCTU aHANUTUYECKOrO cUrHana oT KOHUEeHTpauum
UnNn Konu4yecTBa onpeaensieMoro BeLwecTsa B aHanmampyemon npobe B npegenax
aHannTM4eckom obnactn MeToauKN.

. CMOCOBHOCTb COXPaHATb HaNOEHHbIe AN Hee B ONTUMarbHbIX (HOMUHAMbHbIX)
YCMOBUSX XapaKTEPUCTUKN

22. [loBTOPSAEMOCTb aHaNMMTUYECKON METOANKN OLEHUBAIOT MO:

. pesynbTtatam, NOyYEeHHbIM B OAMHAKOBLIX PerfiaMeHTUPOBaHHbIX YCNOBUSAX B
oaHown nabopatopun (04MH M TOT XKe UCMONHUTENb, OAHO U TO Xe obopyaoBaHue, OANH U TOT
Xe Habop peakTMBOB) B Npeaeriax KOPOTKOro NpoOMeEXyTKa BpeEMEHMU

. pesynbTtatam, Nofly4YeHHbIM B OAWHAKOBbLIX pPerfiaMmeHTUPOBaHHbIX YCNOBUSAX B
oaHown nabopatopun (04MH M TOT XXe UCMONHUTENb, OAHO U TO Xe obopyaoBaHUe, OANH U TOT
Xe Habop peakTMBOB) B TEYEHUN roaa.

. pesynbTaTtam, NoslyYeHHbIM B yCrnoBusax paboTbl ogHon nabopaTtopumn (pasHble
[AHW, pa3Hble UCNONHUTENKW, pasHoe obopyaoBaHue v T. 4.

. pesynbtaTam, MOSlyYEHHbIM MpPUM MNPOBEAEHMM WUCMBITAHUA B PasHbIX
naboparopusx

23. MaTtepuanbl Banugaumm OTAENbHbIX aHaNMUTUYECKUX MeTOAMK OPopMIISAOTCH B
BUAe :

. oT4yeTa 0 Banugaumu
. aKkTa o Banuaaumm

. 3aKMYeHns o Banugaumm

24. MNpasuna GMP He pernaMmeHTUpyHoT:

. dhapmaLeBTUYECKYHO TEPMUHOMOTUNIO

. TpeboBaHus K GUonornyeckom OCTYNHOCTM Npenaparta

. TpeboBaHUA K 30aHNSIM M NOMELLIEHMAM hapMnNpon3BoACTBa

. TpeboBaHUA K nepcoHany

. HeobxoauMMOCTb Banuaauum

25. PeBanugaumio (NOBTOPHYIO Banvaaumio) METOAMK HE NMPOBOAAT:

. npyv N3MEHEHUN TEXHONOMMN NONyYeHNss 0O beKkTa aHanmsa;

. npu M3MEHEHUN COCTaBa JIEKAapCTBEHHOrO cpeacTBa (06bekTa aHanuaa);
. npyv N3MEHEHUN paHee YTBEPXKAEHHOW METOANKM aHanmsa.

. Ha NOCTOSAHHOW OCHOBE pa3 B MeCsLY



26. Ykaxute nogcuctemy aBTOMaTU3NMPOBAHHOW WHMOPMALMOHHON CUCTEMDI
PocsgpaBHags3opa ona cbopa n ob6paboTkM cBedeHWA B 3MEKTPOHHOM BMAE O Cepusix,
napTusiX NeKapCTBEHHbIX CPeacTB, MOCTynawwmx B rpaxgaHckum obopoTr B PO,
npefoCTaBfIEMyI0  OpraHusauusM, OCYLLECTBIISAIOWMM NPOU3BOACTBO  JIEKAPCTBEHHbIX
cpencts B PO 1 BBO3 nekapcTBeHHbIX cpeacTts B PO:

Bbibepute oanH oTBeT:

. "KOHTposnb KavyecTBa NekapcTBeHHbIX cpeacts - KKJ1C"

. "®apm-pesnsop"

. "BbIOOPOYHbI KOHTPOML"

. "KoHTponb-®anscudgukat"

. "Mogcuctema ana cbopa cBedeHUM O cepudax, NapTUAX NeKapCTBEHHbIX
cpeacts”

27. an/I NMOBTOPHOM BbIABJIIEHUN HECOOTBETCTBUA KadeCTBa JieKapCTBEeHHbIX CpeacTB
YCTaHOBJ1IEHHbIM Tpe6OBaHI/IFIM POC3,D,paBHa,D,30pOM NMPUHNMaEeTCA peLleHne.

A. O nepeBOAE JEKAPCTBEHHOro CpPeAcTBa Ha MNOCEPUMHBIA  BbIOOPOYHbIN
KOHTPOSb KayecTBa

B. 00 YHMYTOXEHMM NeKapCTBEHHOIO CpeacTea

B. 0 Bblgade npegnucaHunsi 0 NPUOCTaHOBKE peanu3auum nekapcTBEHHbIX CPeACTB

r. 00 MHGOpMMPOBaHUN CyOBbEKTOB OOpaLLEeHNSA NIEKapCTBEHHbIX CPeaCTB NyTeEM

pasMeLleHna UHGOpPMaUUM O HECOOTBETCTBMM JNEKapCTBEHHbIX CPeAcTB 00s3aTenbHbIM
TpeboBaHUAM K UX Ka4eCTBY Ha oduumansHoM cante MunHsgpasa

28. Ykaxunte npegMeT BblIOOPOYHOro KOHTPOMA KayecTBa NleKapCTBEHHbIX CPEACTB:

BbibepuTte 0anH OTBET:

