006 yTBep>xxaeHun (popM NpoBEepPOUHbIX JIMCTOB (CNUCKOB
KOHTPOJIbHbIX BOMPOCOB, OTBETbl HA KOTOpPble CBUAETEJNIbCTBYIOT O
cobniopeHun unu HecooNIOAEHNN KOHTPOJIMPYEMBIM JIUL,OM
obs3aTenbHbIX TPpeboBaHUK), UCNONb3yeMbiX PenepasibHOU
cny>x06o# no Hap3opy B chpepe 34paBOOXPaHEHUA U ee
TeppuTOopUasibHbIMU OpraHaMm Npum oCyLLeCTBJIEHUMU
depepanbHOro rocynapcTtBeHHoOro Koutpons (Hapsopa) B cpepe
obpalueHusa nekapCcTBeHHbIX CPencTB

Mpuka3s * Ne 8700 - 07 16.09.2022 - ®epepancHan cnyxba no Haasopy B chepe 34paBooxpaHeHns - [lencteyeT 6e3
N3MEHeHUN

®EJEPAJTIbHAS CNYXKBA MO HAL30PY B COEPE 3[IPABOOXPAHEHUA
MPUKA3
MOCKBA

16 ceHTAbpsa 2022 r. Ne 8700

06 yTBEepXaeHMM HOPM MPOBEPOYHBIX IMCTOB (CMNCKOB KOHTPOJIbHBIX BOMPOCOB, OTBETHI Ha KOTOPbLIE
CBMAETENbCTBYIOT 0 COBNoAeHNN MM HeCobAEHUN KOHTPOMPYEMbIM MLOM 0683aTeNbHbIX
TpeboBaHwuin), ncnosiblyembix PegepansHon cnyxb6oi no Hag3opy B chepe 34paBOOXPaHEHUS 1 ee
TeppuTOpManbHbLIMU OpraHaMm Npy OCyLLEeCTBAEHUY pefepasibHOro rocyAapCTBEHHOr0 KOHTPOAS
(Hap3opa) B chepe obpalleHns IeKapCTBEHHbIX CPEACTB

3apeructpupoBaH MuHiocTom Poccmm 19 gekabps 2022 r.
PernctpauuoHHbin Ne 71630

B cooTBeTCTBMM C HacTbio 1 cTaTbmh 53 PenepancHoro 3akoHa ot 31 uons 2020 r. Ne 248-03 "0
rocyapCTBEHHOM KOHTpOe (HaA30pe) n MyHUUMnaabHOM KOHTpone B Poccunckon ®egepaunn
(CobpaHue 3akoHogaTenbcTBa Poccunckon ®epepauumm, 2020, Ne 31, cT. 5007), nyHkTOM 3 TpeboBaHui K
pa3paboTke, cogepxaHuto, 0bLecTBEHHOMY 06CYXAEHMIO MPOEKTOB (hOPM NMPOBEPOYHbIX JINCTOB,
YTBEPXXOEHMIO, MPUMEHEHMIO, aKTyasM3aLnm HOpM NPOBEPOYHLIX IMCTOB, @ TakXe C/lyYan 0643aTeNbHOro
NPYMEHEHNs MPOBEPOYHbIX IMCTOB, YTBEPXKAEHHbIX NOCTaHOBNEeHUeM MpaBmuTenbCTBa Poccumnckon
®epepaumm ot 27 okTabpsa 2021 r. Ne 1844 (CobpaHue 3akoHoaaTenbCTBa Poccuinckon ®enepauun, 2021,
Ne 44, cT. 7443), v nyHKTOM 3 MM0oN0XeEHNS 0 (hefepabHOM rocy4apCTBEHHOM KOHTpoe (Hag3ope) B cdepe
obpalleHns NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHOI0 NOCTaHOBNEHMEM [paBNTeNbCTBa Poccuinckom
®epepaumm ot 29 noHa 2021 r. Ne 1049 (CobpaHme 3akoHogaTenbCTBa Poccuinckon ®epepaumnm, 2021, Ne
27, cT. 5427), nprKasbliBalo:

1. YTBEpANTb NpunaraemMble popMbl MPOBEPOYHbIX INCTOB (CMMCKOB KOHTPOJIbHbIX BOMPOCOB, OTBETHI Ha
KOTOpble CBUAETENbCTBYIOT 0 COBM0AEHUN 1K HeCOBNIOAEHNN KOHTPOAUPYEMBIM NLLOM 0BSA3aTeNbHbIX
TpeboBaHwuin), ncnosiblyembix PegepansHon cny)xboi no Hag3opy B chepe 34paBOOXPaHEHUS 1 ee
TeppuTopManbHbLIMU OpraHaMm Npy oCyLLEeCTBAeHUY hefepasibHOro roCyAapCTBEHHOr0 KOHTPOS
(Hap3opa) 3a obpallieHnem NeKapCTBEHHbIX CPeaCTB:

1.1. ®opmMy NPOBEPOYHOr0 NCTa (CMMCKA KOHTPOJIbHBLIX BOMPOCOB, OTBETHI Ha KOTOPbLIE CBUAETENLCTBYIOT O
cobnogeHun nnm HecobnaeHNn KOHTPoOANPyeMbIM NnLLOM 0653aTeNbHbIX TpeboBaHMiA), NCNOb3yeMOro
depepanbHOM Cy>x60 Mo Haf30py B Chepe 34paBOOXPAHEHNS N ee TePPUTOPUAbHBIMI OpraHaMmn nNpu
ocyLLecTB/eHUn helilepasbHOr0 roCcylapCTBEHHOr0 KOHTPOJA (Haf30pa) B chepe obpalleHuns
JIeKapCTBEHHbIX CPEACTB (XpaHeHe NeKapCTBEHHbIX CPeACTB A1 MeAULUHCKOro NpUMeHeHNs)
(npunoxenwne Ne 1);
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1.2. DopmMy NPOBEPOYHOr0 JINCTa (CMUCKA KOHTPOJIbHbLIX BOMPOCOB, OTBETHI Ha KOTOPbIE CBUAETELCTBYIOT O
cobnogeHun nnm HecobnogeHMn KOHTPOANPYEMbIM NULLOM 0653aTenbHbIX TpeboBaHWi), NCNOb3YEeMOro
®epnepanscHon cnyxboi No Hag3opy B chepe 34paBOOXPAHEHUS N €e TEPPUTOPUAJIbHBIMU OpraHamm npu
OCyLLeCcTB/IeHNN helepasibHOr0 roCcylapCTBEHHOI0 KOHTPOIA (Ha30pa) B chepe obpalleHuns
NeKapCTBEHHbIX CPeACTB (MepeBo3Ka (TPaHCMOPTUPOBKA) JIEKAPCTBEHHbIX CPEACTB 419 MeAULUHCKOr0
npumeHeHns) (npunoxenune Ne 2);

1.3. ®opMy NPOBEPOYHOr0 JIMCTa (CMUCKA KOHTPOJIbHLIX BOMPOCOB, OTBEThI Ha KOTOPLIE CBUAETENLCTBYIOT 0
cobnogeHnmn nam HecobgeHNN KOHTPOIMPYEMBbIM NNLOM 06s3aTenbHbIX TpeboBaHMin), NCNOb3YEMOro
®epepanbHOM Cy>x60 Mo Haa30py B Chepe 34paBOOXPAHEHMNS N ee TePPUTOPUAbHEIMI OpraHaMun nNpu
ocyLLecTBfeHUM hefilepabHOr0 rocylapCTBEHHOr0 KOHTPOIA (Haf30pa) B chepe obpalleHuns
NleKapCTBEHHbIX CpelcTB (0TNYCK, nepefaya, peasm3aums, npofaxa JiekapCcTBeHHbIX CPeACcTB AN
MeONLUHCKOro npumMeHeHns) (npunoxxexHme Ne 3);

1.4. ®DopmMy NPOBEPOYHOro JICTa (CMUCKA KOHTPOJIbHbLIX BOMPOCOB, OTBETHI Ha KOTOPbIE CBUAETENLCTBYIOT O
cobnogeHun nam HecobnogeHMn KOHTPOANPYEMbIM NULLIOM 0653aTenbHbIX TpeboBaHmi), NCNOb3YEeMOro
®epnepanscHon cinyxboi No Hag3opy B chepe 34paBOOXPaHEHUS N ee TEPPUTOPUAJIbHBIMU OpraHamm npu
OCyLLeCcTB/IeHNN heliepasibHOro rocylapCTBEHHOIr0 KOHTPOIA (Ha3opa) B chepe obpalleHuns
NEeKapPCTBEHHbIX CPEACTB (YHUYTOXEHME IeKapCTBEHHbIX CPEACTB 419 MeAULUHCKOrO NPUMEHEHNS)
(mpunnoxxeHne Ne 4);

1.5. ®opMy NPOBEPOYHOro IMCTa (CMUCKA KOHTPOJIbHLIX BOMPOCOB, OTBEThI Ha KOTOPLIE CBUAETENLCTBYIOT 0
cobnogeHnmn nam HecobNogeHNN KOHTPOIUPYEMBbIM NNLOM 06s3aTenbHbIX TpeboBaHMin), NCNOb3YEMOro
®epepanbHOM Cy>x60 Mo Haa30py B Chepe 34paBOOXPAHEHNS N ee TePPUTOPUAbHEIMI OpraHaMun nNpu
ocyLLecTB/eHUM hefilepabHOr0 rocylapCTBEHHOr0 KOHTPOIA (Haf30pa) B chepe obpalleHuns
JIeKapCTBEHHbIX CPeACTB (M3roToBJIEHNE SIeKAaPCTBEHHbIX CPEACTB A5 MeLULMHCKOr0 NPUMEHEHNS)
(mpunoxexwne Ne 5);

1.6. DopMy NPOBEPOYHOr0 JINCTa (CMUCKA KOHTPOJIbHbLIX BOMPOCOB, OTBETHI Ha KOTOPbIE CBUAETELCTBYIOT O
cobnogeHun nnm HecobnogeHMn KOHTPOANPYEMbIM NULLOM 0653aTenbHbIX TpeboBaHmin), NCNOb3YEeMOro
®epnepanscHon cinyxboi No Hag3opy B chepe 34paBOOXPAHEHUS N €e TEPPUTOPUAJIbHBIMU OpraHamm npu
OCyLLecTB/IeHNN helepasibHOro roCcylapCTBEHHOIr0 KOHTPOIA (Ha3opa) B chepe obpalleHuns
NeKapCTBEHHbIX CPeAcTB (yCTaHOBAEHWE NPON3BOAUTENSAMUN IeKapCTBEHHbIX NpenapaToB LeH Ha
NeKapCTBEHHbIe NpenapaThbl, BKAIOYEHHbIE B MepeYeHb XXN3HEHHO HE0OX0AMMBIX 1 BaXKHENLWNX
NEeKapCTBEHHbIX MpenapaToB ANf MeAULUHCKOro npuMeHeHns) (npunoxxeHue Ne 6);

1.7. ®opMy NPOBEPOYHOro JICTa (CNUCKA KOHTPOJIbHbLIX BOMPOCOB, OTBETHI Ha KOTOPbIE CBUAETE/bCTBYIOT O
cobnogeHnn nam HecobnoAeHMn KOHTPOANPYEMBIM NULLOM 06513aTenbHbIX TpeboBaHmi), NCNOb3YEeMOro
®epepanbHoOM cy>x6o No Haa30py B chepe 34paBOOXPAHEHMUS U ee TeppuUToprabHBIMU OpraHaMu npu
OCyLLeCcTB/EHMN hefiepasibHOro roCyAapCTBEHHOIO KOHTPOAA (Haf3opa) B chepe obpalleHns
NEeKapCTBEHHbIX CpeAcTB (cobnioaeHne NMLEH3NOHHbIX TpebOBaHNIN K OCYLLECTBEHNIO (hapMaLleBTNYeCKon
aeatenbHocTn) (NpunoxxeHue Ne 7);

1.8. DopMy NPOBEPOYHOr0 JIMCTa (CMUCKA KOHTPOJIbHLIX BOMPOCOB, OTBEThI Ha KOTOPLIE CBUAETENLCTBYIOT 0
cobntogeHun nnm HecobnLeHNN KOHTPOANPYEMbIM NnLLOM 0653aTeNbHbIX TpeboBaHWi), NCNOb3yEeMOro
depepanbHOM Cy>X60 Mo Haa30py B Chepe 34paBOOXPAHEHMNS N ee TePPUTOPUAbHEIMI OpraHaMun nNpu
ocyLLecTB/eHUn hellepabHOr0 rocylapCTBEHHOr0 KOHTPOIA (Haf30pa) B chepe obpalleHuns
JIeKapCTBEHHbIX CPeACcTB (AOKJMHNYECKMEe NCCNeOBaHUSA NEKAPCTBEHHbIX CPEACTB AN MeAULUHCKOro
npuMeHeHus) (npunoxeHve Ne 8);

1.9. ®opMy NPOBEPOYHOro JICTa (CNUCKA KOHTPOJIbHbLIX BOMPOCOB, OTBETHI Ha KOTOPbIE CBUAETE/bCTBYIOT O
cobnogeHnn nam HecobnogeHMn KOHTPOANPYEMBIM NNLLOM 0653aTenbHbIX TpeboBaHmin), NCNOb3YeMOro
®epepanbHoOM cy>x60 No Haa30py B chepe 34paBOOXPAHEHMUS U ee TeppuUTOprabHBIMU OpraHaMu npu
OCyLLeCTB/IEHMN hefepasibHOro roCy4apCTBEHHOIO KOHTPOAA (Hafa3opa) B chepe obpalleHns
NEKapPCTBEHHbIX CPEACTB (KNNHMYECKNE NCCef0BaHNS TIEKapCTBEHHbIX NpenapaToB A1 MeAULUHCKOro
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npumeHeHus) (npunoxenme Ne 9).

2. MpusHaTb yTpaTMBLWNMK Cuy NprKa3 GenepansHom Cnyx6bl No Haa30py B cdhepe 34PaBOOXPaHEHNS OT
19 ceBpana 2022 r. Ne 1185 "O6 yTBEp)KAEHUN POPM MPOBEPOYHbIX JINCTOB (CMMCKOB KOHTPOJIbHbIX
BOMPOCOB, OTBEThI Ha KOTOPbIE CBUAETENLCTBYIOT 0 COBMOAEHNN NN HECOBNOAEHNN KOHTPOJIMPYEMbIM
nmuom obasaTensHbix TpeboBaHuMi), ncnonb3yembix ®enepansHon cnyxbol No Haa3opy B chepe
3[paBOOXPAHEHUS 1 ee TEPPUTOPUAJIbHBIMU OpraHamMmm Npu ocyLecTBiaeHnn geaepasbHoro
rocyapCTBEHHOIr0 KOHTPOJA (Haf30pa) B chepe obpallleHns NeKapCTBEHHbIX CPeacTB" (3aperucTpnpoBaH
MuHuncTepcTBoM tocTuumMn Poccuinckon ®epepaummn 25 depans 2022 r., perncTpaunoHHbii Ne 67499).

PykoBoanTenb A.B.Camoinosa

MpunoxeHune Ne 1
K npuka3ly PenepanbHol cnyxbbl Mo Hag3opy B chepe 34paBooxXpaHeHUs oT 16 ceHTa6ps 2022 r. Ne 8700

®opma

MpoBEpPOYHbIN NCT

(CNMCOK KOHTPOJIbHBIX BOMPOCOB, OTBETHI HA KOTOPbIE CBUAETENLCTBYIOT 0 COBIIOAEHUN UK
Hecobt0AeHNN KOHTPOAMPYEMBIM NNLOM 0053aTeNbHbIX TpeboBaHMi), MCnosb3lyemblin PenepanbHON
cny>x60 No Haa3opy B chepe 34paBOOXPAHEHUNS 1 ee TEPPUTOPUASIbHBIMU OpraHaMu Npu OCyLLLECTBAEHNN
henepanbHOro rocyapCTBEHHOr0 KOHTPOJIA (Haa3opa) B cchepe obpalleHns eKapCTBEHHbIX CPEACTB
(XpaHeHue nekapCcTBEHHbIX CPeACTB AN MeANLMHCKOrO NPUMEHEHUS)

1. HaumeHoBaHWe BUAa KOHTPONS (Haa30pa), BKAOYEHHOIO B eAUHBIN peecTp BUAOB helepasbHOro
rocyfapCTBEHHOr0 KOHTPONA (Hag3opa): pefepanbHbli roCcy4apCTBEHHbIN KOHTPOb (Hag3op) B cdepe
obpalleHuns nekapCTBEHHbIX CPeACTB.