A. Mepbl MO NPEeCeYEHNI0 BbISIBIEHHbBIX HAapyLUEHUN 06a3aTenbHbIX TpeboBaHW U
(vnn) ycTpaHeHVo NOCNeACTBUA TakUX HapyLIEeHWW, B TOM 4YUCIEe NPUHATUE peLueHUs o
HaXoXOeHWM NeKkapCTBEHHbIX CPeACTB B obOpaLleHun

B. oTOop 00pas3uoB feKkapCTBEHHbIX CpeacTB, NpefHasHadYeHHbIX  And
peanusauumn n peanuayemMblx cydbekTammn obpalleHns NekapCcTBEHHbIX CPeaCcTB

B. npegnucaHne o6 ycTpaHeHUMM BbISBIEHHbIX HapyleHun obs3aTenbHbIX
TpeboBaHUN 1 NpMBrEYeHNe K OTBETCTBEHHOCTU NL, COBEPLUNBLLMX Takue HapyLleHNs

r. noaTeepXxaeHune COOTBETCTBUSA neKkapCcTBEHHbIX npenapartos ans
MEOVUMHCKOrO MNPUMEHEHNS W  dapMaLeBTUYEeCKUX CybCTaHUMA OTEYEeCTBEHHOro W
3apybexHoro npomsBoacTBa TpeboBaHMAM apmakonenHon crtaTbn nmMbo B crniyvyae ee
OTCYTCTBUS HOPMATMBHOWN JOKYMEHTauumn

29. BepHo nu yTBEpXKOEHME, YTO BbIOOPOYHbLIN KOHTPOSb KayecTBa feKapCTBEHHbIX
cpencTB ocylwecTtensieTcs denepansHom cnyxbor no Haa3opy B chepe 3apaBoOOXpaHEHUS K
ee TeppuTopmanbHbIMU OpraHamm

BbibepuTte 0anH OTBET:

A. BepHo

B. HesepHo

30. BepHO nn yTBepxgeHue, 4YTO B Crfyyae npeaocTaBlieHUs CBEOEHUN B
3MIEeKTPOHHOM BMAE O HaUMEHOBAHUSAX, Cepusix, NapTUAX JeKapCTBEHHbIX CPeacTs,
nocTynawmwmux B rpaxagaHcknn obopoT B Poccunckon depepaumm, mx npovMsBoAUTENAX U
opraHusaumsx, BbiNyCTUBLUNX NIEKapCTBEHHbIE CPeACcTBa B rpaxgaHckun obopot, TpebyeTtcd
nx gyénmposaHue Ha BymaxHOM HocuTene

BbibepuTte oanH oTBET:

A. BepHo

b. HesepHo

31. BepHO nun yTBEpXXOEHME, YTO pacxofbl, CBA3aHHbIe C NPOBEeAEHMEM NOCEPUNHOIO
BbIGOPOYHOrO KOHTpOnNs KayecTBa  JIeKapCTBEHHbIX  CpPeacTB, onnayvearoTcH
Npoun3BOAMNTENEM FEKAapCTBEHHOrO0 cpeactBa nmnbo pepxatenem wnu  Bnagenbuem
perncTpaunuoHHOro yaoCcToBepeHnsa nekapcTBeHHOro npenapara

BbibepuTte oanH oTBET:

A. BepHo

B. HesepHo



32. BepHo nu yTtBepxaeHue, 4uto PocsgpaBHagsop npoBoaut cbop m obpaboTtky
CBEAEHUA O cepusix, NapTUaX NEeKapCTBEHHbIX CPEeACTB, MOCTyNawLWMX B rpaXXgaHCKun
o6opot B Poccuinckon ®epepaumm, npegoctaBnsemMbiX OpraHm3anmsaMm, OCyLeCcTBSIOWNMAN
NPOM3BOACTBO NEKAPCTBEHHbIX cpeacTB B Poccunckon depepaumm n BBO3 NEKapCTBEHHbIX
cpeactB B Poccunckyto depepaumio, BblbopoyHo (1/3 ot obuwero KonuyecTtsa
opraHusauun).

BbibepuTe oanH OoTBET:

A. BepHo

B. HesepHo

33. Bbibepute HOpMaTUBHO-MPABOBOM [OKYMEHT, B KOTOPOM YTBEpPXOeH MNopsnoK
OCYLLECTBNEHNA BbIOOPOYHOrO KOHTPONSA KayecTBa JIEKApCTBEHHbIX CPeacTtB  Ans
MEeAMLMHCKOro NpUMEHEHMS.

BbibepuTe 0anH OTBET:

Mpukas Poc3gpaBHansopa oT 15.02.2017 Ne 1071
depnepanbHbin 3akoH oT 21.11.2011 N 323-93
Mpuka3 Munsgpasa Poccun o1 31.08.2016 N 646H
Mpuka3 Munsgpasa Poccun ot 31.08.2016 N 647H
depnepanbHbin 3akoH 0T 12.04.2010 Ne61-d3
Mpwukas PocsgpasHagsopa ot 07.08.2015 N 5539

34 Boibepute npaBunbHbIn OoTBET. [1naH BbIOOPOYHOrO KOHTPOMS KayecTBa
NeKapCTBEHHbIX cpeacTs opmmpyeTca Poc3apaBHag30poM B CPOK A0 SIHBApSi KaXkaoro
KaneHgapHoro roga W COOEPXUT NepedYeHb JeKapCTBEHHbIX CpPeacTB, KOMMYeCTBO
NCNbITaHU NEKapCTBEHHbIX CPEACTB Ha rof

mEo®o >

. 1

. 20
. 11
. 31

35. Bbibepute npaBunbHbin oTBET. OTOOP 06pa3L OB NEKapCTBEHHOrO cpeacTsa Ans
NpoOBEeAEHNS UCMbITaHU B paMKax BbIOOPOYHOrO KOHTPONS KayecTBa JleKapCTBEHHbIX
CPeAcTB MO BCEM WNM  OTAEfNbHbIM  NokasaTtensam HOPMAaTUBHOW  OOKyMeHTauun
ocylecTBnsieTcs PocagpaBHag3opom B KOnmn4yecTBax, HeobxoaMMbIX ans
npoBeaeHus NCNbITaHWIA