2. HanmeHoBaHMe KOHTPOILHOMO (HaA30pHOr0) OpraHa U PeKBM3MTbl HOPMATUBHOIO NMPABOBOr0 akTa 06
yTBEpPXLEHUW (hOPMbI MPOBEPOYHOr0 JINCTA:

3. CNMCOK KOHTPOJIbHBLIX BOMPOCOB, OTParkaloLLMX cofep)aHune obszaTenbHbIx TpeboBaHMN, OTBETHI Ha
KOTOpbIE CBUAETENLCTBYIOT 0 COBMOAEHNN NN HECOBNIIOAEHNN KOHTPOIMPYEMBIM NINLLOM 06513aTesNbHbIX
TpeboBaHwuii:

Ne

CrncoK KOHTPOJIbHbIX BOMPOCOB, 0TPaXkakoLwmx coaepxaHne obszatenbHbIx TpeboBaHMiA

PeKBU3NTbI HOPMATUBHLIX MPABOBbLIX aKTOB C YKa3aHUEM NX CTPYKTYPHbIX €4UHUL, KOTOPbIMU YCTAaHOBJIEHbI
obs3aTenbHble TpeboBaHNS

OTBeTbl Ha BOMPOCHI, cofepxxalmecs B CNMcKe KOHTPObHLIX BOMPOCOB

MNpumeyaHmne

opraHu3auus onToBOW TOProB/AN N€KAPCTBEHHbIMU CpeAcTBaMM 419 MeANLNHCKOrO MpUMeHeHns
anTeyHas opraHM3aLns Kak CTPYKTYpHOe noapa3feneHne MeguumMHCKOM opraHm3anum
MeAMLMHCKME opraHu3aumm n nx obocobneHHble noapasaeneHuns (ambynatopuu, enbiwepckme n
henbaLlepcko-aKyLlepckmne NyHKThI, LeHTPbI (0TAeneHus) obuien BpadebHom (CeMENHON) NPaKTUKK),
pacnosio)KeHHble B CeJIbCKUX HaCeNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeyHble OpraHn3aumm

OCYLLECTBNIAIOLME PO3HNYHYIO TOPrOBJIIO IEKAPCTBEHHLIMU NpenapaTaMn ANs MeAULNHCKOTO NMPYUMEHEHNS:
anTe4yHasa opraHmn3sauluna

WHAMBUAYaNbHbLIA NpeanpuHMMaTesb

obocobneHHble nogpasgeneHns (ambynatopuu, denbaliepckue n genbillepcko-akyLlepcke nyHKTh,

LeHTpbl (oTaeneHmns) obwen BpayebHON (CEMENHON) NPaKTUKK),
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na
HeT
HenpUMeHMMOo
na

HeT
HenpuMeHMMo
na

HeT
HernpnMmeHnmo

®epnepanbHbIi 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "0O6 obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHoaaTenbCTBa Poccninckon Pepepaunn, 2010, Ne 16, cT. 1815; 2022, Ne 29, cT. 5278) (ganee - 61-93);
MpaBuna Hagnexalen NPaKTUKN XPaHEHNS U MEPEBO3KM IEKAPCTBEHHLIX NPenapaToB 415 MeAULMHCKOro
NPYMEHEHNS, YTBEPXKAEHHbIE NPUKa3oM MUHMCTepCTBa 34paBooxpaHeHmnsa Poccuinckon ®epepauum ot 31
aBrycta 2016 r. Ne 646H (3apernctpmpoBaH MUHUCTEPCTBOM tOCTULMK Poccunckon depepaunm 9 sHeaps
2017 r., pernctpaumoHHbin Ne 45112) (ganee - MNpaBuna Hagnexalen NpakTUKK XpaHeHus); MNpasuna
Hagsexxallen anTe4yHoN NPaKTUKN IeKapCTBEHHbIX NpenapaToB 419 MeANLUHCKOro NpUMeHeHNs,
yTBEpPXAEHHbIE NPUKa30M MUHNCTEPCTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 31 aBrycta 2016
r. Ne 647H (3apernctpmpoBaH MUHNCTEPCTBOM toCcTULUKM Poccuinckon Genepaunn 9 sHeaps 2017 r.,
pernctpaumnoHHbin Ne 45113) (oanee - NpaBuiia Hagnexalen anTeyHon NpakTuku); Mpasmna xpaHeHUs
NeKapCTBEHHbIX CPEACTB, YTBEPXAEHHbIe NPUKa3oM MUHUCTePCTBa 34paBOOXPaHEHNS 1 COLMANbHOMO
pa3suTnsa Poccuinckon ®egepauum ot 23 aBrycta 2010 r. Ne 706H (3apernctpmnpoBaH MMHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 4 oktabpa 2010 r., pernctpaumoHHbin Ne 18608) ¢ uaMeHeHMsAMM,
BHECEHHbIMW NPUKa3oM MUHUCTEPCTBOM 34paBOOXPAHEHNS N COLNANBHOIO pa3BUTUSA POCCUICKOW
®epepaunm ot 28 gekabps 2010 r. Ne 1221H (3apeructpnpoBaH MUHNCTEPCTBOM OCTULIMN POCCUIACKON
®epepaumnm 4 hespana 2011 r., peructpaunoHHbin Ne 19703) (manee - Mpasuaa xpaHeHus); PeweHne
CoBeTa EBpa3minckon sKOHOMUYECKON KOMUCCKM OT 3 Hoabpsa 2016 r. Ne 80 "O6 yTBepxaeHun Mpasun
HaZnexallen AMcTpubbioTOPCKOM NPaKTUKK B paMKax EBPa3nMncKoro 3KOHOMMYECKoro cotosa”
(odbuumanbHbIA canT EBpa3niicKoro 3KoHOMUYecKoro cotosa http://www.eaeunion.org/, 21 Hosbps 2016 r.)
(nanee - MpaBuia Hagnexalwen AUCTPUOLIOTOPCKON NPaKTUKN)

1.

YTBEpxaeHa fm pykooauTenem cybbekTa obpalleHus nekapCTBEHHbIX CPeLCTB CMCTEMa KavecTBa?
NyHKT 3, 4 NMpaBun Hagnexallen NpakTUKK XpaHeHus; nyHkT 3, 7, 8, 9, 11, 59 - 66, 67 Mpasun
HagsieXallen anTe4yHon NPaKkTuKK,

NyHKT 6, 10 - 15 MpaBun Hagnexallen aucTpnbuloTOPCKON NPaKTUKK

2.

Ha3HayeHo 5in pykoBoanTenem cybbekTa obpalleHns eKapCTBEHHbIX CPEACTB INLO, OTBETCTBEHHOE 3a
BHeApeHue n obecneyveHne CUCTEMbI KavecTBa?

NyHKT 5 MpaBun Hagsiexxalen NpakTUKN XpaHeHus; NyHkTbl 6, 10 MpaBua Hagnexxawen anTeyHomn
NPaKTUKW;

NyHKTbI 8, 17 - 21 MpaBun Hagnexxallen aucTpnbbIoTOPCKON NPaKTUKK

3.

VimeeTcsa N1 [OKyMEHTaUMsA CUCTEMbI Ka4eCTBa, B TOM YuUC/ie CTaHAapTHbLIE onepaunoHHbIe Npouenypsl
(nanee - COM)?

NyHKTbI 3, 41 MNpaBua Hagnexxalen npakTUKN XpaHeHns; NyHkTol 4, 5, 37, 39, 40, 68 MNpaBun Hagnexxawlen
anTeYHoW NpaKTUKK; NyHKThI 7, 38, 52, 53 MNMpaBun Haanexallen AncTpubbioTOPCKOM MPaKTUKK

4.
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MOHATHO N1 coaepXKaHne [OKYMEHTOB, 0HO3HAYHO, He ONYyCKaeT ABYCMbIC/IEHHbIX TOJIKOBAHWUA?
NyHKT 41 MpaBun Hagnexxallen NpakTUKNY XpaHeHns; NyHKT 55 MpaBun Hagnexawen AnCcTpmbsioTOPCKon
NPaKTUKK

5.
MepecmaTpmBalOTCSA N PErYNSPHO U MOALEPKMBAOTCA B aKTya/lbHOM COCTOSIHUWN OOKYMEHTbI?
NyHKT 60 MpaBun Hagsexalwen AuCTpMbbIOTOPCKON MPaKTUKK

6.

CoxpaHsaTCa n 3anncK, OTHOCALLMECS K BbINOJIHEHWIO BCEX AENCTBUMA, KaCaloLLMXCSH NOJTYYEHHOW Nan
MOCTaB/IEHHOW NPOAYKLIMM, @ TaKXXe 3anncu No okasaHunio BPoKepCcKnx ycayr (Hanpumep, 3asBKu, cHeTa,
TOBapHbIE HAaKNaAHbIE) AW Apyrue 3anncy B 3IEKTPOHHOM BUAE UAN NHOW opme?

NyHKT 61 MpaBua Hagnexalwen oUCTpMObLIOTOPCKON NPaKTUKK

7.
VimeloTca nn yTBEpP)KAEHHbIE, MOAMMUCAHHbIE N AAaTUPOBAHHbIE OTBETCTBEHHbLIM ANLOM NpoueaypbI?
NYHKT 56 MpaBun Hagsiexalwen aucTpubbOTOPCKON MPaKTUKK

8.
NimetoTca nn yTBep>KAEHHas, NOANUCAHHAsA U AaTMpoBaHHaa AOKYMeHTaunsa?
NYHKT 56 MpaBun Hagnexalen gucTpmbbIOTOPCKON NPaKTUKK

9.
[aTupoBaHbl i 1 NOANUCAHbI UCMIPABNEHUS, BHECEHHbIE B JOKYMEHTaLN0?
NyHKT 57 MpaBun Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

10.

BHeceHbl 1 ncnpasaeHns Taknum obpasom, 4Tobbl coxpaHanacb BOSMOXHOCTb MPOYTEHNS NEPBOHAYabHbIX
3anucen?

NyHKT 57 MpaBua Hagnexalwen gucTpmbbloTOPCKON NPaKTUKK

11.

O3HaKoOMJIEH 1 NepPCOoHas C AOKYMEHTaMM Mo XPaHEHMWIO 1 (UNK) NepeBO3Ke NeKapCTBEHHbLIX MPenapaTos,
OMUCbIBAOLWLMMN OENCTBUSA, BbINOSHsAEMble CY6BbEKTOM 0bpalLleHNst IeKapCTBEHHLIX NPenapaTos.,
HanpaBJieHHble Ha cobnoaeHne TpeboBaHNn?

NYHKT 43 Mpasua Hagnexxalllen NPakTUKN XpaHeHns;

NyHKT 12 MpaBun Hagsexalen anTe4yHon NPaKkTUKK

12.

OnpefeneHa M 0OTBETCTBEHHOCTb PaboTHUKOB CybbekTa obpalleHns nekapCTBEHHbLIX NpenapaTos 3a
HapyLwweHune COI?

NOANYHKT "6" nyHKTa 4 MpaBun Hagnexallen NpakTUKN XpaHeHUs

13.

3aKJI04€eH 1 JOoroBop, Mo KOTOPOMY OCYLLECTBAIAETCA nepefaya AesTeSlbHOCTU Ha ayTCOPCUHT C
yKa3aHuneM 0653aHHOCTEN KaXKLOoM 13 CTOPOH, MOpsSAKa LENCTBMA U OTBETCTBEHHOCTU CTOPOH?
NYHKT 6 MpaBun HagsieXxalen NpakTUKN XpaHeHUs;

NyHKTbI 12, 110 - 112 Mpasun Hagnexxallen guctpnbbioTOPCKON NPaKTUKK

14,

WcnonHseT nn o693aTenbCTBa MO LOrOBOPY ayTCOPCUHIa KBanN(ULNPOBaHHbIA NepcoHan?
NYHKT 6 MNpaBun Hagnexxallen NPakTUKN XpaHeHns;

nNyHKT 113 MpaBun Hagnexawen GUCTpUOLI0TOPCKON NPaKTUKK
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15.

imeloTcs v noMeLLeHns, KoTopble He0bX0AMMbl AN MCNOAHEHNA 0653aTeNbCTB MO AOrOBOPY ayTCOPCUHIa
(04HO U3 yCNOBUIN [OrOBOPa ayTCOPCMHIa) B COOTBETCTBUN C TpeboBaHnsamu MNpaBuna Hagexallen
NPaKTUKWN XpaHeHns?

NYHKT 6 MNpaBun Hagnexallen NPakTUKN XpaHeHus;

nyHKT 113 MpaBun Hagnexawen GUCTPUOLIOTOPCKON NPaKTUKK

16.

VimeeTca nn obopynoBaHne, KOTopoe HeobxoanMo A1 NCNosHeHns 06a3aTenbLCTB N0 4OrOBOPY
ayTCOPCMHra (04HO 13 YCNOBUIA LOrOBOPa ayTCOPCMHIa) B COOTBETCTBUM € TpeboBaHmaMM [NpaBmn
HagfeXallen NPakTUKN XpaHeHna?

NYHKT 6 MpaBun HagieXxalen NpakTUKN XpaHeHus;

nyHKT 113 MpaBun Hagnexawen GUCTPUOLIOTOPCKON NPaKTUKK

17.

OcBenoMAAeTCs MM 4OKYMEHTaJIbHO MCMOSHUTEb MO AOr0BOPY ayTCOPCUHra (0OAHO M3 YCI0BMIA OroBopa
ayTcopcuHra) obo Bcex hakTopax, CBA3aHHbIX C IeKapPCTBEHHbLIMMW NpenapaTaMu UK AeATeNbHOCTbIO,
nepenaBaeMon Ha ayTCOPCUHI, KOTOPbIE MOrYT NPeACTaBAATb ONACHOCTL AJ1F ero noMeLLeHunn,
obopynoBaHuMs, NnepcoHana?

NyHKT 6 MpaBuna Hagexallen NPakTUKN XpaHeHns;

NyHKTbl 115 - 116 MpaBun Hagnexalwen oucTpmbbloTOPCKON NPaKTUKN

18.

NmeeTca nn y cybbekTa obpalleHns nekapCTBEHHbIX CPEACTB HEOBX0AMMbIA NepcoHan?
NyHKT 7 MNpaBui Hagnexallen NpakTUKN XpaHeHus;

NyHKT 12 MpaBun Hagnexxallen anTevyHou NpakTUKK;

NyHKTbI 16, 22, 23 MNpaBun Hagnexallen AucTpubbioTOPCKON NPaKTUKK

19.

VimeeT nn nepcoHan HeobxoauMyio KBanudukaLmio 1 onsiT paboTsl?
NYHKT 8 MNpaBun Hagfexalen NPakTUKN XpaHeHUs;

NyHKTbI 13, 16 MNpaBun Hagnexallen anTe4YHoN NPaKTUKK

20.

3aKpeneHbl N B AOJHKHOCTHBLIX UHCTPYKLMAX 0053aHHOCTU 1 OTBETCTBEHHOCTL paboTHMKOB CybbekTa
obpallLeHmnsa nekapCcTBEHHbIX NpenapaToB, B TOM Y/C/ie OTBETCTBEHHOro Anua?

NyHKT 9 MNpaBun HagsieXXalen NPakTUKN XpaHeHUs;

NYHKT 24 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

21.

MpoBOANTCS I NOATOTOBKA (MHCTPYKTaXK) MepcoHana B COOTBETCTBUM C MIAHOM-rpaukom?

NyHKT 9 MNpaBuna Hag/iexallen NPakTUKN XpaHeHs;

nNyHKTbl 14, 15, 17 MNpaBun Hagnexxawen anTeyHon NpakTUKK, NyHKTbl 25 - 27 MNpaBua Hagnexaulen
ANCTPNOBLIOTOPCKOM MPaKTUKK

22.

ApXV1BUPYIOTCA 1 B COOTBETCTBUU C 3aKOHOAATENbCTBOM Poccuinckon ®enepauny o6 apxnBHoOM aene
LOKYMEHTbI 0 MPoBeLEeHUN NOArOTOBKU (MHCTPYKTaxa) nepcoHana?

nyHKT 9, 10 MpaBun Hagsexallen NPakTUKN XpaHEHUS

23.
NmeeT nn Cy6'beKT 06paLLI,eHI/IFI NIEKaPCTBEHHbIX NMpenapaToB NomMeLlleHna ana ocywecTBaeHnA
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LeATeNIbHOCTU MO XPaHEHMIo JIeKapCTBEHHbIX NpenapaTos?

NyHKT 11 MpaBui Hagnexallen NpakTUKKU XpaHeHs;

NyHKT 18 MpaBua Hagnexalen anTeqyHon NpakTuKK;

NYyHKTbI 29 - 31 MNMpaBua Hagnexalen ANCTPMOLIOTOPCKON NPaKTUKN

24,

ObecneyeHa v BO3MOXHOCTb HECMPENATCTBEHHONO BXOAA U BbIXOAA AJ1s JINL, C OrPaHUYEHHbIMY
BO3MOXXHOCTSIMI UJIM BO3MOXXHOCTb Bbl30Ba (hapMaLleBTMYeckoro paboTHMKa (B Ciyyae, ecnu
KOHCTPYKTMBHas 0COBEHHOCTb 34aHUA He NO3BONSET) AN 06CNYXMBAaHNS YKa3aHHbIX UL, B COOTBETCTBUM
C TpeboBaHUAMU 3aKOHOAATENLCTBA O 3alUNTE UHBAANAOB?