G WN k-
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36. [nsa npoBedeHWa wuCObITaHUA B pamKax BblIOOPOYHOrO0 KOHTPOMSA KadecTBa
NeKapCTBEHHbIX CPeACTB MeTodamMu Hepaspyliawouwero aHanusa otbuparotcs

yNakoBKM NEKapCTBEHHOIO NpenapaTa unm rpaMMoB papmMaLeBTUYeCKon cybcTaHLmm
. 2,20
. 3,10
. 3, 50
. 4,10

37. Bblbepute npaBunbHbI OTBET. WCMbiTaHME neEeKapCTBEHHbIX CPeACTB Ha
cooTBeTcTBME TpeboBaHMAM HOPMAaTMBHOW [OOKYMEHTauuu MpOBOAUTCHA  3KCMEpPTHOM
opraHusaumen Ha oCHoBaHUM 3agaHnn Poc3agpaBHag3opa B CPOK, HE MpeBbillatoLwmnm
pabouymx OHEen Co OHSA NOMyYeHUs 3KCMEPTHOW opraHu3aumenn obpasuoB NEKapCTBEHHbIX
CpeAcTB, CTaHOapTHbIX 06pasLIOB M JOKYMEHTOB

o 40
. 20
. 60
. 30

38. Bbibepute npaBunbHbin OTBET. [1ONOXMTENBHOE 3KCNEPTHOE 3aKMOYEHUE
HanpaensetTca B Poc3gpaBHag3op (TepputopuanbHble opraHbl Poc3gpaBHagsopa) B
TeyeHune pabounx AHEN C MOMEHTA 3aBEPLUEHUS UCMNbITAHUN NEKAPCTBEHHbIX CPEACTB
Ha COOTBETCTBME TPEOOBAHNAM HOPMATMBHOW AOKYMEHTaLMK
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39. Bbibepute npaBunbHbii 0TBET. O6pasuybl NeKapCTBEHHbIX CPEeACTB, OCTaBLUMECH
nocrne npoBedeHNa BbIOOPOYHOrO KOHTPOMS KayecTBa JleKapCTBEHHbIX CPeacTB, 3a
ncknoveHneMm obpasLoB, UCMbITAHUS KOTOPbIX NPOBeAEeHbl MeTogaMu HepaspyLlarloLllero
aHanusa, XpaHATCA B 3KCMEPTHOW OpraHu3auum He MeHee MecsLueB, nocrne 4ero
obpasubl NeKapCTBEHHbIX CPeAcTB, He yaoBneTBopsilowme TpeboBaHMAM HOpMaTUBHOW
AOKyMeEHTaumMu, noanexart YHUYTOXEHMWIO B YCTaHOBMEHHOM Mopsiake

. 6
. 2
o 5
. 3

40. Bbibepute npaBuUibHbIN OTBET. Bnapeneu Hego6poKayYeCcTBEHHbIX
NeKapCTBEHHbIX cpeacTB un (unu) anbcnuumMpoBaHHbIX NEKAPCTBEHHbIX CPEACTB B CPOK,
He npeBbllLAaoLWMn paboumx OHEen co AHA NPUHATUA peweHns Poc3gpaBHag3opoMm
(TeppuTtopuaneHbiMn opraHamu Poc3gpasHagsopa) 06 nx usbatun, yHUYTOXeHUN, obasaH
NCMOSTHUTb peLleHmne unm coobmTb O CBOEM HECOrnacum ¢ HUM

o 30
. 20
o 60

o 40

41. BbliGepuTe npaBunbHbIN OTBET. [lpn MNony4YeHun OTpuUATENbHOINO 3KCMEePTHOro
3aknoyeHns PocagpaBHag3op B COOTBETCTBMM € 3aKOHOAATENbCTBOM MpeanucbiBaeT
cybbektam oOpalleHus NEeKapCTBEHHbIX CPeacTB, KOTOPbIMU JIEKapCTBEHHOE CPeacTBO
BbIMyLWEHO B rpaxgaHckui obOopoT, B TeyeHue pabounx gHen paspaboTatb WU
cornacoBaTtb ¢ Poc3apaBHaa3opomM nporpaMmmy MeponpusaTuii No NpeaoTBpaLLEHUO YIPO3bl
NPUYMHEHUS Bpeaa X13HN 1 340POBbI0 rpaxaaH

o 10
. 20
. 30
. 5

42. Bbibepute npaBunbHbii OTBET. JlekapcTBEHHOE CpeacTBO  CHUMaeTCs
PocsgpaBHag3opoM € NoOcepurMHOro BbIBOPOYHOrO KOHTPOSIS KadecTBa Ha OCHOBaHWU

NOJIOXKUTESIbHbIX 3KCMNEPTHbIX 3aKMOYEHUN B OTHOLUEHUUM He MeHee CelePl
riekapCcTBEHHOTO CpeacTBa

. 1

o 2

o 3

o 5

43. Bbibepute npaBunbHbli oTBeT. PeweHne PocsgpaBHagsopa O  CHATUM
NeKapCTBEHHOro CpeacTBa C NOCEPUMHOIo BbIBOPOHHOIrO KOHTPOSSA KavyecTBa 1 nepeBoe Ha
BbIOOPOYHBIN KOHTPONb NybnukyeTcs Ha odwuumanbHoM canTe PocsgpaBHag3opa He

no3gHee paGOLII/IX ﬂHelZ C OoaTtbl MNONy4YeHUA NoNoOXNUTETbHbBIX S3KCMEPTHbLIX 3aKroyYeHnn
o 10
. 20
. 30
. 5

44. Bblbepute npaBunbHbin  oTBeT. CpoK nNpegocTaBneHus CBeAeHuA B
PocsgpaBHagsop, O cepusx W NapTUAX JeKapCTBEHHbIX CPencTB, He  [OKeH
npesbIWaTh pabounx [OHen nocne NOATBEPXKAEHUS YNONHOMOYEHHBIM JIMLOM
OTEYEeCTBEHHOro  MpOM3BOAUTENS  NEKapCTBEHHbIX CPedCTB  COOTBETCTBUS  cepuu
NEeKapCTBEHHOro cpeactBa TpeboBaHWSM, YCTAHOBMEHHbIM MNPU WX [OCYy4apCTBEHHOM
perncTpauum (paspeLleHne Ha Bbinyck)

D 10



. 20

. 30

. 5

45. YKaxunTe OOIMKHOCTHble nuua, HEYMNOJIHOMO4Y€EHHbIE OCYLUEeCTBIIATb BbI60quHbII7I
KOHTPOJIb Ka4eCTBa J1IeKapCTBEHHbIX CPEeACTB.

. pyKoBOAMUTENWN (3aMecTUTENM PYKOBOAMWTENS) TeppuTopuanbHbIX OpraHoB
PocsgpaBHagsopa ;

. rocydapCTBEHHblE rpaxpaHckue cnyxawme PocsgpaBHag3opa M ero
TeppuTopurarnbHbIX OPraHoB;

. PYKOBOAUTENWN CTPYKTYPHbIX noapasaeneHuii PocsgpaBHagsopa M ero

TeppuTopuanbHbiX OPraHoB, WX 3aMeCcTUTEenn, AOSMKHOCTHbIMW perfameHTaMn KOTOPbIX
npegyCMOTPEHbl MOMTHOMOYMS MO  OCYLLEeCTBNEHUIO BbIGOPOYHOrO KOHTPOMS KadecTBa
neKapCTBEHHbIX CPeACTB ;

. pykoBoAUTESNb (3amecTuTenu pykosoautens) PocsgpaBHagsopa

46. Bblbepute uHopmaumio, koTopad He yuduTbiBaetcs PocsgpaBHag3opom npu
dopmMMpoBaHMM NnaHa BbIGOPOYHOro KOHTPOSSA KadecTBa JIiekapCTBEHHbIX CPEACTB:

. CBedEeHNs1 O KONMYEeCTBE NIEKAPCTBEHHbIX CPEACTB BBO3UMbIX HA TEPPUTOPUIO
P® (He meHee 1/3 oT obuiero konuyectsa J1C);

. AaHHble O BbIBNEHUN HeoobpoKkayeCTBEHHbIX W danbCUdULNPOBaAHHbBIX
neKapCTBEHHbIX CPeacTB ;

. CBedJeHMsi O KayeCTBe JIeKapCTBEHHbIX CpPeAacTB, coaepXawuecs B
obpalleHnax 1 3asBfEHUAX  rpaxgaH, lpuaudeckux  nuy,  MHOMBMAYasbHbIX
npegnpuHumaTenen, tHgopmauum OT OpraHoB rocyJapCTBEHHOW BNacTu, OpraHoB MECTHOrO
camoynpasfeHus, U3 CpeacTB MacCoOBOW MHGOpMauun O hakTtax: BO3HUKHOBEHUSA Yrpo3bl
NPUYNHEHUA Bpeda XXW3HW, 340POBbIKO FpaXaaH M MPUYMHEHUS Bpeda XU3HW, 300POBbIO

rpaxaan;
. pesynbTaTbl rOCy4apCTBEHHOrO KOHTponda (Hagsopa) B cdepe obpalueHus
NEeKapCTBEHHbIX CPEACTB;
. pe3ynbTaTbl BbIOOPOYHOrO KOHTPONSA KadecTBa IleKkapCTBEHHbIX CPeAcTB 3a

npegplayLwne nepunoapl

47. Bblbepute npaBunbHbIn oTBeT. YKaxute uenb PocagpaBHagsopa npu
ocyllecTBneHnn obpaboTkM cBedeHUn O cepusix, NapTUAX JeKapCTBEHHbIX CpPeacTs,
nocTynawLux B rpaxgaHckmin obopoT B Poccurickon ®eaepauuu:

. dopMupoBaHMst nnaHa BbIGOPOYHOTO KOHTPOMS KayecTBa JleKapCTBEHHbIX
CpeacTs;

. NPUHSITUE peLLeHNst O JanbHeNLeM rpaxaaHckoM 0060poTe COOTBETCTBYHOLLENO
neKapCcTBEHHOro CPeACTBa ;

. NpOBeAEeHNe KOHTPOSbHbIX 3aKynmok B Lensx npoBepku cobnogeHns

cybbektamyn obpalleHns NeKapCTBEHHbIX CPEeACTB, OCYLWECTBASAOWMMA  PO3HUYHYHO
TOProBMi0 fleKapCTBEHHbIMM NpenapataMn And  MeOUUUHCKOTO MPUMEHEHUS, MNpaBus
OTNyCKa NekapCTBEHHbIX NpenapaToB A8 MeAUUMHCKOrO NPUMEHEHUS ;

o noaTBepXaeHue COOTBETCTBUSA neKkapCcTBEHHbIX npenapaTtos ans
MEOVUMHCKOrO MNPUMEHEHNS W dapMaLeBTUYECKUX CyOCTaHUMA OTEYEeCTBEHHOro W
3apybexHoro npomnssoacTea TpeboBaHnsAM hapMakonernHom CcTaTbu