NyHKT 21 MpaBua Haanexallen anTe4yHon NpakTuKm

25.
MimeeTcsa nn BbiBECKa (YKa3aTesb) C yKa3aHUMEM BCEX HEODXOAMMbIX PEKBM3UTOB?
NYHKT 22 MpaBua Hagnexalen anTeqyHon NpakTuKm

26.

WmeeTcs nn obopyposaHme?

NyHKT 11 MpaBua Hagnexalen NpakTUKN XpaHeHus; NyHKT 4 MpaBua XpaHeHNUA NeKapCTBEHHbIX CPeACTB;
nyHKT 30 MpaBun HagfeXxalen anTe4yHon NPaKTUKK

27.

ObecneynBatoT M NOMELLEHNA ONS XPaHEHNS NIeKapCTBEHHbIX NpenapaToB 6e3onacHoe pa3aefibHoe
XPaHeHWe 1 NepeMeLLleHne eKapCTBEHHbIX NpenapaTos?

NyHKT 12 MpaBua Hagnexalen NpakTUKN XpaHeHus; NyHKT 2 MpaBua XpaHeHNS NeKapCTBEHHbIX CPeACTB;
nyHKT 20 MpaBun HagseXxalen anTe4yHon NPaKTUKK

28.

meeTcs Ny 30Ha TOProBAU TOBapaMm anTe4yHOro acCopTMMeHTa C obecneyeHnemM MecT XpaHeHUs, He
Aonyckatwwym cBoboHOro A0CTyMna NokynaTenen K ToBapaM, OTMyCKaeMbiM, B TOM YKC/IE MO peuenTy?
NYHKT 24 MpaBua Haaexallen anTe4yHon NpakTuKm

29.

ObecneyeHo N pykoBoauTeNem cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB, UMEKOLUM JINLEH3UIO Ha
hapMaLEeBTNYECKYIO OeATeNbHOCTb, HaAN4YMe MUHNMaNbHOr0 acCoOpTUMEHTa?

NyHKT 38 MpaBun HagseXxalen anTe4yHon NPaKTUKK

30.
imeeTcsa nn 30Ha pa3fenbHOro XpaHeHns oaexabl paboTHMKOB?
NYHKT 24 MpaBun Hagfexalen anTe4yHon NPakTUKK

31.

OnpegeneHbl v pykosoautenem cybbekTa obpalleHns IeKapCTBEHHbIX CPEACTB MHbIe 30HbI U (1K)
MOMELLEHNSA B COCTaBe MOMELLEeHUN CybbeKkTa PO3HUYHOW TOProBmn?

NyHKT 25 MpaBun Hagnexxallen anTevyHom NpakTUKm

32.

CocTaBnseT nv naowanb NOMeLLeHNA, HE06XOAUMBIX AN OCYLLECTBIEHNS AEATENBHOCTM NO XPaHEHWIO
JleKapCTBEHHbIX NpernapaTos, He MeHee 150 KB. MeTpoB?

NyHKT 13 MpaBun HagfeXxalen NPakTUKN XxpaHeHus; NnyHKT 23.1 MpaBua XpaHEeHUS JIeKapCTBEHHbIX
cpencTs

33.
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CooTBeTCTBYET /1M MJIOWAab MOMELLEHUNA, HEOBXOAUMBIX LN1F OCYLLECTBEHNS AeATENbHOCTY MO XPaHEHWIO
NEeKapPCTBEHHbIX MpenapaToB, 06beMy XpaHUMbIX IeKapCTBEHHLIX NpenapaTos?
NyHKT 13 MpaBua Hagnexallen NpakTuKn XpaHeHuns

34.

VimetoTca n noMeLLeHna 415 XpaHeHUS OrHeonacHbIX U B3PbIBOOMACHLIX JIEKAPCTBEHHbIX CpencTs?

NyHKT 13 MpaBun XxpaHeHNS NeKapCTBEHHbIX CPeACTB; NYHKT 32 MpaBun Hagnaexalen aucTpubbloTOpCKon
NPaKTUKK

35.

CoOTBETCTBYIOT NN MOMELLEHNS AN XPaHEHWUS OrHEOMNaCHbIX U B3PbIBOONACHbIX JIeKapCTBEHHbIX CPeACTB
TpeboBaHVAM LENCTBYOLWNX HOPMATUBHBLIX LOKYMEHTOB?

NYHKTbl 14 - 21 [paBui XpaHeHUs JIeKapCTBEHHbIX CpencTB

36.

COOTBETCTBYIOT NN XpPaHEHNE OrHeOMNaCHbIX U B3PbIBOOMACHbIX JIEKAPCTBEHHbLIX CPeACTB TpeboBaHUAaM
LeACTBYIOLWNX HOPMATUBHbIX LOKYMEHTOB?

NyHKT 51 MpaBua Hagnexalen NpakTUKU xpaHeHus; nyHkTol 15, 19, 20, 21 MNpaBun xpaHeHus
JIeKapCTBEHHbIX CPeACTB

37.

VimeeTcs nn 0603HavYeHHasa 30Ha UK OTAE/bHOE MOMELLEHME NS NPUEMKUN NIeKapCTBEHHbIX NpenapaToB?
NyHKTbl 14, 15, 16 MNpaBuna Hagnexallen npakTuKM xpaHeHuns; NyHKT 23.1 MNpaBua xpaHeHuns
JIeKapCTBEHHbIX CPEACTB;

NYHKT 24 MpaBua Hagnexxallen anTevyHor NpakTuKKM; NyHKT 33 MpasBun Hagnexallen gucTpubboTOPCKON
NpaKTUKK

38.
ObecneyeHa M B 30HE NPUEMKW 3alLMTa OT BO3AENCTBMA NOrOAHbIX YCIOBMIA?
NyHKT 33 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

39.
ObecneyeHa nn B 30HE OTIPY3KM 3aLLNTa OT BO3LENCTBUSA MOrOAHbLIX YCI0BUA?
NyHKT 33 MpaBua Hagnexxallen gucTpnbbIOTOPCKON NPaKTUKK

40.
MpenycMoTpeHa i B 30He NPUEMKMN 04NCTKA Tapbl?
NyHKT 33 MpaBua Hagnexxallen gucTpnbbsIOTOPCKON NPaKTUKK

41.

NmeeTcs nn 0603HaYeHHas 30Ha UM OTLAE/IbHOE NMOMELLEHUe IKCNeamuun?

NyHKTbI 14, 16 Mpasun Hagnexawen NpakTUKKM XpaHeHns; NyHKT 23.1 MNpaBui XxpaHeHUs NeKapCTBEHHbIX
CpencTs;

NyHKT 33 MpaBua Hagnexxallen gucTpnbbuIOTOPCKON NPaKTUKK

42.

NmeeTcs nn 06o3HavYeHHas 30Ha Uy OTAe/IbHOe MoMeLLeHne A1 OCHOBHOIMO XpaHEeHUS NeKapCTBEHHbIX
npenapaTos?

NYyHKTbI 14, 16 MNpasun Hagnexallen npakTUKN XpaHeHus;

NyHKT 23.1 MNpaBunn XpaHeHUa neKapCTBEHHbIX CPeCTB

43.
NmetoTca nm 0603HaYEHHbIE 30HbI UAW OTAENIbHbIE MOMELLEHUS A XpaHeHna nekapCTBeHHbIX MpenapaTos,
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Tpebyowunx cnewunanbHbIX YCA0BUA?
NyHKTbl 14, 15, 16 MNpaBun Hapnexallen NpakTUKN XpaHeHus;
NyHKT 23.1 MpaBun XxpaHeHMa NeKapCTBEHHbIX CPeaCcTB

44,

VmetoTcs nn 0603HaYEHHbIE 30HbI AN OTAE/bHbIE MOMELLEHNS A8 XPaHEHNS BblBAEHHbIX
hanbCMuULNPoBaHHbIX, He[0bpPOKaYeCTBEHHbIX, KOHTPadaKTHbIX JIeKapCTBEHHbIX MPenapaToB, a Takxe
JIeKapCTBEHHbIX NPernapaToB C UCTEKLWNM CPOKOM rOAHOCTU?

NyHKTbI 14, 15, 16 MNpaBun Hagnexallen NpakTUKN XpaHeHns;

NYHKT; NYHKTbI 32, 81 MNpaBunn Hagfexallen AncTpubbloTOPCKON NPakTUKK

45.

VmeeTcs nn 0bo3HavyeHHas 30Ha uan oTAesibHOe nomelleHune, obecneynatoLme Tpebyemble ycnosums
XPaHeHUs NeKapCTBEHHbIX NPenapaTos, A8 KAPaHTUHHOMO XpaHeHNs NeKapCTBEHHbIX NpenapaTos?
NyHKTbI 14, 15, 16 MNpaBun Hagnexallen NpakTUKN XpaHeHns

46.

VimeeTcsa v B NOMELLEHMAX U 30HaX, UCMONb3yeMbIX A8 XPaHEHUS JleKkapCTBEHHbIX NpenapaTos,
ocBelLeHune?

NyHKT 17 MpaBun Hagfexalwen NPakTUKN XpaHeHUs;

NyHKT 28 MpaBua anTe4HON NPaKTUKK

47.

NmeeTcs nu BasingnpoBaHHaa CUCTEMa, 3aMeHAOWana pa3gesieHne 30H XpaHeHnsd, B TOM 4Yucne
NnocpeaCcTBOM 31eKTPOHHON 06paboTKM AaHHbLIX?

NyHKT 18 MpaBun HagsexXalen NPakTUKN XpaHEeHUS;

NyHKT 32 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

48.

ObecneynBaeT An CUCTEMA, 3aMEHSIOWAs pa3feNieHne 30H XpaHeHus, Tpebyemsblin ypoBeHb 6e30nacHOCTM?
NyHKT 18 MpaBna Hagnexalen NpakTUKN XpaHEeHNS;

NyHKT 32 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

49,

VimetoTca nn aAMUHUCTPATUBHO-ObITOBbIE MOMELLEHNSA, OTAEIEHHbIE OT 30H XPaHEHUS IEKAapPCTBEHHbIX
npenapaToB?

NyHKT 19 MpaBna Hagnexalen NpakTUKN XpaHEeHNS;

NyHKT 37 MpaBun Hagsiexalen aucTpubbloTOPCKON MPaKTUKK

50.

XpaHATCA M B NOMELLEHNAX AN XPaHEHUS NEKaPCTBEHHbIX NPenapaToB NULLEBble NPOAYKThI, TabayHble
N3Oenus, HanuMTKK, a TakKe NIeKapCTBEHHbIe NpenapaThl, NpefHa3Ha4YeHHble 419 IMYHOr0 UCMOJb30BaHuWs
paboTHMKamn cybbekTa obpalleHns eKapCTBEHHbIX MpenapaToBs?

nyHKT 20 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NyHKTbI 37, 76 MNpaBun Hagnexallen aucTpubbioTOPCKOWM MPaKTUKK

51.

NoAAaep>XMBAOTCS NN B MOMELLEHUAX W (UK) 30HAX TEMMNEePaTYPHbIE PEXNUMbI XPAHEHNS U BNAXKHOCTb,
COOTBETCTBYIOLLME YCIOBAAM XPaHEHWS!, yKa3aHHbIM B HOPMATVBHON AOKYMEHTaLUN, COCTABAAOLLEN
PerucTpaLMoHHoe A0Chbe SIeKapCTBEHHOMO NpenapaTta, MHCTPYKLMUM NO MeAULMHCKOMY NPUMEHEHMIo
NeKapCTBEHHOrO NMPernapaToB U Ha YNakKoBKe JIeKapCTBEHHOrO NpenapaTa?

NyHKT 21 MpaBua Hagnexalluen NpakTUKKN XpaHeHns; NyHKT 3 MpaBun XpaHeHWs 1eKapCTBEHHbIX CPeACTB;
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NYHKT 76 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

52.

OcCyLLecTBASETCA N N3YYEHNe pacnpenesieHns TemnepaTypbl (ganee - TemnepaTypHOe KapTMpOBaHMeE) B
NMOMELLEHMAX (30HaX), NCMOJIb3YEMbIX O151 XPaHEHNSA JIEKAapPCTBEHHbIX NpenapaToB?

NYHKT 22 MpaBui Hagnexalen NpakTUKN XpaHeHNS;

NyHKT 39 MpaBun Hagsiexalen oucTpubbOTOPCKON MPaKTUKN

53.

Pa3melLeHo nu obopynoBaHe oS KOHTPOS TeMNepaTypbl B NOMELLEHNAX (30Hax) B COOTBETCTBUM C
pe3ynbTaTamMy TEMMNEpPaTypHOro KapTUPOBaHMSA, Ha OCHOBaHWUMW NPOBEAEHHOI0 aHaan3a Y OLEHKN PUCKOB?
NYHKT 22 MpaBui Hagnexallen NpakTUKU XpaHeHs;

NyHKT 39 MpaBna Hagnexalen oUCTpmbbIOTOPCKON NPaKTUKK

54.

MoBTOpsieTCA NI TEMNepaTypHOe KapThpoBaHUE B COOTBETCTBUW C pe3y/ibTaTaMu aHaJiu3a pUCKoB, a
TakXXe Npu U3MEeHEHNAX B KOHCTPYKLUW NoMeLLeHuns (30H) uan obopynoBaHnsa 4159 KOHTPOS
TemnepaTypsbl?

NYHKT 22 Mpasua Hagnexxallen npakTUKM XpaHeHus;

NyHKT 34 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

55.

Pernctpupytotca an pesysibTaTbl TEMNEPATYPHOro KapTUPOBaHMA B CrielnanbHOM XypHane (kapTe)
perncTtpaunmn Ha 6yMa)KHOM HOCuTene n (I/IJ'IVI) B 3JIEKTPOHHOM BMae eXXeaHeBHO, B TOM 4YMUCJie B BbIXOOHbIE
N NpasgHUYHbIE OHU?

NyHKT 23 MpaBun HagsieXxalen NpakTUKN XpaHeHus; NyHKT 7 MpaBun XpaHeHNA NeKapCTBEHHbIX CPEACTB

56.
XpaHUTCA A XXypHan (KapTa) perucrpauun B TeyeHme aByx neT?
NYHKT 23 MpaBun Hagsexalen NpakTUKN XpaHeHus; NyHKT 7 MpaBun XpaHeHNA NeKapCTBEHHbIX CPEACTB

57.

YTBEp)XAEH /I PYKOBOAUTENEM OPraHM3aLnmn KOMMIEKC Mep, HanpaBiEHHbIX Ha MUHUMU3ALINIO pUCKa
KOHTaMUHaUNW MaTepunasioB NN nNeKapCTBEHHbLIX NpenapaToB, Npu yCcoBUn C06J'IIO,EI,eHI/IF| 3alWnTbl OT
BO34EeNCTBNS DAaKTOPOB BHELLHEN cpelbl?

NYHKT 24 MNpaBun HagsexXalen NPakTUKN XpaHeHns

58.

MpoBoanTCs in ybopKa NoMeLLeHnin (30H) AN XpaHEHUS NEKapCTBEHHbIX NpenapaToB B COOTBETCTBUN C
COlMamn?

NyHKT 25 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NyHKT 35 MpaBua Hagnexalen gucTpmbbIOTOPCKON NPaKTUKN

59.

JlonyckaeT M oTAesNiKa NoMeLLeHN (BHYTPeHHME NOBEPXHOCTY CTEH, MOTOJIKOB) AN XPaHEeHUS
JIEKAPCTBEHHbIX MPenapaToB BO3MOXHOCTb NPOBEAEHNS BNaXKHOW y6opkn?

NYHKT 25 Mpasun Hagnexxallen NnpakTUKN XpaHeHns;

NYHKT 6 MpaBna XpaHeHUs NeKapCTBEHHbIX CPeaCTB;

NYHKT 23 MMpaBui Hagnexallen anTeqyHom NpakTuKmn

60.
ObecneymBaeT M YyCTaHOBKa 060py0BaHNSA A1 XPaHEHWS IeKapCTBEHHbIX CPECTB B NMOMELLEHUNAX
AOCTYMNHOCTb ANsi NpoBeAeHus y6opKu?

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 10 n3 81



NyHKT 10 MpaBun XxpaHeHUs neKapCTBEHHbIX CPeacTs;
NyHKTbl 19, 31 Mpasun Hagnexawen anTe4yHon NpPakTuKm

61.

iMmeeTcs nn oTAeNbHasA 30Ha (MOMeLleHmne, WKadbl) 4159 XpaHeHNS 060pyLOBaHNS, MHBEHTapA U
MaTepuranos Oas ybopku (04NCTKM), @ TaKKe MOKLLUX N Ae3UHDULNPYIOLLNX CpeacTs?

NyHKT 25 MpaBun Hagsexalen NpakTUKN XpaHeHUs

62.

ObecneyeHa N1 3alyUTa NOMELLEHUIA A9 XPAaHEHNS NIeKapCTBEHHbIX NpenapaToB 0T NPOHUKHOBEHMS
HaCeKOMbIX, FPbI3yHOB WJIN APYTrUX XUBOTHbIX?

NYHKT 26 MMpaBui Hagnexallen NpakTUKKU XpaHeHs;

NyHKT 27 MpaBui anTe4yHON NpaKTUKK;

NyHKT 36 MpaBun Hagnexxallen aucTpnbbLIOTOPCKON NPaKTUKK

63.