48. Bbibepute HenpaBuibHbIA OTBET. YKaXUTE CBEAEHUS, KOTOpbIE B 06A3aTENbHOM
nopsiake OOMMKHbI coAepXaTtb 3afjaHus PocsgpaBHagsopa Ha npoBefeHue BbIGOPOYHOro
KOHTPONSA KayecTBa NIeKapCTBEHHbIX CPEACTB:

o onpegeneHve Buga WM MeToda MUCMbITaHUW, U obbekTa UCMNbITaHUN
(nekapcTBeHHbI npenapaTt Ana MeOULMHCKOrO MNpUMEHEHUsT unu  dapmaueBTuyeckas
cybcTaHuma) Ha cooTBeTCTBME TPEHOBAHMSIM HOPMATUBHON LOKYMEHTALMUW;

. Aata npoBefeHusi WCMbITaHWA NEKapCTBEHHbIX CPeACTB Ha COOTBETCTBUE
TpeboBaHMAM HOPMATMBHOW JOKYMEHTaLMu;
. CPOK NPOBEAEHUS MCNbITAHWIA NEKAPCTBEHHbIX CPeACcTB Ha COOTBETCTBME

TpeboBaHMAAM HOPMATMBHOWN JOKYMEHTaLMu;
. 0COBEHHOCTU NPOBEAEHUS UCMNbITAHWIA NEKAPCTBEHHbIX CPEACTB



49. Bbibepute HenpaBunbHbli OTBEeT. B cooTtBeTcTBMM B PepepanbHbiM 3aKOHOM
Ne61-®d3, rocynapCTBEHHbIA KOHTPOMb (Hag3op) B cdepe obpalweHus nekapCTBEHHbIX
CpencTB BKMOYaET B cebsi:

° deaepanbHbIn rocygapCTBEeHHbIN Haasop B ccepe  obpalleHus
neKapCTBEHHbIX CPEACTB ;

o BbIOOPOYHBIN KOHTPOSb Ka4yeCcTBa NekapCTBEHHbLIX CPEACTB ;

o NNLEH3NOHHBIN KOHTPOSb B cdhepe Npon3BOACTBA NeKapCTBEHHbIX CPEeACTB U B
chepe hapmaueBTMHECKON AEATENBHOCTH

o rocyJapCTBEHHbIN KOHTPOSIb 32 6e30MacHOCTLI0 TeKapCTBEHHbIX NpenapaToB B

chepe hapmaueBTMHECKON AEATENBHOCTH

50. YnopsigounTe atanbl BbIGOPOYHOrO KOHTPONSA KayecTBa fleKapCTBEHHbIX CPeACTB,
OCYLLIECTBNSAEMbIA YNONHOMOYEHHbIM hbeaepanbHbIM OpraHoM UCMOMHUTENBHON BNACTU:

1 - obpaboTka cBegeHun, B 06a3aTeNbHOM NopsaaKe NpeaocTaBnsieMblx cybbekTamu
obpaleHns nekapCcTBEHHbIX CPeACcTB, O cepusiX, NapTUsX JleKapCTBEHHbIX CPeacTs,
nocTynawLwunx B rpaxgaHckum obopot B PO;

2 - oTbop o0OpasuoB feKkapCTBEHHbIX CpeactB Yy cybbektoB obpalleHus
NEKapCTBEHHbIX CPeACTB B Lensx MNpoBeAeHMs UCMbITaHWA Ha WX COOTBETCTBME
TpeboBaHNAM HOPMATUBHOW AOKYMEHTALUN UM HOPMATUBHbLIX AOKYMEHTOB;

3 - NpuHATME YMNOMHOMOYEHHbIM hbeaepanbHbIM OpraHOM MCMOMHUTENBHON BRacTu
pelleHns 0 NepeBOAe NEKAaPCTBEHHOMO CpeacTBa Ha MOCEPUNHBLIA BbIGOPOYHbIN KOHTPOIb
KayecTBa NeKapCTBEHHbIX CPeACTB B Crydae MOBTOPHOIO BbISIBIIEHWSI HECOOTBETCTBUS
KayecTBa JlekapCTBEHHOIO cpeAcTBa YCTaHOBMEHHbIM TpeboBaHMAM U (Mpy HEOBXOANMOCTH)
0 npoBepke cybbekTa obpaLleHnsa NnekapCcTBEHHbIX CPEACTB;

4 - NpuHATME NOo pesynbTaTamM NPOBEAEHHbLIX UCMbITAHUA PeLIeHMs O OanbHEenLem
rpaxxgaHckom obopoTe cooTBeTcTBYtOLWEro J1C.

o 1,2,3,4
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OTKpbITbIE BONPOCHI:

1. TnaH BbIGOPOYHOrO KOHTPOMS KadecTBa fEKAPCTBEHHbIX CpeacTB dhopMupyeTcs
PocsgpaBHag3opoM B CPOK A0 _ SIHBApS KaX4oro KaneHdapHoro roga v COAepXut
nepeyeHb NeKapCTBEHHbIX CPeacTB, KOMMYECTBO WCMNbITaHWUM NeKapCTBEHHbIX CPeACTB Ha
rog