MpefycMOTPEHO N pa3feneHne NOTOKOB NepeMeLLeHmns NeKapCTBEHHbIX NpenapaToBs (C MOMeHTa
nocTynaeHna 0o MOMeHTa OTNPaBKK CO CKﬂa)J,a) Mexay rnoMeLwleHnamMmm n (I/IJ'IVI) 30HaMW OnAa XpaHeHUA
JleKapCTBEHHbIX NpenapaTos?

NYHKT 28 MpaBun Hagsexalen NPakTUKN XpaHeHns

64.

ObecneyeHbl 1 NOMeLLEHMSA 019 XPaHEeHNA NIeKapCTBEHHbIX CPEACTB CTennaxamu, Wkadamu, nogaoHaMu,
noATOoBapHMKamMn?

NYyHKT 5 MNpaBus xpaHeHNs NeKapCTBEHHbIX CPeLACTB

65.
MapKnpoBaHbl Jin CTeNNaXN (LWKagbl) 415 XPaHEHUS NeKAPCTBEHHbIX NpenapaTos?
NYyHKT 29 MpaBun Hagnexxallen npakTUKN XpaHeHus

66.

NpoeHTnuumpoBaHbl M CTeNNaXu, WKadbl, NOJKK, NpefHasHavyeHHble 415 XpaHeHUs NekapCTBEHHbIX
cpencTs?

nNyHKT 10 MpaBua XxpaHeHNs NeKapCTBEHHbIX CPELCTB

67.
VimetoTcs M cTennaxKHble KapTbl, HaXoAsLWMUecs B BUANMON 30He?
NYHKT 29 MpaBui Hagnexallen NpakTUKU xpaHeHus; nyHKT 10 MpaBun XxpaHeHWsa fleKkapCTBEHHbIX CPeacTB

68.
MpuMeHseTCa M 3NEeKTPOHHasA cnctemMa 06paboTKmM faHHbIX?
NYHKT 29 MpaBu Hagnexallen npakTUKu XxpaHeHuns

69.

ObecneyeHa MM MAEHTUGDMKALMSA JIEKAPCTBEHHbIX MPENapaToB B COOTBETCTBUN C MPUMEHSAEMON CyObEKTOM
obpalleHmnsa nekapCTBEHHbIX NPenapaToB CUCTEMON yYeTa?

NyHKT 29 MpaBun Hagsexalen NPakTUKN XpaHeHUs

70.

MoMeLLeHbl N IeKapCTBEHHbIE NpenapaTbl, B OTHOLIEHUN KOTOPbIX Cy6beKTOM 06palleHns NeKapCTBEHHbIX
npenapaToB He NMPUHSATO PELLIEHME 0 AasbHelleM obpalleHnu, Uan NeKapCTBEHHbIE NMpenapaTh,
obpallieHne KOTOpPbIX NPMOCTAHOBMEHOD, @ TakXKe BO3BpaLLeHHble Cy6bekTy obpalleHns NeKapCTBEHHbIX
npenapaToB JIeKapCTBEHHbIE NpenapaThl B OTAE/IbHOE NMoMelLeHne (30Hy)?
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nyHKT 30 MpaBun HagseXxalen NPakTUKN XpaHeHUS;
NyHKT 32 MpaBun Hagnexxallen gucTpnbbIOTOPCKON NPaKTUKK

71.

/3011poBaHbl 1N IeKapCTBEHHbIE NpenapaThbl, B OTHOLIEHNM KOTOPbIX Cy6bekTOM obpalueHuns
JIEKAPCTBEHHbIX NPENapaToB He MPUHATO PELLUEHNE 0 fanbHenweM obpalleHnn, nn IeKapCTBEHHbIe
npenapaThl, 0bpalleHne KOTOPbIX MPMOCTAHOBEHO, @ TakXe BO3BpalleHHble CybbekTy obpalleHns
JIeKapCTBEHHLIX NpenapaToB JIeKAaPCTBEHHbIE NpenapaTthl B OTAE/bHOE NMoMeLLeHNe (30HY) C MPUMEHEHNEM
CUCTEMbI 3JIEKTPOHHOWN 06paboTKn AaHHbIX, obecneymnBatoLLen pasgeneHne?

nyHKT 30 MpaBua Hagnexallen NPakTUKN XpaHeHus; NyHKT 32 MpaBun Hagaexalen oUCTpubbLI0TOPCKON
NPaKTUKK

72.

[apaHTUPYIOT X NPEeANPUHATLIE MEepPbl N30JIALMK JIEKapCTBEHHbLIX NpenapaToB NUCKJII0YeHne nx nonagaHms
B obpalLeHmne?

nyHKT 30 MpaBun HagsexXalen NPakKTUKN XpaHeHUS;

NyHKT 32 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

73.

XpaHATCA M NeKapcTBEHHbIE NpenapaTsl, Nogaexalme NnpeaMeTHO-KOJIMYeCTBEHHOMY Y4eTy, B
MeTaJI/IMYEeCKNX NN fEePEBSAHHbIX WKadax, oneyaTbiBaeMbIX MAN NAOMOUPYEMBIX B KOHLE paboyero gHa?
NyHKT 31 MpaBun HagseXxalen NPakTUKN XpaHeHUs

74.

XpaHATCS K IeKapCTBEHHbIE NpenapaThl, COAepXKaLlme HapKOTUYeCKue cpencTsa U NCUXOTPONHbIE
BELLeCTBa, B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM Poccminckon degepaunmm 0 HAPKOTUYECKUX CpeacTBax u
NMCUXOTPOMHbIX BellecTBax?

NyHKT 32 MpaBun Hagsiexxalen NpakTUKN XpaHeHus; NyHKTbl 9, 65 MNpaBua XxpaHeHNs NeKapCTBEHHbIX
CpencTs;

NyHKT 32 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

75.

XpaHATCSA K IeKapCTBEHHbIE NpenapaThl, CoAepXKallme CUIbHOLENCTBYOWME N A40BUTbIE BELLLECTBA,
Haxo4sALWwmnecs Nog KOHTPOEM B COOTBETCTBMM MEXAYHAaPOAHbIMY MPaBOBbIMMA HOPMaMK, B MOMELLEHUSX,
060pyA0BaHHbIX MHXEHEPHBLIMU N TEXHUYECKUMW CPeACTBAMU OXPaHbl, aHaJ0rMYHbIMU MPeayCMOTPEHHbLIM
L5 XpaHEHUS HAPKOTUYECKUX Y NMCUXOTPOMHbIX JIEKAPCTBEHHbIX CpencTs?

NyHKT 33 MpaBun HagsieXxalen NPakTUKN XpaHeHus; NyHKTbl 9, 67 MNpaBuna XxpaHeHNS NEKapCTBEHHbIX
CpencTB; NyHKT 32 MpaBui Hagnexallen gucTpmbbloTOPCKON NPaKTUKN

76.

XpaHATCA Nin IeKapCTBEHHbIE NpenapaThl, CoAepXXallue HapKOTUYeCKUe CpefCcTBa U NCUXOTPOMHbIE
BELLEeCTBa, COBMECTHO C JIeKapCTBEHHbIMUW NpenapaTaMu, CoAepXXaluMm CUabHOAENCTBYOLWMNE Nn
A00BUTbIE BELLECTBA, Ha pa3HbIX N0JIKax cenda (MeTannmyeckoro wkada) nam B pasHbix cendax
(MeTannnyeckux Wkadax), onevyaTblBaeMbIX NN NAOMOMPYEMbIX B KOHLe paboyero oHa?

NYHKT 34 MpaBui Hagnexalen NpakTUKN XpaHeHNs;

NYHKT 68 MMpaBu XpaHeHNs NeKapCTBEHHbIX CPELCTB

77.

XpaHATCA M CMAbHOLENCTBYIOLWME 1N A00BUTbIE NEKAPCTBEHHbIE CPEACTBa, HE HaXxoasaLWMecs nog
MeXOYyHapoAHbIM KOHTPOJ1EM, B MeTaJIJINYECKNX LIJKanaX, onevyaTblBaeMbIX U I'IJ'IOM6I/IpyeMbIX B KOHLe
paboyero gHa?

NYHKT 69 MNpaBnn XpaHeHNs neKapCTBEeHHbIX CpeacTB
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78.

imeeTcs nn oxpaHHas cucTeMa, MO3BOJIAKOLLAA NpefoTBpalLlaTb HENMPaBOMEPHOE MPOHNKHOBEHME B Nil0bbIe
nomeLleHns (30Hbl) 415 XpaHeHWs flekapCcTBEHHbIX npenapaTos?

NyHKT 35 MpaBua Hagnexallen NpakTUKN XpaHeHNUs;

NyHKT 34 MpaBun Hagnexxallen gucTpnbbI0TOPCKON NPaKTUKK

79.

NmeeTcs cncteMa KOHONUNOHNPOBaHWA B NMOMeLEeHNAX A1 XpaHeHUA NeKapCTBEHHbLIX CPEACTB C
pa3MeLLeHnem 1 06CcayKMBaHMEM COrlacHO AOKYMEHTaLU MM No ero NCnonb3oBaHuMio (3kcnayaTauum)?
NyHKTbI 21, 36, 37 MNpaBun Hagnexxalen NpakTUKM XpaHeHus; NyHKT 4 MNpaBun XpaHEHNS NeKapCTBEHHbIX
CpencTs;

NYHKTbI 26, 33 MNpaBn Haanexxallen anTeyHon NpakTuky; NyHKT 40 MpaBun Hagnexallen
ANCTPUOBLIOTOPCKOM MPaKTUKK

80.

WmeeTcs nn xonoaunbHoe o6opyfoBaHme (C yka3aHNeM HavMeHOBaHMSA, MapKy, MHBEHTapHOro HoMepa,
TemnepaTypHOro pexuMa, EMKOCTU) C pa3MeLleHneM 1 06CayXUBaAHNEM COrlacHO AOKYMEHTaLMy Nno ero
NCMonb30BaHMIO (3KCMayaTaumm)?

NyHKTbI 21, 36, 37 MNpaBui Hafexallen NPakTUKN XpaHeHWs; NyHKT 4 MpaBuil XpaHeHNs NeKapCTBEHHbIX
CpencTs;

NYHKTbI 26, 33 MNpaBna Hagnexxalwen anTeyHon NnpakTuky; NyHKT 40 MpaBun Hagnexallen
ANCTPUBLIOTOPCKOW MPaKTUKK

81.

iMmeeTcs nn oxpaHHas U NOXapHas CUrHaAM3auns C pasMeLLeHnemM n 0bcnyxnBaHMeM CornacHo
LOKYMEHTaLMW No NX NCNOb30BaHMIO (3KCnyaTauum)?

NyHKTbI 21, 36, 37 lNpaBun HagneXxallen npakTuKn xpaHeHus; nyHkKT 40 MNpaBun Hagnexxawen
ANCTPUBLIOTOPCKOW MPaKTUKK

82.

NmeeTcs nn cuctema KOHTPOIA LOCTYNa C pa3MeLleHnem 1 06CayXBaHneM COrnacHoO 4OKyMeHTaumm no
ero 1Cnosib30BaHMto (3KcnayaTaumm)?

NyHKTbI 21, 27, 36, 37 MpaBun HagexXallen NpakTUKN XpaHeHUs;

NyHKTbI 32, 34 MNpaBun Hagnexallen aucTpubbioTOPCKOWM MPaKTUKK

83.

OnpepeneHo nun npaso goctyna COIM?

NyHKTbI 27, 37 MNpaBun Hagnexallen npakTUKN XpaHeHus;
NyHKT 32 MpaBun HagsieXxalen anTe4yHon NPaKkTuKK;

NyHKT 32 MpaBua Hagnexxallen aucTpnbbIOTOPCKON NPaKTUKK

84.

NmeeTcs nn BEHTUAALMOHHAA CMCTEMA C pa3MeLleHneM 1 06CnyXnuBaHUeM COrlacHo LOKYMeHTauum no
ero UcnoJsib3oBaHWIo (3Kcryataunm)?

NyHKTbl 21, 27, 36, 37 MpaBun Hagnexxalen NPakKTUKKN XpaHeHns; NyHKT 4 MpaBua xpaHeHuns
JIeKapCTBEHHbIX CPeACTB;

NYHKT 26, 33 MNpasun Hagnexallen anTevyHon NpakTuKK; NyHKT 40 MNpaBun Hagnexallen
ANCTPUOBIOTOPCKON MPaKTUKM

85.
MmeeTcst M cucTeMa yBNaXKHEHWS 1 (MAK) OCYLLIEHMS BO3[lyXa C Pa3MeELLEHNEM 1 06CayXBaHNEM
COrlacHO AOKYMEHTALMK MO ero UCNosib30BaHMIo (3KCnayaTaumm)?
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NyHKT 44 MpaBua Hagnexalen gucTpmbbIOTOPCKON NPaKTUKK

86.

VimeeTcs v TepMOrnurpoMeTpbl (MCMXPOMETPLI) MAn nHoe obopyaoBaHMe, UCNOJSIb3yeMoe ANS perncTpaLumm
TemnepaTypbl 1 BAAXHOCTH, C pa3MeLLeHMeM 1 06CIyXXMBAHNEM COrIaCHO JOKYMEHTaLMUN Mo ero
NCNonb30BaHMO (3KCnyaTaumm)?

NyHKTbI 21, 27, 36, 37 MpaBun Hagsexxalen NpakTUKN XpaHeHUs;

NyHKT 7 MNpaBnn XpaHeHNa NeKapCTBEHHbIX CPeACTB; NYHKT 40 MpaBunn Hagnexalwen ANCTpmbbI0TOPCKON
NPaKTUKK

87.

Pa3mMeLLeHbl 11 n3MepuTesbHbIe YacTu NpMBoPoB ANa perncTpauumn NnapaMeTpoB BO3AyXa Ha PacCTOAHMM
He MeHee 3 M OT ABepei, OKOH M 0TONUTENbHbIX MPMbopoB 1 Ha BbicoTe 1,5 - 1,7 M oT nona?

NyHKT 7 lNpaBun XpaHeHa NeKapCTBEHHbLIX CPELACTB

88.

Mpowno nn obopygoBaHne, OTHOCALLIEECS K CPeACTBaM U3MEPEHNIA: NEPBUNYHYIO MOBEPKY U (1K)
KannbpoBKy 40 BBOAA B 3KCMIyaTauuo?

NyHKT 38 Mpasua Hagnexxallen NpakTUKN XpaHeHus;

NYHKT 7 MpaBui XpaHeHUs neKapCTBEHHbIX CpeacTs;

NyHKT 33 MpaBua Hagnexxallen anTevyHow NPakTUKK;

NyHKT 41 MpaBua Hagnexalen gucTpmbbIOTOPCKON NPaKTUKN

89.

Mpowuno nu obopyLoBaHWe, OTHOCSLLLEECS K CPeACTBAM U3MEPEHMIA: NEPBUYHYIO NOBEPKY U (1an)
KannbpoBKy nocse pemMoHTa?

NyHKT 38 MpaBun Hagnexxallen NpakTUKN XpaHeHns;

NYHKT 7 MpaBua XpaHeHUs NeKapCTBEHHbIX CPeacTB;

NyHKT 33 MpaBu Hagnexallen anTeyHom NpakTuky;

NyHKT 41 Mpasun Hagnexxallen aucTpnbbI0TOPCKON NPaKTUKK

90.

Mpowno nn obopyaoBaHNE, OTHOCSALLEECA K CPeACTBaM N3MEPEHUIA: NEPUOANYECKYIO MOBEPKY U (1K)
KannbpoBKy B mpouecce akcnayaTaumm?

NyHKT 38 MpaBui Hagnexallen NpakTUKN XpaHeHUS;

NyHKT 7 MpaBuna XpaHeHUS IeKapCTBEHHbIX CPEACTB;

NyHKT 33 MpaBui Hagnexallen anTeyHon NpakTukm; NyHKT 41 MNpaBun Hagnexallen aucTpnbsoToOPCKON
NPaKTUKN

91.

OCyLEeCTBASIOTCA N PEMOHT, TEXHUYECKOE 06CyXMBaHWE, MOBEPKa 1 (11n) KambpoBka 060pyA0BaHUS B
COOTBETCTBMUM C YTBEPXKLAEMbIM MJ1aHOM-rpanKom?

NyHKT 39 MpaBuA Hagnexallen NpakTUKN XxpaHeHus; NyHKT 41 MpaBun Hagnexallen oUCTpubbIOTOPCKON
NPaKTUKN

92.

ObecneyeHbl M Ha BPEMS PEMOHTA, TEXHNYECKOro 00CNYy)KMBaHUS, MOBEPKMN U (MAK) KannbpoBKU
obopyoBaHMA 1 CPeACTB M3MepeHUs Tpebyemble yCNOBMSA XPaHEHUS JIeKapCTBEHHbIX NPenapaToB?
nNyHKT 40 MpaBun HagsieXxalen NpakTUKN XpaHeHus; NyHKT 43 MpaBun Hagsexalwen agucTpubbloTOPCKON
NPaKTUKK

93.
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JOKYMEHTUPYIOTCA N apXNBUPYIOTCA JIN LOKYMEHTbI, CBA3aHHbIE C PEMOHTOM, TEXHUYECKNM
obcnyxmBaHMeM, NoBepKo 1 (nnm) kannbposkon o6opyLoBaHNA N CPEACTB U3MEPEHMNA?
NyHKT 40 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NyHKT 44 MpaBun Hagnexxallen gucTpnbbuIOTOPCKON NPaKTUKK

94.

Micnonb3ytoTcs Nn ANs onepaTUBHOMO BbISIBJIEHWUS OTKJIOHEHWIA OT TpebyeMblX YCNI0BUIA XPaHEHUSI CUCTEMbI
CUrHanM3aunn?

NyHKT 42 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

95.
TecTupyloTCs M CUCTEMbI CUrHanM3aunm ang obecneyeHuns nx Hagnexalwero yHKLMOHUPOBaHMA?
NYHKT 42 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

96.
BannaupoBaHbl v BEpUULMPOBaHbI I KOMMObIOTEPU3MPOBAHHbLIE CUCTEMBbI?
NyHKT 45 MpaBun Hagsiexalwen oucTpubblOTOPCKON MPaKTUKK

97.

MimeeTca M NUCbMeHHOE AeTaslbHOe ONMcaHne KOMMNbIOTEPU3NPOBAHHOW CUCTEMbI B aKTyaslbHOM
COCTOAHUN?

NYHKT 46 MpaBua Hagnexalwen gucTpmbbloTOPCKON NPaKTUKK

98.

PernctpmpyeT M KOMMNbIOTEPM3NPOBAHHASA CMCTEMA BCE N3MEHEHNS B CUCTEME C YKa3aHUEM
NnoJib30BaTess, COBEPLUAIOLLErO 3TN N3MEHEHNS?

NyHKT 47 MpaBun Hagfexalen aucTpubbloTOPCKON NMPaKTUKK

99.

Ha3HauyeHbl M cybbekToM obpalleHns neKkapCTBEHHbIX NPenapaToB 0TBETCTBEHHbIE PabOTHUKY 3a BBOL,
AaHHbIX B KOMMbOTEPU3NPOBAHHYO CUCTEMY WN X U3MEHEHNe?

NyHKT 47 MpaBua Hagnexaluen ANCTpubbIOTOPCKON NPaKTMKK

100.

MpepycMoTpeHb! N PU3NYECKNE UAN SIEKTPOHHbIE CPEACTBA ANA 3alWUThl 4aHHbIX OT CJTYYalHOro 1in
HeNnpPaBOMEPHOr0 BHECEHNS N3MEHEHWIA?

NyHKT 48 MpaBun Hagsiexalwen aucTpubbOTOPCKON MPaKTUKK

101.
PerynsipHo nm npoBepseTcs [4OCTYMHOCTb COXPAHEHHbIX SAaHHbIX?
NyHKT 48 MpaBua Hagnexalen gucTpmbbIOTOPCKON NPaKTUKK

102.
Co3[atoTCa 1 XPaHATCA NN pe3epBHbIe KOMUN COXPaHEHHbIX AaHHbIX?
NyHKT 48 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

103.

MpeaycMOTPEHbl M NpoLesypbl, Onpeaensioline Nopsaaok AencTBuin B ciyvae cboe B paboTe cucTembl
WAV BBIXOAA €€ 13 CTPOS, @ TakXKe Mepbl N0 BOCCTAHOBEHMIO AaHHbIX?

NyHKT 49 MpaBua Hagnexaluen ANCTpnbbIOTOPCKON NPaKTUKK

104.
KBanugunumpoBaHbl 1 (Man) BanuANPOBaHbI 1N KNo4eBoe 060pyA0BaHME 1 MPOLLECCHl A0 Havana
3KCryaTauumn?
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nNyHKT 50 MpaBun Hagnexalen gUCTpMObIOTOPCKON NPaKTUKN

105.

KBannguumpoBaHbl 1 (MK) BaAULMPOBaHbI N KiloyeBoe 060pyAoBaHMe 1 NpoLecchl nocne nobdoro
3HAYUTESIbHOT O N3MEHEHMNS (HanpyMep, NoC/ie PEMOHTA WU TEXHNYECKOr0 06CyKMBaHNS)?

nyHKT 50 MpaBun Hagnexaluen ANCTPUOLIOTOPCKON NPaKTUKK

106.

iMeloTCs M 0TYETHI, B KOTOPbLIX 0606LLIEHEI MONYYEHHbIE Pe3ybTaThl, @ TakXe AaHbl 00bACHEHNS
BbISIBJIEHHbIM OTKJIOHEHNAM?

nNyHKT 50 MpaBun Hagnexalen oucTpmbbIOTOPCKON NPaKTUKN

107.
OhopMAATCA NN LOKYMEHTAsIbHO OTKJIOHEHWS OT YCTaHOBAEHHbIX npouenyp?
nyHKT 50 MpaBun Hagnexalwen gucTpmbbIOTOPCKON NPaKTUKN

108.

Pa3pabaTtbiBatoTca M cybbekToM obpalleHmnsa nekapcTBeHHbIX NpenapaToB Mepbl, HanpaBieHHbIe Ha NX
yCTpaHeHWe, a TakXXe Ha NpefoTBpaLleHne NX NoSBNEHNS B ByayLeM (KOPPEKTMPYIOLLME 1
npeaynpexaatwowme gencransa)?

nNyHKT 50 MpaBun Hagnexalen oucTpmbbIOTOPCKON NPaKTUKK

109.

OcyLwecTBASIOTCA NN BCe AencTBMA CybbekTa obpalleHns IeKapCTBEHHbIX MpenapaToB No XpaHeHUo
NeKapCTBEHHbIX MpenapaToB Takum 06pa3omM, 4Tobbl MOEHTUYHOCTb 1 Ka4eCTBEHHbIE XapaKTePUCTUKN
NEeKapCTBEHHbIX NpenapaToB He Oblan yTpayeHsbl 1 COBNI0AANNCL YCNO0BUSA UX XPaHEHUS, YKa3aHHbIE B
WNHCTPYKLMM NO MeANLMHCKOMY NMPUMEHEHMIO N Ha YMaKOBKE JIeKapCTBEHHOr 0 npenaparta?

NYHKT 44 MMpaBui Hagnexallen npakTUKu XxpaHeHus

110.

OcyLLecTBAAIOTCA JiM BCe AeNCTBMA CybbekTa obpalleHns nekapCTBEHHbIX MpenapaToB Mo XpaHeHWo
NEKapPCTBEHHbIX MpenapaToB TakuM 06pa3omM, 4Tobbl cobnofanncs YCNOBUS UX XPAHEHNS, YKa3aHHbIe B
WNHCTPYKLMM NO MeANLMHCKOMY NMPUMEHEHMIO N Ha YNaKOBKE JIeKapCTBEHHOr 0 npenaparta?

NYHKT 44 MMpaBui Hagnexallen NnpakTUKy XxpaHeHuns

111.

MpUHUMaIOTCA N1 Mepbl 415 MUHMMU3ALMN PUCKA NPOHUKHOBEHWS (hafbCUULLMPOBAaHHBIX,
KOHTpataKTHbIX, HeL0OPOKa4YeCTBEHHbIX JIeKapCTBEHHbIX NpenapaToB B obpalleHne?
NyHKT 45 Mpasun Hagnexxallen NnpakTUKY XpaHeHns

112.

OcylecTBnseTCs 1 NpOBEpPKa COOTBETCTBUA NPUHUMAEMBIX JIEKAPCTBEHHbIX NpenapaTos
TOBapOCOMPOBOAMTENLHON OKYMEHTALMM MO aCCOPTUMEHTY, KOIMYECTBY N KavyecTBy, COBI0AEHNIO
CneunanbHbIX YCIOBUA XpaHeHWS (MpY Han4ymMm Takoro TpeboBaHUs B HOPMATUBHOW LOKYMEHTaLUMUW Ha
JIeKapCTBEHHbIV MpenapaT), a TakXe Han4ynio NOBPEXAEHNN TPAHCMOPTHON Tapbl?

NYHKT 46 MpaBun HagsexXalen NPakTUKN XpaHeHUs

113.

imeloTca M LEHHMKWN C YyKa3aHMEM HauMeHOBaHMWA, AO3MPOBKW, KOIMYECTBa 403 B YMNaKOBKe, CTPaHbI
NPOVN3BOANTENS, CPOKa FOAHOCTM (NpU Hann4nm)?

NyHKT 35 MpaBua Hagnexalen anTeyHon NPakTuKM

114.
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Pa3meLLaloTca in 1ekapCTBEHHbIE MpenapaThl, 0TAyCKaeMble 6e3 peuenTa, Ha BUTPUHAX C Y4€TOM YC0BUI
XPaHeHUs, NPefyCMOTPEHHbIX MHCTPYKLUMEN NO MEAULUHCKOMY MPUMEHEHWIO, U (M1M) Ha yNaKoBKe?
NYHKT 36 MpaBua Hagnexalen anTeqyHon NPakTuKM

115.

Cobniogaetcs nm TpeboBaHme 06 OTCYTCTBUM OCTYNa NOKynaTenen K IeKapCTBEHHbLIM NpenapaTam,
OTMNyCcKaeMbIM Mo peLenTy?

NYHKT 36 MMpaBui Hagnexallen anTeyHom NpakTuKmn

116.

Pa3meLLaoTCs M NeKapCTBEHHbIE NpenapaThl, 0TNyCKaeMble No peLenTy Ha JlIekapCTBEHHbIV Nnpenapar,
OTAENbHO OT 6e3peLenTypHbIX IEKAaPCTBEHHbLIX MPEnapaToB B 3aKPbIThIX LWKagax C 0TMETKON "no peLenTy
Ha JleKapCTBEHHbIM NpenapaT", HAHECEHHOWN Ha MOAKY Uan WKad?

NYHKT 36 MpaBui Hagnexallen anTeyHom NpakTuKmn

117.

Pa3meLLeHbl 1 IeKapCTBEHHbIE MpenapaTbl B MOMELEeHMAX U (1K) 30HaX NS XpaHeHNA eKapCTBEHHbIX
npenapaToB C y4eToM TpeboBaHWN, HOPMAaTMBHON LOKYMEHTALNN, COCTABAAIOLLEN PErMCTPaLMOHHOE A0Che
Ha NeKapCTBEHHbIN NpenapaT, MHCTPYKLAM N0 MeAULUHCKOMY NPUMEHEHWI0, MH(opMaLun, cogepxallencs
Ha NepBUYHON 1 (MI1) BTOPUYHON YNAKOBKE NIEKapCTBEHHOIO NpenapaTa, TPaHCNopTHON Tape?

NyHKT 47 MpaBun Hagnexxallen NnpakTUKU XpaHeHus; NyHKTbl 32 - 34, 40, 42 MNpaBua XxpaHeHus
JIeKapCTBEHHbIX CPeACTB

118.

Pa3meLLeHbl 1N NeKapCTBEHHbIE MpenapaThl B COOTBETCTBUM C TPe6OBAHMAMN HOPMATUBHOW JOKYMEHTaLMK
n (nnn) TpeboBaHNAMM, yKa3aHHbIMI Ha YMAKOBKE JIEKapCTBEHHOr 0 NpenapaTa, C y4eToM: PUsnko-
XMMWNYECKNX CBONCTB JIEKAPCTBEHHbIX MPenapaToB; (hapMakoaornyeckux rpynn; cnocoba BBeaeHuUs
JIEKAPCTBEHHBIX MPEMNapaToB; arperaTHOro0 COCTOSHUS hapMaLLeBTMYECKUX CybcTaHLmMn?

NyHKT 49 MpaBua Hagnexallen NpakTUKK XpaHeHns; NyHKT 8 MpaBus XpaHeHns 1eKapCTBEHHbIX CPeACTB

119.

Pa3mMeLLeHbl I NeKapCTBEHHbIE MpenapaThl 418 MeANLMHCKOr0o NPUMEHEHUS BO BTOPUYHON
(noTpebuTenbCKoN) ynakoBKe 3TUKETKON (MapKUPOBKOM) Hapy>XXy Npu XpaHeHnn B LWKadax, Ha cTennakax
WA nonkax?

NyHKT 41 MNpaBun XpaHeHNa NeKapCTBEHHbLIX CPeACTB

120.

Pa3mMeLlLeHbl I NeKapCTBEHHbIE MpenapaTbl Ha cTennaxax (B wkagax) navm Ha NoATOBapHUKaxX
(nopooHax)?

NYyHKT 48 Mpasun Hagnexxallen NnpakTUKN XpaHeHus;

NYHKT 22 MNpaBni XpaHeHNs NeKapCTBEeHHbIX CpeacTB

121.

YcTaHOBMEHbI N CTENNAXM (LWKadbl) B MOMELLEHNAX A1 XPaHEeHNS IeKapCTBEHHbIX CPeACTB AO/IKHbI
ObITb YCTaHOB/EHbI TakMM 06pa3oM, 4Tobbl 06ecneynTb AOCTYN K JIeKapCTBEHHLIM CpeacTBaM, CBOOOAHbLIN
npoxo4 nepcoHana u, npu HeobxoaMMOCTH, NOrPY304HbLIX YCTPONCTB?

NyHKT 10 MNpaBnn XpaHeHNsa neKapCTBEeHHbIX CpeacTB

122.

Cobniopaetcsa nm TpeboBaHMe 0 3anpeTe pa3MeLLeHUs NeKapCcTBEHHbIX NpenapaTos Ha nony 6e3 nogaoHa?
NYHKT 48 MpaBun HageXxalwen NPakKTUKN XpaHeHus; NyHKT 22 MpaBua XpaHEeHUS JIeKapCTBEHHbIX
CpencTs;
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nyHKT 80 MpaBua Hagnexalen oUCTpMObIOTOPCKON NPaKTUKN

123.

Cobniofaetcs nm TpeboBaHMe 0 3anpeTe pa3MeLleHns NoLLOHOB C IeKapCTBEHHbIMY NpenapaTaMu B
HECKOJIbKO PsIZI0B MO BbICOTE Be3 1CMoIb30BaHNS CTeNNaXKen?

NyHKT 48 MpaBua Hagnexallen NPakTUKK XpaHeHns; NyHKT 22 MNpaBua XpaHEHUS NIEKApCTBEHHbIX CPeaCcTB

124,

He npeBbIWAET v NPU NCMOJIb30BAHNN MEXAHM3VPOBAHHbIX YCTPONCTB 415 MPOBELEHNS pa3rpy304HO-
norpy304HbIx paboT obLyas BbICOTa pa3MeLleHns NeKapCTBEHHbIX CPEACTB Ha CTeNaXKaxX BO3MOXKHOCTU
MEeXaHM3MPOBaHHbIX MOrPY304HO-PA3rPY304HbIX CPEACTB (MOABEMHUKN, aBTOKAPbI, Tanu)?

NYHKT 23 MpaBua XpaHeHNs NeKapCTBEHHbIX CPeACTB

125.

He npeBbiWwaeT am npu py4yHoM cnocobe pa3rpy304HO-Norpy304HbIX paboT BbICOTa YKAaAKMN eKapCTBEHHbIX
cpencTs 1,5 m?

NYHKT 23 MNpaBna XpaHeHNs NeKapCTBEHHbIX CPeaCcTB

126.
MpoBoanTCcs im cybbekToM obpalleHns NeKapCTBEHHbIX NPenapaToB NPUEMOYHbIN KOHTPObL?
NYHKTbI 44 - 49 [paBuna Hagexallen anTe4YHON MPaKTUKK

127.
MpoBoanTcs im cybbekToM obpalleHns NekapCTBEHHbIX NpenapaToB NpeanpoaaxHas NoaroToska?
nyHKT 50 MpaBun HagseXxalen anTe4yHon NPaKTUKK

128.

MepeMeLLaoTCa M NeKapCTBEHHbIE NpenapaThl, Tpebytoline cnelnanbHbIX YCI0BUA XpaHEHUS 1 Mep
6e3onacHOCTK, B C/ly4ae OTCYTCTBUS BO3MOXHOCTM COBlofeHNa yC0BUIA XpaHEHWS B NpoL,ecce NpreMKy,
B COOTBETCTBYIOLLEE NOMeLLeHNe NN 30HY XpaHeHuna?

nyHKT 50 MpaBun HagseXalen NPakTUKN XpaHEeHUS;

NYHKT 44 MMpaBu Hagnexallen anTeqyHom NpakTuKmn

129.

ViMeloTCs M MoMeLLeHUs Uan cneumnansHo 060pyAoBaHHbIE MeCTa (30HbI) AN XPaHEHUS NEKAPCTBEHHbIX
cpencTs, Tpebyowmnx 3alnThl OT 4ENCTBNS CBETA?

NyHKT 52 MpaBun Hagsiexalen NpakTUKN XpaHeHus; NyHKT 24 MpaBun XxpaHeHNs NeKapCTBEHHbIX CPEACTB

130.