OteerT: 1, 01, nepBoro

2. Otbop 0OpasuoB rfEeKapCTBEHHOrO CpPeAcTBa ANA MPOBEAEHUS WUCMbITAHUA B
pamMkax BblIOOPOYHOrO KOHTPOSIS KayecTBa fEKapCTBEHHbIX CPeAcTB MO BCEM UMK

oTAeNbHbIM nokasarensam HOpMaTUBHOM AOKYMeHTauun ocylecTBNnsaeTcs
PocagpaBHag3opoM B KonNnyecTBax, HeoOXoanMbIX Afsi NPoBeaAeHUs ncnbiTaHUNA
OTtBerT: 2, ABYX
3. [na npoBedeHuss MCMbITaHU B pamKax BbIOOPOYHOrO KOHTPOMsSl KavecTBa

NEeKapCTBEHHbIX CPeACTB MeTodamy Hepaspylualollero adHanusa otbupatoTcs
yNakoBKM NEKapCTBEHHOrO npenapara

OtgerT: 3, Tpn

4. [ns npoBedeHus MCNbITaHUA B pamMKax BblIOOPOYHOro KOHTPONS KayecTBa
NEKapCTBEHHbLIX CPeACTB MeToAaMuM Hepaspyllawwero adHanu3a oTouparoTcs
rpaMmmoB papMaueBTUYECKON cybBCcTaHLmnm

OteerT: 10, gecartb

5. WcnbiTaHne nekapCTBEHHbIX CpPeAcTB Ha  cooTBeTcTBMe  TpeboBaHMAM
HOPMaTUBHOW [OOKyMEHTauuu npOBOAUTCA 3JKCMEPTHOW oOpraHusauMend Ha OCHOBaHWUU



3agaHnn PocsgpaBHags3opa B CPOK, HE MpEBbILAKOLLLMIA paboumx OHen co AHS
NonyyYeHnsa 3KCNepTHOM opraHusaunen obpasuoB NEKapCTBEHHbIX CPeacTB, CTaHO4APTHbIX
o6pa3sLoB U JOKYMEHTOB

OtBeT: 40, copok

5. MonoxutenbHoe 3KCNePTHOE 3akfiyeHne HanpaenseTca B Poc3gpaBHaasop
(TeppuTtopuaneHble opraHbl Poc3apaBHaasopa) B TedeHune paboynx gQHEN ¢ MOMEHTa
3aBEepPLUEHNUsT UCMbITaHMA NEeKapCTBEHHbIX CPeACTB Ha COOTBETCTBME TpeboBaHUAM
HOPMaTUBHOW JOKYMEHTaLuu

OtBeT: 3, Tex, Tpéx

6. O6pasubl nekapCTBEHHbIX CPeAcTB, OCTaBLUMECHA Mocre npoBeaeHus
BbIOOPOYHOIO KOHTPOSISI KayecTBa fEKapCTBEHHbIX CPEeACTB, 3a WCKN4YeHnem obpasuos,
UCMbITaHUS KOTOPbIX MNpoBeAeHbl MeTogaMy HepaspyLlalwero aHanmsa, XpaHATcs B
3KCMEPTHOM OpraHM3auum He MeHee MecsiLeB, nocrne 4Yero obpasubl feKapCcTBEHHbIX
CpencTB, He yOoBneTBopsalowne TpeboBaHUAM HOPMATMBHOM AOKyMEHTauuu, noanexar
YHUYTOXEHUIO B YCTAHOBIIEHHOM MoOpsiake

OTBeT: 6, WecTn

7. Brnageney HepobpokayeCTBEHHbIX NEeKApCTBEHHbIX CpeactB UM (Mnn)
danbcnnumMpoBaHHbIX JIEKAPCTBEHHbIX CPEACTB B CPOK, HE NPEBbILIALLAIA paboumx
OHEeNn Co [OHA NpuHATUMS peweHus PocagpaBHaas3opoM (TeppuTopuanbHbiMU  opraHamm
PocsgpaBHagsopa) 06 WX M3bATUM, YHUYTOXEHUU, 00S3aH WCNOMHUTb pPELLUEHWE Unu
CcoobWMTb O CBOEM Hecornacum ¢ HUM

OteeT: 30, TpuauaTH

8. [Mpn nony4yeHnMn oTpuLaTENbHOrO 3KCNEePTHOro 3akntoyeHns Poc3gpaBHaa3op B
COOTBETCTBUM c 3aKoHO4aTENbCTBOM NpeanuncobiBaeT cybbekTam o6paLlyeHuns
NEeKapCTBEHHbIX CPeACTB, KOTOPbIMW NEKapCTBEHHOE CPEACTBO BbIMYLIEHO B rpakgaHCKUN
oboporT, B TeueHne pabounx gHewn paspaboTtaTtb u cornacoBaTtb ¢ Poc3gpaBHaa3opom
nporpamMmy MeponpusTMiA Mo NpeaoTBpPaLLEHUND Yrpo3bl MPUYUHEHUS Bpeda XWU3HU U
3[0pOBbI0 rpaxaaH

OTBeT: 10, necatun

9. JlekapcTBeHHOe cpencTBo CHuUMaeTcd Poc3gpaBHag30poM € NOCEPUHONO
BbIOOPOYHOrO KOHTPOSIS KayecTBa Ha OCHOBaHUU MOSTOXUTESbHbBIX AKCNEPTHbLIX 3aKITHOYeHU
B OTHOLLUEHUN HE MEeHee cepwvii NnekapCTBEHHOro cpeacTBa

OTtBerT: 3, Tex, TPéx

10. Pewenune PocsgpaBHagsopa O CHATUM  JNEeKapCTBEHHOrO cpeacrtBa  C
NOCEPUNHOIO BbIGOPOYHOrO KOHTPOMSA KayecTBa M nepeBofe Ha BbIOOPOYHbLIA KOHTPOSb
nybnukyetca Ha ocuuymnansHoM cante PocsgpaBHagsopa He no3gHee paboumnx gHen
C AaTbl NOMyYEHUS NONOXUTESbHbBIX AKCNEPTHBIX 3aKITHYEHNN