COOTBETCTBYET N1 XPaHEHWEe NeKapCTBEHHbIX CPeACTB, TpebytoLwmnx 3aWnThl OT AENCTBUSA CBETA,
TpeboBaHNAM LeCTBYOLWMUX HOPMATUBHBLIX JOKYMEHTOB?

NYHKTbI 25 - 26 MpaBunn XpaHEHUS NIEKAapPCTBEHHbIX CPEACTB

131.

CoOTBETCTBYET /N XpPaHeHWE (hapMaLeBTUYECKMX CyOCTaHLUMIA, TpebyloWwmMX 3amnThbl OT BO3AENCTBUA
BNaru, TpeboBaHNAM AENCTBYIOWMX HOPMATUBHbLIX OKYMEHTOB?

NYHKTbI 27 - 29 MNpaBun XpaHeHNa NeKapCTBEHHbIX CPeACTB

132.

COOTBETCTBYET NN XpaHeHVe papMaLeBTUYECKNX CyBCTaHLMiA, TPebyoLLMX 3aLuTbl OT YNETYYUBaHUS 1
BbICbIXaHWsi, TpebOoBaHMAM AEACTBYIOLLMX HOPMATUBHbBIX JOKYMEHTOB?

nyHKTbl 30 - 31 MpaBuA XpaHEHUS NEKAapPCTBEHHbIX CPEACTB

133.
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CooTBeTCTBYET /M XpaHeHUe hapMaLleBTUYeCKNX CybCcTaHLMIA, Tpebyownx 3awmuTel OT BO3LENCTBNS
ra3oB, COAEPKALLMXCA B OKpYXatoLLen cpene, TpeboBaHNAM OeNCTBYIOWUX HOPMATUBHBLIX JOKYMEHTOB?
NyHKTbI 35 MpaBus xpaHeHUs eKapCTBEHHbIX CPeACTB

134.

CoOTBETCTBYET NN XpPaHEHWE MNaxXy4nx U Kpacawmx neKapCTBEHHbIX CPeACTB, TPebOoBaHUAM AeACTBYIOLLMNX
HOPMaTWBHbIX JOKYMEHTOB?

NYHKTbI 36 - 38 lNpaBnS XxpaHeHUs eKapCTBEHHbIX CPeCcTB

135.

CoOTBETCTBYET NN XpaHeHWe Ae3nHAOULNPYIOWLNX JIeKapCTBEHHbIX CpeacTB, TpeboBaHWAM LENCTBYOLLNX
HOPMAaTMBHbIX JOKYMEHTOB?

NyHKT 39 MpaBun XxpaHeHNa NeKapCTBEHHbIX CPeLCTB

136.
VimetoTca N nomMeLLeHns 4Ns XpaHeHUs NeKapCTBEHHOM0 PacTUTESNIbHOMO Chipbsa?
NYHKT 43 MNpaBnn XpaHeHNs NeKapCTBEHHbIX CPeaCcTB

137.

CoOTBETCTBYET NN XPaHEHWE NeKapCTBEHHOIO PaCTUTENLHOIO Chipbs, TPEOOBAHUAM AENCTBYIOLLMNX
HOPMAaTMBHbLIX JOKYMEHTOB?

NYHKTbl 44 - 48 [NpaBnS1 XpaHeHUs 1eKapCTBEHHbIX CPeCTB

138.

CoOTBETCTBYET /I XPaHEHWE OrHEOMNACHbIX JIEKAPCTBEHHbIX CPeCTB (JlekapCTBEeHHbIE CPefCTBa,
obnafatoLyme nerkoBoCnIaMeHaoWUMUCA CBONCTBaMU) N JIeKapCTBEHHLIX CPeACTB, 0b6nagatoLmnx
Nerkoroproyumu ceoncTeamu, TpeboBaHNaM OeNCTBYOWUX HOPMATUBHBIX JOKYMEHTOB?

NyHKTbI 51 - 58 lNpaBn xpaHeHUs NeKkapCTBEHHbIX CPeACTB

139.

CooTBETCTBYET /I XpaHEeHUe B3PbIBOOMACHbIX IEKAPCTBEHHbLIX CPEACTB (NeKapCTBEHHbIE CPeACTBa,

obnafatoLme B3pbIBYATLHIMUA CBONCTBAMU (HUTPOTNLLEPVH); IEKapPCTBEHHBLIX CPeACTB, obnagatoLwmx
B3PbIBOOMACHbLIMI CBOWCTBAMU (Kannua nepMaHraHaT, cepebpa HUTpaT), TpeboBaHMAM OENCTBYOLWMNX
HOPMaTUBHbIX )J,OKyMeHTOB?

NYyHKTbI 59 - 64 MNpaBua XpaHeHUs eKapCTBEHHbIX CPeACTB

140.

OpraHn3oBaHa i1 O0Trpy3Ka JIeKapCTBEHHbIX NPenapaToB TakMM 06pa3oM, YTobbl IeKapCTBEHHbIE
npenapaTbl C MEHbLUWM CPOKOM FOLHOCTU OTMNYCKaINCh B NEPBYIO ovepenb?

NYHKT 54 MpaBun HagfeXxalwen NPakTUKN XpaHeHUs;

NyHKT 79 MpaBua Hagnexalwen gucTpmbbloTOPCKON NPaKTUKK

141.

BeneTtca v y4eT NeKapCTBEHHbIX CPEACTB C OFrPaHNYEHHBIM CPOKOM FOAHOCTM Ha ByMa)kKHOM HOCUTENE Nn
B 3JIEKTPOHHOM BUAE C apxuBauunen?

NYHKT 11 MNpaBnn XpaHeHNsa neKapCTBEeHHbIX CpeacTB

142,

YCTaHOBNEH N pyKoBoAMTeNeM cybbekTa 06palleHns NeKapCTBEHHbIX CPeACTB NOPSLOK BEAEHUS yYeTa
yKa3aHHbIX JIEKAaPCTBEHHbIX CPeACTB?

NyHKT 11 MpaBua XxpaHeHNs NeKkapCTBEHHbIX CPeacTB

143.
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V3011pyloTCa M IeKapCTBEHHbIE CPeACTBa C UCTEKLWMM CPOKOM FOAHOCTU B CeLMalibHO BblAENEHHOW 1
0603HaYeHHON (KapaHTUHHON) 30HE?
NYHKT 12 MpaBun XxpaHeHna NeKapCcTBEHHbIX CPeLCTB

144,

V3onupytoTca am cneunansHO NPOMapKMPOBaHHbIE JSIeKapCTBEHHbIE npenapaTbl?
NyHKT 55 MpaBun Hagfexxalen NPakTUKN XpaHEeHUS;

NYHKT 66 MMpaBu Hagnexallen anTeyHon NpakTuKKn

4. Bua KOHTPOJILHOIO (HaA30PpHOr0) MEPONPUATUS:

5. laTa 3anosiHeHNs NPOBEPOYHOro IUCTa:

6. O6BEKT roCyapCTBEHHOrO KOHTPONS (Haf30pa), B OTHOLLEHUU KOTOPOro NPOBOANTCS KOHTPOIbHOE
(Hap3opHOe)MeponpuaTme:

7. Qamuans, MMsa 1 0TYeCTBO (MPU HANMYUN) TPaXKAAHWHA AN UHAMBUAYANLHOIO NpeanpuUHNUMaTens, ero
NAEHTUDUKALMOHHBIA HOMEP HaoronaaTesblinKa 1 (MIN)OCHOBHOW FOCYAapCTBEHHbIN PEFNCTPALMOHHbIN
HOMEp NHAnBMAYaJZIbHOro npeanpuHnMaTend, agpec peructpaunn rpaxgaHhHa nanm nHOANBMAyaabHOro
npeanpvHUMaTens, HaMMeHOBaHWE PUANYECKOr0 NNLA, ero NAEHTUGMNKALNOHHBIN HOMep
HasoronaaTenblmKa 1 (Man) 0CHOBHOW FrOCYAapCTBEHHbIN PErNCTPALMOHHBIA HOMEp, aApec PUANYECKOro
nmua (ero ¢mnamanos, NpeacTaBUTENbLCTB, 060C06AEHHBIX CTPYKTYPHbLIX MOAPA3AENEeHN), ABASAIOLWMNXCS
KOHTPOIMPYEMBIMUN INLLAMNA:

8. MecTo (MecTa) npoBefeHN KOHTPOJIbHOrO (HaA30PHOr0) MepPONpMATUS C 3an0IHEHNEM MPOBEPOYHOI0
NNCTa:

9. PEKBM3NTbI pPELLEHNS KOHTPOJIbHOIO (HaA30PHOM0) OpraHa O NPOBEAEHNN KOHTPOJIbHOIO (HaA30PHOr0)
MeponpusaTKSA, NOANNUCAHHOIO YNOJHOMOYEHHbLIM JO/PKHOCTHBIM JIMLOM KOHTPOJIbHOr0 (HaA30pHOro)
opraHa:

10. Y4eTHbIN HOMEP KOHTPOJIbHOIO (HaA30PHOr0) MEPOMNPUATUS:

11. NoMKHOCTb, haMuans N MHULMANb! [OJHKHOCTHOIO S KOHTPOJIbHOro(HaA30pHOr0) OpraHa, B
LOJKHOCTHble 0683aHHOCTM KOTOPOro B COOTBETCTBUM C MOJIOXKEHUEM O BUAE KOHTPOJIA, LOHKHOCTHBIM
pernamMeHToM Wan AOHKHOCTHON MHCTPYKLMEN BXOAUT OCYLLECTBAEHMNE NOAHOMOYNIA MO BUAY KOHTPOAS, B
TOM Yyucne npoBefeHne KOHTPObHbIX (HaA30PHbLIX)MEPONPUATUIA, MPOBOAALLEN0 KOHTPOJIbHOE (Haf30pHOE)
MeponpusaTHE U 3aM0NHSALLEr0 NPOBEPOYHbIN JINCT:

12. Moanncy JOKHOCTHbBIX JINL, KOHTPOJIbHOTO (Ha[30pPHOr0) OpraHa, y4acTBYIOLLMX B MPOBEAEHNM
KOHTPOJIbHOrO (HaA30PHOM0) MEPONPUATHUS:

(BO/MKHOCTK, haMUan N NHULMANbI)
13. NMoanucb pyKoBOAMTENS FPYNNbl OKHOCTHbIX JINL, KOHTPOJIbHOro (Hag30pHOr0) opraHa, y4acTBYOLLMX
B MPOBELEHUN KOHTPOJILHOIO (HaA30PHOr0) MeponpuaTmS:

(BOKHOCTb, haMuAns N NHULMANbI)

MpunoxeHue Ne 2
K Nnpuka3sy PegepanbHon ciyxbbl N0 Haf30py B chepe 3apaBooxpaHeHns oT 16 ceHTabpa 2022 r. Ne 8700
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dopmMa

MpoBepOYHbIN NCT

(CNMCOK KOHTPOJIbHBIX BONPOCOB, OTBEThI HA KOTOPbIE CBUAETENLCTBYIOT 0 COBM0AEHUN NN
Hecobt0ieHNN KOHTPOMPYEMbIM NNLOM 0053aTeNbHbIX TPpeboBaHMi), Mcnosb3lyembiin PenepanbHOR
cnyx6oin No Haa3opy B cchepe 34PaBOOXPAHEHNS N ee TePPUTOPUANLHLIMU OpraHaMu NPY OCYLLECTBAEHUN
dhenepasnbHOr0 rocyiapCTBEHHOI0 KOHTPOJIA (Haa30pa) B chepe obpallleHnst NeKAPCTBEHHbIX CPEACTB ANs
MeLMLMHCKOr0 NpMMeHeHns (MepeBo3ka (TPaHCMOPTUPOBKa) IEKAPCTBEHHbIX CPEACTB 419 MEANLNHCKOrO
NpUMEHEeHNs)

1. HaumeHoBaHWe BUAa KOHTPONS (Haa30pa), BKAOYEHHOIO B eAUHbIN peecTp BUAOB helepasbHOro
rocyfapCTBEHHOro KOHTPONSA (Hag3opa): penepanbHbIi roCcyAapCTBEHHbIN KOHTPObL (Hag3op) B cdepe
obpalleHmns nekapCcTBEHHbIX CPeACTB.

2. HanmeHoBaHMe KOHTPO/IbHOMO (Hal30pHOM0) OpraHa U PeKBM3MTbl HOPMATUBHOIO NMPABOBOr0 akTa 06
yTBEpPXLEeHUW (hOPMbI MPOBEPOYHOr0 INCTA:

3. CNNCOK KOHTPOJIbHbLIX BOMPOCOB, OTPaXatoLLnX coaep>xaHue oba3aTenbHblXx TpeboBaHWI, OTBETHI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBM0AeHUN 1K HeCOBNIOAEHNN KOHTPOAUPYEMBIM NLLOM 0BA3aTeNbHbIX
TpeboBaHwuii:

No

n/n

CnmncoK KOHTPObHBIX BONPOCOB, OTPaXkalLLmx coaepxaHune obssaTtenbHbIx TpeboBaHuiA

PeKBM3UTbl HOPMATUBHBLIX NPABOBbLIX aKTOB C YKa3aHWEM UX CTPYKTYPHbIX eANHWL, KOTOPbIMW YCTaHOBJIEHSI
obsa3aTenbHble TpeboBaHMs

OTBeThI Ha BOMpPOChI, coaepxxalimecs B Cmcke KOHTPOJbHbIX BOMPOCOB

MNpumevaHmne

OpraHM3aLma oNnToBOW TOProOBJIM JIEKAaPCTBEHHLIMY CPEACTBAMU A8 MeAULUHCKOr0 MPUMEHEHNS
anTeyHas opraHu3aums Kak CTPYKTYpHOe nojpa3fefieHne MenLMHCKON OpraHn3aLmm
MeLMLMHCKME opraHu3aumm n nx obocobneHHble noapasaeneHmns (ambynatopuu, henbiliepckme u
henbAllepcko-akyLlepckme NyHKTbI, LeHTpbl (0TAeneHns) obuiein BpadebHoON (ceMenHom) NpakTrkum),
PacrnosoXeHHble B CENIbCKMX HAaCENIEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHn3aumm

OCYLLECTBISAOLME PO3HUYHYIO TOPrOBJIO JIEKAPCTBEHHLIMU NpenapaTamMy 418 MeANLUHCKOTr0 NPUMEHEHUS:
anTeyHas opraHusauus
NHOVMBUAYANbHbLIN NpeanpuHUMaTeb

obocobneHHble noapasaeneHns (ambynatopuu, henbaliepckue n henbalepcKo-aKyLepCcKne nyHKTh,
LeHTpbl (oTaeneHms) obwen BpayebHon (CeMenHon) NPakTUKK),

aa
HeTt
HenpUMeHUMo
aa

HeT
HENPUMEHUMO
na

HeT
HENPUMEHUMO

®epepanbHbIN 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "06 obpalLeHun nekapcTBeHHbIX cpeacTs" (CobpaHune
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3aKoHoJaTenbCTBa Poccninckon Pepepaunn, 2010, Ne 16, cT. 1815; 2022, Ne 29, cT. 5278) (ganee - 61-93);
MpaBuna Hagnexalen NPaKTUKN XPaHEHNS U MEPEBO3KM IEKAPCTBEHHLIX NPenapaToB 415 MeAULMHCKOro
NPYMEHEHNS, YTBEPXKAEHHbIE NPUKa3oM MUHMCTepCTBa 34paBooxpaHeHmns Poccuinckon ®egepauum ot 31
aBrycta 2016 r. Ne 646H (3apernctpmpoBaH MUHUCTEPCTBOM tOCTULMK Poccunckon depepaunm 9 sHeaps
2017 r., peructpaunoHHbi Ne 45112) (panee - Mpasuna Hagnexallen NPakTUKM XpaHeHus); PelleHune
CoBeTa EBpa3ninckon 3KOHOMMUYECKOoW KoMmuccum oT 3 Hosibpst 2016 r. Ne 80 "06 yTBepxaeHuu Mpasun
HaZnexallen AMcTpubbioTOPCKOM NPaKTUKK B paMKax EBPa3nMncKkoro 3KOHOMMYECKOro coto3a'”
(omumanbHbI canT EBPa3MnCKOro 3KOHOMUYECKOro coto3a http://www.eaeunion.org/, 21 Hosbpsa 2016 r.)
(nanee - MpaBuna Hagnexawen AUCTPUOLIOTOPCKON NPaKTUKK)

1.

CornacytoTcst n cybbekToM obpalleHns nekapCcTBEHHbIX NPenapaToBs C NoJiy4aTesieM 0CTaTO4YHbIE CPOKM
FOAHOCTU MNOCTaBASEMbIX JIEKAPCTBEHHbIX NpenapaToB?

NYHKT 56 MpaBun Hagsexxalen NPakTUKN XpaHeHns

2.

®ukcupyeTtca am cybbekToM obpallleHns nekapcTBEHHbIX NpenapaToB NHPOPMaLMs 0 NepeBo3ke
JleKapCTBEHHbIX NpenapaTos?

NyHKT 58 MpaBun Hagnexxallen NnpakTUKY XpaHeHWs

3.

OcywecTenseTcs nn cybbekToM obpalleHns NeKapCTBEHHbIX MpenapaToB UHGOPMUPOBaHME OTNPABUTENS
1 (Wan) NnonyvyaTens JeKapCTBEHHbIX NPenapaToB O BbiABJEHHbIX B MpoLecce NepeBo3Kmn cyyanx
HapyLleHNs TeMNepaTypPHOro peXxmMa XpaHeHus?

NYyHKT 61 MpaBun Hagnexxallen NnpakTUKN XpaHeHns

4.

OcylwecTBaseTCs MM MHHOPMUPOBAHME OTNPaBUTENS 1 (UK) NONyYaTeNa NeKapCTBEHHbIX NpenapaTos 0
BbISIBJIEHHbIX B MPOLIECCe MepeBo3KMN CllyvasX HapyLIeHNs NOBPeXAeHUS YNakoBKn?

NyHKT 61 MpaBun Hagnexxallen NpakTUKN XpaHeHWs

5.

MpepocTaBnaTCa 11 Cy6beKTOM o0bpallleHnss NeKapCTBEHHLIX NPenapaToB Mo 3anpocy nojay4vyaTens
NeKapCTBEHHbIX MpenapaToB CBeAeHMA 0 CODN0AEHUN TeMNEPaTyPHOro peXxuMa npu nepeBoske
JleKapCTBEHHbIX MpenapaTos?

NyHKT 61 MpaBun Hagnexxallen NpakTUKN XpaHeHUs

6.

Vicnonb3yloTcs v NS NepeBo3Ky JiekapCTBEHHbIX NpernapaToB TPaHCNOPTHbIe cpeacTBa’?

NYHKT 62 MpaBun Hagnexxallen NnpakTUKN XpaHeHuns

7.

ObecneymnBaloT M TPAHCNOPTHLIE CPeACcTBa U 060pyAoBaHME AN NEPEBO3KY JIEKAPCTBEHHbIX MpenapaToB
KayecTBO, 3pheKTUBHOCTbL 1 6e30NMacHOCTb NEKAPCTBEHHbIX NpenapaTos?

NYHKT 62 MMpaBu Hagnexallen npakTUKu XxpaHeHuns

8.

Vicnonb3yeTcs nn npu nepeBo3ke TepMonabuabHbIX IEKapCTBEHHbLIX MPenapaToB CNeunann3npoBaHHoe
obopygnoBaHune?

NYHKT 62 MpaBun HagsexXalen NPakTUKN XpaHeHUs

9.

ObecneymBaeT v cneumann3mpoBaHHoe o6opyaoBaHne NoaaepxaHue TpebyemMbix TeMnepaTypHbIX
PEXMMOB XpaHEeHMWS IeKapCTBEHHbIX MpenapaToB?

NYHKT 62 MpaBun Hagnexxallen NnpakTUKN XpaHeHuns

10.

Mpn NnepeBo3Ke NeKapCTBEHHLIX NpenapaToB cobnaaeTCca A yCI0BME OTCYTCTBUSA NPSMOro KOHTaKTa
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X1al03/1EMEHTOB C JIeKapCTBEHHbIMI NpenapaTaMm B U30TEPMUYECKMNX KOHTenHepax?

NYHKT 63 MpaBu Hagnexallen NnpakTUKy XxpaHeHuns

11.

PykoBoguTenem cybbekTa obpalleHnst NneKapCTBEHHbLIX NPenapaToB NPOBOAUTCS N MHCTPYKTaX O
nopsiike NOArOTOBKM N30TEPMUYECKUX KOHTENHEPOB K MepeBO3Ke IeKapCTBEHHbIX MpenapaTos (C y4eToM
CE30HHbIX 0COBEHHOCTEN), @ TakXKe 0 BO3MOXKHOCTU MOBTOPHOI0 MCMOJIb30BaHMA XJ1a403/1EMEHTOB?
NYHKT 63 MpaBun Hagnexxallen NpakTUKN XpaHeHUs

12.

Mpowno nn obopyaoBaHNE, OTHOCSLLEECA K CPEACTBAM N3MEPEHWIA: MEPBMUYHYIO MOBEPKY K (1)
KannbpoBKy 40 BBOAA B 3KCMyaTaLmMio, NepMoanYeckyto noBepky u (nnum) kanubposky B npouecce
3Kkcnayataumm?

NYyHKT 64 MpaBun Hagnexxallen NnpakTUKU XpaHeHns

13.

JoCTaBnaloTCS SN NeKapCTBEHHbIE NpernapaThl No afpecy, yKa3aHHOMY B TOBapOCOMNPOBOANUTESIbHbIX
LOKyMeHTax?

NYHKT 65 MpaBua Hagnexallen NnpakTUKy XxpaHeHuns

14,

CobntoaatoTcs Jin YCNOBUS XPaHEHNS JIeKapCTBEHHBIX NMPEnapaToB B MOMELLEHMAX Ha TPAH3UTHbIX
ckiapjax?

NYHKT 67 MpaBun HagsexXalen NPakTUKN XpaHeHUs

15.

ObecnevuBaeTcsa M 6e30MacHOCTb JIeKapCTBEHHbIX MPenapaToB Ha TPAH3UTHbIX CKnagax?

NYHKT 67 MpaBun Hag exXalwen NPakTUKN XpaHeHns

16.

BnnseT nu TpaHCMOpTHasA Tapa Ha KayecTBo, 3(heKTUBHOCTb 1 6€30MacHOCTb JIEKapCTBEHHbIX
npenapaTos Npu UX nepesoske?

NyHKT 68 MpaBua Hagexallen NpakTUKN XpaHeHns

17.

Obecne4yuBaeT An TPaHCNOPTHas Tapa 3allKUTy OT BO3A4ENCTBUA (PAKTOPOB BHELLHEN Ccpelbl?

NYHKT 68 MpaBun HageXalen NPakKTUKN XpaHeHUs

18.

BbibupaeTca nm TpaHCMOpTHasA Tapa, yNakoBKa C y4eTOM: YCTaHOBJIEHHbIX TpeboBaHW K yCI0BMAM
XPaHeHUs N NepeBO3KM IEKAPCTBEHHbIX MpenapaTos, o6beme, He0bX0AMMOM 411 pa3MeLLeHns
NeKapCTBEHHbIX NpenapaTos, KofiebaHUsax TeMmnepaTypbl OKPYXaloLlen cpefbl, 4ANTENbHOCTU NepeBo3Ky,
BKJ1I0Yas BO3MOXXHOE NMPOMEXYTOYHOE XPaHeHne NeKapCTBEeHHbIX NpenapaTos?

NYyHKT 69 MpaBun Hagnexxallen NpakTUKY XpaHeHns

19.

Ha TpaHCNoOpTHYIO Tapy, KOTOpas He NpefHa3HavyeHa 4514 noTpebuTenen n B KOTOPYIO MOMELLEHbI
JieKkapCTBeHHble npenapaTbl HAHOCUTCA /M MHOPMaLMA 0 HAUMEHOBAHUN, CepPUN NeKapCTBEHHbIX
npenapaToB, faTe BbiNyCKa, KONMYECTBE BTOPUYHLIX (MOTPebUTENbCKMX) YNAKOBOK JIEKAPCTBEHHbIX
npenapaTos, NPOMU3BOAMUTESNE SIeKAaPCTBEHHbIX NPenapaToB C YKa3aHNeM HauMeHOBaHWIN U
MeCTOHax0XAeHuna (agpeca) Npon3BoANTENS NEKAPCTBEHHbIX MPenapaToB, a TakXXe 0 CPOKe rogHOCTM
NEeKapCTBEHHbIX NpenapaToB 1 06 yCI0BMAX UX XPaHEHNS 1 NEPEBO3KM, He0bXoanMble
npegynpenuTesibHble HaAMNUCU U MAHUNYNATOPHbIE 3HAKN?

NyHKT 71 MpaBui Hagnexallen NnpakTUKu XxpaHeHuns

20.

CobnitogaeTcs /im 3anpeT Ha MOBTOPHOE MCMOJIb30BaHNE HELOCTAaTOYHO OXaXKAEHHbLIX X/1a403/1EMEHTOB?
NYHKT 63 MpaBun Hagnexxallen NpakTUKY XpaHeHns
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21.

CobnogaeTcs M 3anpeT Ha NCMOoJsIb30BaHMe NOBPEXAEHHbLIX X1aA031eMEHTOB?

NYHKT 63 MpaBua Hagexallen NpakTUKN XpaHeHns

22.

MnaHnpoBaHWe TPaHCNOPTMPOBKM OCYLLECTBASETCS M Ha OCHOBAHMMW aHaN3a BO3MOXHbIX PUCKOB?
NyHKT 123 MpaBun Hagnexalwen oUCTPUOLIOTOPCKON NPaKTUKK

23.

CobnogatoTtca im Tpebyemble YCNOBUS XPaHEHUS IeKapCTBEHHbLIX CPEACTB B TeYeHWe BCero BpeMeHu
TPaHCMOPTUPOBKM B COOTBETCTBMM C YKa3aHMAMM NPOU3BOANTENS AN MHPOPMALIMEN Ha YNaKoBKe?
NYyHKT 124 MpaBun Hagnexalen ANCTpMbbI0TOPCKON NPaKTUKN

23.

CoobLueHa nu nHGopMaLmMa OTAPABUTENIO 1 NOyYaTENIO B C/lyvae BO3HUKHOBEHUS HapyLUeHMWs
TeMmnepaTypHOro pexxvMa Wimn nop4yum JeKapcTBEHHbLIX CPeCTB B NpoLecce TPaHCNoOPTUPOBKM B
COOTBETCTBUYM C pa3paboTaHHON N OKYMEHTabHO O(DOPMIIEHHOIN NpoLeaype, onpeaensaLen Nnopsaaok
AENCTBUA NpY BO3HUKHOBEHWW OTKJIOHEHUI 1 paccnefoBaHnN AaHHbIX (PaKTOB?

NyHKT 124 MpaBun Hagnexawen ANCTpmbbI0TOPCKON NPaKTUKN

24.

Copep>xaTcs nM B YACTOTE U MOABEPratoTCa o4mcTke 1 ybopke no mepe HeobxoANMMOCTH B COOTBETCTBUN C
TpeboBaHNAMY CaHUTAPHbLIX HOPM, YCTAHOBIEHHbLIX 3aKOHOAATEIbCTBOM FOCY4apCTB-4JIEHOB B paMKax
EBpa3ninCKoro 3sKOHOMMYeCKOro coto3a, TPaHCMopTHOe CPpeAcTBOo 1 ero obopyaoBaHue, UCNOoSb3yeMble ANS
TPaHCMOPTUPOBKYN IEKAPCTBEHHbIX CPEACTB, AOJKHbI?

NyHKTbI 125, 126 MpaBun Hagnexalen ANCTpubbI0TOPCKON NPaKTUKK

25.

Pa3paboTaHbl i NMCbMEHHbIE MpoLeAypbl M0 06CAYXUBAHWIO 1 3KCMTyaTauum TPAHCNOPTHLIX CPEACTB 1
o6opyoBaHUS, NCNOAb3yEMbIX AN AUCTPUOBIOLMN TEKaPCTBEHHbBIX CPEACTB, BKOYasA OYUCTKY 1 Mepsbl
6e3onacHocTn?

NyHKTbl 125, 126 MNMpaBua Hagnexawen ucTpnbbioTOPCKON MPaKTUKK

26.

OnpegnensieTcs A He0bXOAMMOCTb KOHTPOIS TeMnepaTypbl, OCHOBaHHas Ha aHaJin3e PUCKOB, CBA3AHHbIX C
TPaHCMOPTUPOBKOW SIeKapCTBEHHbIX CPEACTB MO BbIBPaHHOMY MapLIpyTy?

NYyHKTbI 127 MpaBun Hagaexallen oucTpubsbloTOPCKON NPakTUKY

27.

MpoxoanT N1 NepMoaNYECKOe TEXHUYECKOE 06CyXUBAHNE, MOBEPKY MU KannbpoBKY B COOTBETCTBUM C
3aKOHO4aTeNbCTBOM roCylapCTB-4/1€HOB B paMKax EBpa3uinckoro aKoHOMUYeCcKoro cotosa obopynosaHue,
Mcrnosb3yemoe AJ19 KOHTPOIS TemMnepaTypbl B MpoLecce TPaHCNOPTUPOBKU, yCTaHOBIEHHOE Ha
TPaHCMOPTHOM CPeACTBE MW B KOHTeNHepe?

NyHKT 127 MpaBun Hagnexawen oUCTpUObLIOTOPCKON NPaKTUKK

28.

PaspaboTaHbl 1 NPUHATLI X B (hOPME NMMCbMEHHOI0 AOKYMeHTa npouenypsl, obecneynsatolie cCoOXxpaHeHune
Ka4yeCTBa JIeKapCTBEHHbIX CPEACTB (eCAN NCMOMb3YIOTCSH HECMEUNANN3NPOBaHHbLIE TPAHCMOPTHLIE CPEACTBA
n obopypoBaHue)?

NyHKT 128 MpaBun Hagnexalen GUCTPUOLIOTOPCKON NPaKTUKK

4. Bua KOHTPONLHOro (Hag30pHOr0) MepONpPUAaTUS:

5. [laTa 3anosiHeHNs NPOBEPOYHOro JIMCTa:

6. O6BEKT rocyapCTBEHHOIO KOHTPONS (Haf30pa), B OTHOLLEHUN KOTOPOro MPOBOANTCS KOHTPOJIbHOE
(Hag3opHoe)MeponpuaTume:
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7. ®aMnnuns, UMA 1 0TYECTBO (MPU HANUYUK) FPaXKAaHUHA WU MHAMBUAYANLHOMO NPeAnpuHMMaTeNs, ero
NAEHTNUKALMOHHbBIA HOMEpP HaforonaaTenbLlmnKa 1 (MIM)OCHOBHON rOCY4apCTBEHHbIA PErNCTPALNOHHbIN
HOMEep NHANBKWAYaJIbHOro npeanpuHnMaTend, agpec peructpaunn rpaxagaHhHa nanm nHOANBMAYyaabHOIo
npeanpuHUMaTens, HaMeHOBaHNe IPUANYECKOro N1La, ero NAEHTUMPUKALNOHHLIN HoMep
HajsioronjaTesnblnKa 1 (Man) OCHOBHOW FOCYAapCTBEHHbIN PErNCTPALMOHHBIA HOMEp, aApec PUANYECKOro
nunua (ero mnnanos, NpeacTaBUTENbCTB, 060C06NEHHBLIX CTPYKTYPHbLIX NOAPA3AEeNEeHUN), ABAAIOLLUXCS
KOHTPOJIMPYEMbIMUW NLLAMMW:

8. MecTo (MecTa) npoBeneHNA KOHTPOJZIbHOI O (Ha,El,30pHOFO) MepornpunaTna C 3anoJIHEHNEM NPOBEPOYHOIro
NINCTa:

9. PeKBM3NTbI peLLEHNS KOHTPOJIbHOIO (HaA30PHOM0) OpraHa O NPOBEAEHNN KOHTPOJIbHOIO (HaA30pPHOr0)
MeponpusaTKSA, NOANUCAHHOIO YNOJHOMOYEHHbLIM AOJ/PKHOCTHbBIM JIMLOM KOHTPOJIbHOr0 (HaA30pHOro)
opraHa:

10. Y4eTHbI HOMEP KOHTPOJILHOIO (HaA30PHOr0) MEPONPUSATUS:

11. lo/mKHOCTb, (haMUns 1 UHULMANbI AO/HKHOCTHOrO iMLia KOHTPOIbHOro(HaA30pHOM0) OpraHa, B
L0/HKHOCTHbIE 0653aHHOCTY KOTOPOrO B COOTBETCTBIM C MOJIOXKEHVNEM O BUAE KOHTPOJIS, AO/HKHOCTHBIM
pernamMeHToM UN LO/HKHOCTHOW MHCTPYKLME BXOAUT OCYLLECTBIEHME MOJHOMOYMIA MO BUAY KOHTPOJIS, B
TOM YUCe NPOBEAEHNE KOHTPOJIbHbIX (HaA30PHbLIX)MEPOnpUATHIA, NPOBOASLLEr0 KOHTPOSIbHOE (Ha30pHOE)
MEPOMNPUATIE U 3aMOJIHAIOLWEr0 NPOBEPOYHbIN JINCT:

12. MoAnucK JOMKHOCTHBIX JINL, KOHTPOLHOIO (HaA30pHOM0) OpraHa, y4acTBYIOLMUX B MPOBEAEHUN
KOHTPOJIbHOr0 (HaA30PHOM0) MEPONPUATHUS:

(BO/MKHOCTK, aMUanN N NHUL AN bI)
13. NMoanucb pykoBOAUTENS FPYMMbl LOKHOCTHBIX JIML, KOHTPOALHOIO (HaA430pHOM0) OpraHa, y4acTBYOLWMX
B MPOBELEHUN KOHTPOJILHOIO (HaA30PHOIr0) MeponpuaTunS:

(0OJKHOCTB, haMunns N NHULMabI)

MpunoxxeHue Ne 3
K Nnpuka3sy PegepanbHon cnyxbbl N0 Haf30py B chepe 3apaBooxpaHeHmns oT 16 ceHTabpa 2022 r. Ne 8700

®opma

MpoBEepPOYHbIN ANCT

(CMNCOK KOHTPOJIbHBLIX BOMPOCOB, OTBETHI Ha KOTOPbLIE CBUAETENLCTBYIOT 0 COBIOAEHUN NN
Hecobt0AeHNN KOHTPOAMPYEMbIM NNLOM 0053aTeNbHbIX TpeboBaHMit), Mcnosiblyemblin GenepanbHOR
cny>x6oi no Haa3opy B Chepe 34PaBOOXPAHEHNSA 1 ee TEPPUTOPUAIbHBIMU OpraHaMm Npu oCyLLeCTBAEHNN
theflepanbHOr0 rocylapCTBEHHOr0 KOHTPOSA (Haf30pa) B chepe obpallleHns neKapCTBEHHbIX CPeLCTB
(oTnyck, nepepaya, peannsaumns, NPoLaxa JIEKAPCTBEHHbIX CPEACTB 419 MEAULUHCKOrO MPUMEHEHNS)

1. HanmeHoBaHWe BMAA KOHTPONA (Hag30pa), BKIKOYEHHOIO B e4UHBIA peecTp BMAOB hefepanbHOoro
roCyAapCTBEHHOrO KOHTPOAS (Haa3opa): heaepasibHblil FOCYAapPCTBEHHbBIN KOHTPOIb (Haa30p) B chepe
obpalleHns NeKapCTBEHHbIX CPeACTB.