OTBeT: 10, gecaTtu

11. Cpok npegocTaBrieHusi cBefeHuint B PocsgpaBHag3op, O cepusix U napTusix
NEeKapCTBEHHbIX CPEACTB, He [OIMKeH MpeBbllaTh pabounx [OHen nocne
NoATBEPXXAEHUS! YNONMHOMOYEHHbIM NTMLOM OTEYECTBEHHOIO NPOU3BOAUTENS NEKAPCTBEHHbIX
CpeacTB COOTBETCTBUSI CEPUN FeKapCTBEHHOro cpeactesa TpeboBaHUSIM, YCTaHOBMEHHbLIM
NPV UX rOCYAapCTBEHHOW perncTpaumm (paspeLLeHne Ha Bbinyck)

OTBeT: 5, natn

12. Uenb Poc3gpaBHagsopa npu ocywectBneHnn obpaboTku CBeAeHU O cepusix,
napTusiX NeKapCTBEHHbIX CPeacTB, MOCTYMawLWuUX B rpaxpgaHckui obopoT B Poccunckon
depepaunmn - opMMpoBaHWE NNaHa KOHTPONS KayecTBa JeKapCTBEHHbIX
CpPeAacTs;



OTBeT: BbIOOPOYHOTO

13. B cootBeTcTBMM B DenepanbHbiM 3akoHOM Ne61-d3, rocyaapCTBEHHbIN KOHTPOb
(Hap3op) B cepe obpalieHns nekapCTBEHHbIX CPEeACTB BKNtoYaeT B cebs: dheaepanbHbIn
rocyaapCTBEHHbIM Hag3op B cdepe obpalieHuss NnekapCTBEHHbIX CPeACTB;

KOHTPOSb KayecTBa JeKapCTBEHHbIX CPEeACTB; JMUEH3MOHHBIA  KOHTPOSib B cdepe
NPOW3BOACTBA NeKapCTBEHHbIX CPEeACTB U B cdhepe hapmaLeBTUYECKON AeATENTbHOCTU
OTBeT: BbIOOPOYHbIN

14. YnopsgounTe aTanbl BbIGOPOYHOrO KOHTPOSMSA KayecTBa fieKapCTBEHHbIX CPeACTB,
OCYLLECTBNSAEMbIA YNONHOMOYEHHbIM beaeparibHbIM OpraHOM WCMNOMHUTENbHOW BRactu -
(ykaxknte nocnegoBaTenibHO HOMepa 3TanoB Yepes 3ansaTyo)

1 - obpaboTka cBegeHun, B 06a3aTeNbHOM NopsaaKke nNpeaocTaBnsieMblx cybbekTamu
obpaleHns nekapCcTBEHHbIX CPeAcTB, O cepusiX, NapTUsX JleKapCTBEHHbIX CPeacTs,
nocTynawLwunx B rpaxgaHcku obopot B PO;

2 - oTbop o0OpasuoB fiekapCTBEHHbIX CpeactB Yy cybbektoB obpalieHus
NEKapCTBEHHbIX CPeACTB B Lensx MNpoBeAeHMs UCMbITaHWA Ha WX COOTBETCTBME
TpeboBaHNAM HOPMATUBHOM AOKYMEHTALUN UM HOPMATUBHbLIX AOKYMEHTOB;

3 - NpuHATME YMNONHOMOYEHHbIM hbeaepanbHbIM OpraHOM MCMOMHUTENBHON BRacTu
pelleHns 0 NepeBOAe NEKAaPCTBEHHOMO CpeacTBa Ha MOCEPUNHbLIN BbIGOPOYHbLIA KOHTPOSb
KayecTBa NeKapCTBEHHbIX CPeaCTB B Crydae MOBTOPHOIO BbISIBIIEHWSI HECOOTBETCTBUS
KayecTBa JlekapCTBEHHOrO cpeacTBa YCTaHOBMEHHbIM TpeboBaHMAM U (Mpy HEOBXOANMOCTH)
0 npoBepke cybbekTa obpaLLeHnsa nekapCcTBEHHbIX CPEACTB;

4 - NpuHATME NOo pesynbTaTamM NPOBEAEHHbLIX UCMbITAHUA peLlleHns O OanbHenwem
rpaxxgaHckoMm obopoTe cooTBeTcTBYtOLWEro J1C.

OtBeT:1,2,4,3 1,24,3

15. Pacxogbl, CBsi3aHHble C NpPOBEAEHMEM BbIGOPOYHOrO KOHTPONS
KayecTBa feKapCTBEHHbIX CPeACTB, OMMavYMBalOTCA MNPOM3BOAUTENEM FIEKAPCTBEHHOMO
cpeactBa nmbo gepxatenem  vnv BnagenbueM  PerucTpaLMoHHOro  yoOCTOBEPEHWUS
nekapCcTBEHHOro npenapaTta

OTBeT: NnocepumnHoro

16. BbIOOpPOYHbLIA KOHTPOSib KayecTBa JEeKapCTBEHHbIX CPEACTB OCYLLEeCTBNSAETCS
depnepanbHon cnyxbon no Hagsopy B cdepe N ee TepputTopmarnbHbIMU
opraHamm

OTBeT: 3apaBoOXpaHEHNS

17. MNMpn NOBTOPHOM BbISIBFIEHMM HECOOTBETCTBMS KayecTBa NEKapCTBEHHbIX CPEACTB
YyCTaHOBIEHHbIM TpeboBaHuAM Poc3gpaBHag30poM MPUHUMAETCS peELLeHME O nepeBoae
neKapCTBEHHOro CPeACcTBa Ha BbIOOPOYHbI KOHTPOSb KayecTBa

OTBET: NOCEPUNHbIN

18. [lMpeomeT BbIGOPOYHOrO KOHTPONS KayecTBa JEKApPCTBEHHbIX CPEeACTB -
noaTBepXOeHNe  COOTBETCTBUS  FIEKApPCTBEHHbIX nNpenapatoB AN MeOULMHCKOro
NpUMEHeHna un dapMaueBTUYECKMX CyOCTaHUMA OTEYEeCTBEHHOroO U 3apybexHoro
npounsBoacTBa TpeboBaHUAM cTaTby NMBO B criyvyae ee OTCYyTCTBUSA HOPMATUBHOM
AOKYMeHTaumm

OTBeT: hapmakonemnHom

19. VYkaxuTe nogcuctemMy aBTOMATU3MPOBAHHOM WHEMOPMALMOHHON CUCTEMbI
PocsgpaBHag3opa ona cbopa n ob6paboTkM cBedeHWA B 3MEKTPOHHOM BUMAE O Cepusix,
napTusiX NeKapCTBEHHbIX CPeacTB, MOCTynawwmx B rpaxgaHckum obopoTr B PO,
npefoCcTaBfeMyl0  OpraHusauusM, OCYLLECTBAIOWMM NPOU3BOACTBO  JIeKAapCTBEHHbIX
cpenctB B PO 1 BBO3 nekapcTBeHHbIX cpeacTts B PO — « »




OTtBeT: BbI6GOPOYHbIN KOHTPOSb, BEIOOPOYHbIA KOHTPOSb

20. OueHka KadecTBa flekapCTBEHHbIX (POPM OCyLLECTBNAETCS corfiacHo npukasy M3
P® Neo H
OTBeT: 751

21. - 3TO NOHATHE, oTHOocsLWeeca K GMP 1 o3HavatoLee KOHTPOIb
N OLLeHKY BCEro Npon3BoacTBa
OTBeT: Banupauusa, Banngaums

22. YKaxXnTe CpoK XpaHeHUs XXypHasnoB, B KOTOPbIX PEMMCTPUPYIOTCSA pesynbTaTbl
KOHTPOSSI KayecTBa fIeKapCTBEHHbIX CPEACTB B anTekax - r.
OTBeT: 1, 0AMH

23. ObgaszaTtenbHble BUAbI BHYTPUANTEYHOrO KOHTPOMSA ANS JIeKapCTBEHHON (DOpMBbI
coctaBa: Bo3bmu: PactBopa nunokapnuHa rugpoxnopuga 2% - 10 mn. Jan takux go3 Ne5.
[MasHble kannu - , OpraHonenTU4eCKUn, MOSMHbIN XUMUYECKNN, (PU3NYEeCKUn,
KOHTPOSb Npu OTnycKe

OTBeT: NMCbMEHHbIN

24. Tposu3op - OOKeH BnageTb BCEMU BUAAMWM BHYTPUANTEYHOrO KOHTPOIA
[OIDKEH

OTBeT: aHanNUTKK

25. Buabl BHYTpranTe4HOro KOHTPONS, KOTOpOMY MoaBepralTcs o6sizaTenbHO Bce
NC, usrotoBnsiemble B antekax - MUCbMEHHbIN, N KOHTPONb npwu
oTnycke

OTBeT: opraHoONenTUYeCcKnii

19.4. MeToamnyeckme Matepmanbl, onpegensiowme npoueaypbl OLEeHUMBaAHUA 3HAHUMN,
YMEHMHW, HaBblKOB U (MNK) onbiTa [OeATeNIbHOCTU, XapaKTepusyrwwux 3Tanbl
¢opMuMpoBaHUA KOMNeTeHUNN

OueHKa 3HaHUKW, YMEHWA N HaBbIKOB, XapakTepuaylowasa aTtanbl (opMUpPOBaHUSA
KOMMNETEeHUNA B paMKax M3YyYeHUs OUCLMMNIUHBLI OCYLLECTBISIeTCA B XOo4e TeKyLllenh U
NPOMEXYTOYHOM aTTecTaunn.

Tekywias aTTectauma npoBoauMTCA B COOTBETCTBUM [lonioXeHMemM o TekyLlen
aTTectaumMm oby4awowmxca no nporpammam Bbicwero obpasoBaHus BopoHexckoro
rocy4apCTBEHHOro yHuBepcuTeTa. Tekylwas atrectaums OpaAvHaTopoB MO AUCUMMNUHE
nposoanTCcA B popme TecTa.

lMpomexyTodHass aTTectauus MNpoOBOAMTCHA B COOTBETCTBMM C [lonoxeHuem o
npoBeAeHNM MNPOMEXYTOYHOW aTTecTauum obyyarwmxca no obpasoBaTenbHbIM
nporpaMmmamM Bbicllero obpasoBaHus. Popma NPOMEXYTOYHOW aTTecTauuMm TeCTOBbIN
KOHTPOSb.

Mpn oueHMBaHMM MCNONb3YeTCA KONMYeCTBEeHHas Wwkana. Kputepun oueHmBaHWUS
npueeneHbl Boile B Tabnuvue pasgena 19.2.

3apaHus pasgenoB 19.3.2 n 19.3.3 pekoMeHOylTCsa K WCMNONb30BaHUIO MNpwU
npoBeAeHUN ANarHOCTUYECKUX paboT C Lenbio OLEHKN OCTAaTOYHbIX 3HaHMI NO pe3ynbTatam
OCBOEHUSA AAaHHOW ANCLMUMIIVHBI.
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