2. HanMeHoBaHWe KOHTPOJIbHOr0 (HaA30pHOM0) opraHa 1 PeKBMU3UTbl HOPMATUBHOIO MPaBOBOro akTa 06
yTBepXAeHun (popMbl MPOBEPOYHOI0 INCTa:
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3. CNMCOK KOHTPOJIbHBIX BOMPOCOB, OTPaXkatoLLMX cofep)kaHune obszaTeNnbHbIx TpeboBaHMN, 0TBETHI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBNOAEHNN UM HECOBMIOAEHUN KOHTPOMPYEMbBIM IMLOM 0653aTeIbHbIX
TpeboBaHwuii:

Ne

n/n

Cnuncok KOHTPOJIbHbIX BOMPOCOB, OTPaXatoLmx cofep>kaHne obsasaTenbHblx TpeboBaHMi

PeKBU3NTbI HOPMATUBHbIX MPABOBbLIX aKTOB C YKa3aHUEM NX CTPYKTYPHbIX €4NHUL, KOTOPbIMU YCTaHOBJIEHbI
obsa3aTenbHble TpeboBaHmMs

OTBeThl Ha BONPOCHI, cogepxalumecs B CNMCKe KOHTPObHLIX BOMPOCOB

lMpnMeyaHme

opraHu3auns onToBOW TOProB/MN JNEKAPCTBEHHbLIMW CPEACTBAMMN A1 MEANLNHCKOrO MPUMEHEHNA
anTeyHas opraHM3aLns Kak CTPYKTYpHOe noapa3faeneHme MeanuunuHCKoM opraHn3aunm
MeOULUHCKME opraHu3aumm n nx obocobneHHble nogpasneneHus (ambynatopun, henbalepckme n
henbaLlepcko-aKyLepckmne NyHKThI, LeHTPbI (0TAeneHus) obuien BpadebHon (CeMeNHON) NPaKTUKK),
PacnooXXeHHbIe B CENIbCKNX HAaceNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT aNTeYHbIe OpraHn3aLmm

OCYLLECTB/ISIOLME PO3HUYHYIO TOPrOBJIO JIEKAPCTBEHHBIMU NpenapaTamMmu 418 MegUUUHCKOr0 NPUMEHEHUS:
anTeyHas opraHusauus
VHAUBMAYaNbHbIA NpeanpuHUMaTeNb

obocobneHHble noapasaeneHns (ambynaTopuu, henbaliepckue n GhenbilepcKo-aKyLepCcKne NyHKTh,
LeHTpbl (oTaeneHuns) obwen BpayebHoN (CeMenHON) NPaKTUKK),

aa
HeTt
HeNnpMMEeHNMo
na

HeT
HenpUMeHNMo
na

HeT
HENPMMEeHNMo

®epepanbHbI 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "06 obpalLeHun nekapcTBeHHbIx cpeacTs" (CobpaHune
3aKoHodaTenbCTBa Poccuinckon ®epepaunn, 2010, Ne 16, cT. 1815; 2022, Ne 29, cT. 5278) (nanee - 61-03);
noctaHoBneHune MpaBuTenbcTBa Poccuinckon ®epepaunm ot 16 mas 2020 r. Ne 697 "O6 yTBEP)XAEHUN
MpaBun BblAa4M pa3peLleHns Ha OCYLLEeCTBAEHNE PO3HUYHON TOProBAy NEKAPCTBEHHbLIMU NpenapaTamu
ANA MEOULMHCKOrO MPUMEHEHNA ANCTAHLUMOHHBIM COCOBOM, OCYLLECTBEHUS TaKOW TOProBJIM U AOCTaBKMU
YKa3aHHbIX JIeKapCTBEHHbIX NPenapaToB rpakAaHaM U BHECEHUN N3MEHEHU B HEKOTOPLIE aKThl
MpaBuTenbcTBa Poccuiickon ®egepaum nNo BONPOCY PO3HUYHOM TOProB/N JIeKAaPCTBEHHBIMU NpenapaTamm
AN MeANLUHCKOr0 MPUMEHEHNS AMCTaHUMOHHbIM cnocobom" (CobpaHne 3akoHoaaTebcTBa Poccminckon
®epepaumm, 2020, Ne 21, cT. 3278; 2021, Ne 23, cT. 4071) (panee - NMpasuna AUCTaAHLNOHHON TOProBan);
npukas MnHUCTepCcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm oT 24 Hosbps 2021 r. Ne 1093H "06
yTBep>xaeHuu Mpasua 0TNyCKa NEKAPCTBEHHLIX NPenapaToB A MeAULUHCKOro NPUMEHEHNS anTeYHbIMU
opraHM3aunaMn, MHAMBMUAYaAbHLIMU NPeANPUHUMATENIMMN, UMEIOWUMI JIMLEH3MIO Ha OCYLLECTBIEHMNE
thapMaLeBTNYECKON AeATENBHOCTW, MEANLIMHCKAMM OPraHM3aunaMy, UMEOLWMMUN TNLEH3NIO Ha
ocyLLecTB/ieHVe (hapMaLEeBTUYECKON AeAaTeNbHOCTU, 1 X 060cobaeHHbIMI NoApa3aeNeHUnaMU
(ambynaTopumsamMm, henbaLepCKUMN 1 PeNbALLEePCKO-aKyLLEPCKUMMN MYHKTaMU, LLeHTpaMmn (0TLEeNeHNAMM)
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obuen BpayebHOM (CeMeltHoNn) NPaKTUKK), PAaCMosIOXXEHHbIMU B CEJIbCKMX MNOCENEHNAX, B KOTOPbIX
OTCYTCTBYIOT anTeYHble opraHusaunmy, a Takxe lNpasBua 0Tnycka HAPKOTUYECKUX CPeacTB Y MCUXOTPOMHbIX
BELLEeCTB, 3aperncTpUpoBaHHbIX B KA4eCTBE JIeKapCTBEHHbIX MPenapaTos A8 MeAULMHCKOro NpuMeHeH s,
JleKapCTBEHHbIX NpenapaTos AN MeAULUHCKOrO NPUMEHEHUNS, COLEPXXaLLNX HAPKOTUYeCKMe cpeacTBa 1
NCUXOTPOMHbIE BeLecTBa B TOM Yucie MNopsfaka oTnycka anTevyHbiMy opraHu3aunsamm
NMMYHOBMONOrNYECKUX JIEKaPCTBEHHLIX NpenapaToB" (3aperncTpmpoBaHo MMHUCTEPCTBOM OCTULIAN
Poccuiickon ®epepaumm 30 Hoabpsa 2021 r., perncTpaunoHHein Ne 66142) (nanee - MNpasuna oTnycka),
aencTeyeT Ao 1 mapTta 2028 r., 3a Ucko4eHneM nyHkTa 12 MpaBua 0TNyckKa, KOTOpbIN AencTByeT a0 1
CeHTAbpsa 2022 rona; npuka3 MUHUCTEPCTBA 34paBOOXPaHEHUS U COLMANbHOrO pa3BuTus Poccuinckon
®epepaumm ot 12 despana 2007 r. Ne 110 "O nopsifke HazHa4YeHUS M BbIMUCbIBAHUA NeKapCTBEHHbIX
npenapaTos, U34eNnin MeLNLMHCKOrO Ha3HaYeHNs 1 CNeLnann3npoBaHHbIX MPOAYKTOB nevebHoro
nuTaHns" (3apernctpupoBaH MmMHMCTEpPCTBOM tocTuumn Poccuinckon ®enepauun 27 anpensa 2007 r.,
perncTpaunoHHbIn Ne 9364) ¢ U3MEHEHMAMU, BHECEHHBIMU MPUKazaMn MUHUCTEPCTBA 3[PaBOOXPaHEHNS 1
coumanbHoro pa3sutus Poccunckon ®epepaumm ot 27 asrycta 2007 r. Ne 560 "O npu3HaHUM yTpaTUBLUUM
cuay NyHKTa 2.5 NHCTPYKLUMN O NOpALKe BbIMUCbIBAHUS JIEKAPCTBEHHbIX CPefcTB U 0POPMIIEHNS PeLenToB
1 TpeboBaHWN-HaKNaAHbIX, YTBEPXKAEHHON NPUKa3oM MUHNCTEPCTBA 34PaBOOXPAHEHUS N COLIMAbHOIO
pa3BuTuns Poccunckon ®epepauun ot 12 pespans 2007 r. Ne 110" (3apermctpupoBaH MUHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaunn 14 ceHtabps 2007 r., pernctpaumoHHbii Ne 10133), oT 25 ceHTs6ps
2009 r. Ne 794H "O BHeCEHUM U3MEHEHWI B NPUKa3 MUHNCTEpPCTBa 34PaBOOXPaHEHUS U COLLMAbHOIO
pa3suTns Poccuinckon ®egepauum ot 12 deBpana 2007 r. Ne 110 "O nopsiake Ha3HAY€HMSA U BbIMUCbIBaHUSA
JIeKapCTBEHHbIX CPEACTB, U34e/IMN MeOULNHCKOr0 Ha3HaYeHUs 1 cneunann3vpoBaHHbIX MPOAYKTOB
nedvebHoro nutaHna" (3aperncTpmpoBaH MUHUCTEPCTBOM toCTULMK Poccrinckon depepaumm 25 Hosbps
2009 r., perncTpaumoHHbin Ne 15317), oT 20 sHBaps 2011 r. Ne 13H "O BHECEHWM U3MEHEHMI B NPUKa3
MunHMCTEpCTBa 34PaBOOXPAHEHNS U COLMANbLHOrO pa3BuTua Poccunckon ®enepauum ot 12 despans 2007
r. Ne 110 "O nopsigke Ha3Ha4YeHWS 1 BbIMUCbIBAHNSA IEKAPCTBEHHbLIX CPEACTB, N3NNI MEANLIMHCKOrO
Ha3Ha4YeHUs 1 cneunann3mpoBaHHbIX NPOAYKTOB nevebHOro nutaHmna" (3apernctpmpoBaH MMHNCTEPCTBOM
tocTuumm Poccminckonm ®epepaunn 15 mapta 2011 r., pernctpaumoHHbin Ne 20103), oT 26 cespans 2013 r.
Ne 94H "O BHeceHWUM U3MeHeHUI B NprKa3 MMHMUCTEPCTBa 34paBOOXPAHEHMSA Y COLMANbHOIO Pa3BUTuUA
Poccuinckon ®epepaumm ot 12 espans 2007 r. Ne 110 "O nopsake Ha3Ha4yeHMs 1 BbINUCbIBAHWSA
JIeKapCTBEHHbIX NPenapaTos, N34enn MegULMHCKOr0 Ha3HavYeHUs 1 Cneumann3npoBaHHbIX MPOAYKTOB
nevebHoro nuTaHna" (3aperncTpnpoBaH MuUHUCTEPCTBOM tocTULMK Poccrinckon Pepepaunn 25 nioHs 2013
r., PerncTpaumoHHbin Ne 28881), C MU3MEHEHUAMN, BHECEHHBIMU NPUKa3oM MUHUCTEpPCTBa
34paBooxpaHeHns Poccminckon Pepepauum ot 24 Hos6ps 2021 r. Ne 1094H (3aperncTpmpoBaH
MuHucTepcTBoM tocTuuum Poccuinckon depepauun 30 Hosbps 2021 r., peructpaumoHHbii Ne 66124) (panee
- MHCTpyKUMS); npuka3s MnHUCTepCTBa 34paBooxpaHeHns Poccuinckon ®epepaumm oT 24 Hosbpsa 2021 r. Ne
1094H "06 yTBepxaeHuM MNopaaka Ha3HaYeHUs NeKapCTBEHHbLIX NpenapaTos, (hOpM peLlenTypHbIX 61aHKOB
Ha JleKapCcTBeHHbIe npenapaThbl, [lopsaaka opopMaeHUs yKasaHHbIX 61aHKOB, X y4eTa u XpaHeHus, hopm
6n1aHKOB peLenToB, COAEPKALLMX Ha3HAYEHNE HAPKOTMYECKMX CPEACTB UM MNCMXOTPOMHbLIX BELLECTB,
MopsfiKa UX N3roToBNEHUA, pacrnpefesieHns, pernctTpaunn, ydieTa n XpaHeHuns, a Takxe Mpasun
ochopmaeHns 61aHKOB peLenToB, B TOM Yuc/ie B POPME 3NEKTPOHHbIX LOKYMEHTOB" (3aperncTpmpoBaHo
MuHncTepcTBoM ocTuumm Poccminckon ®epepaunn 30 Hosbps 2021 r., pernctpaumoHHbin Ne 66124) (ganee
- npuka3 MuH3gpasa Poccnm Ne 1094H), HacToAwmMn npuka3 gencteyeT Ao 1 mapta 2028 r.; npukas
MuHucTepcTBa 34paBooxpaHeHns Poccuiickon ®epepaumm ot 22 anpensd 2014 r. Ne 183H "06
YTBEPXLAEHUW NepeYHs JIeKapCTBEHHbIX CPenCTB A1 MeAULUHCKOrO NMPYMEHEHMS, NoAJiexallnx
npegMeTHO-KOIMYeCTBEHHOMY YYeTy" (3aperncTpupoBaH MMHUCTEPCTBOM OCTULNN POCCUNCKON
®epepaumnm 22 niona 2014 r., perncTpaunoHHbin Ne 33210) ¢ U3MEHeHMAMM, BHECEHHbLIMY MPpUKasamu
MuHuncTepcTBa 3apaBooxpaHerHns Poccuinckon depepaunm ot 10 ceHTb6ps 2015 r. Ne 634H "O BHECEHMM
N3MEHEHUN B HEKOTOPbIE NPUKa3bl MUHUCTEPCTBA 34PaBOOXPAHEHMNS N COLMANBHOMO Pa3BUTUS POCCUCKON
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depepaumm n MMHUCTEPCTBA 3paBooxpaHeHns Poccunckon Gegepaunn' (3aperncTpupoBaH
MuHncTepcTeom tocTuumm Poccninckon ®epepaumm 30 ceHTabpsa 2015 r., pernctpaunoHHbin Ne 39063), oT
31 okTA6bpsa 2017 r. Ne 882H "O BHECEHWW N3MEHEHWI B HEKOTOpPbIE NpuKasbl MMHUCTEPCTBA

3[4 paBOOXPaHEHNS 1 COLMANbLHOrO pa3suTusa Poccuinckon ®epepaumm n MMHUCTEPCTBA 34PaBOOXPAHEHNS
Poccuiickon ®epepalimm no Bonpocam obpalleHuns NeKapCTBEHHbIX NpenapaToB, COLepXKaLlnx
HapKoTUYeCKne CpeacTBa, NCMXOTPOMNHbLIE BELLECTBA U NX NMPEKYPCOpPbI, U IeKapCTBEHHbIX CPeacTB,
noasexalux npeaMeTHO-KOANYeCTBEHHOMY yyeTy" (3apernctpmpoBaH MUHUCTEPCTBOM OCTULMUN
Poccninckon ®epepaunn 9 sHeaps 2018 r., pernctpaumoHHbin Ne 49561), o1 5 anpens 2018 r. Ne 149H "O
BHECEHWW N3MEHEHWI B HEKOTOpPbIE NPUKa3bl MUHUCTEPCTBaA 34paBooXpaHeHUs Poccuiickon Genepauum no
BOMpocaM obpalleHNs NeKapCTBEHHbIX CPeACTB, MOAEXALLMX NPEeLMETHO-KOINYECTBEHHOMY y4eTy"
(3apeructpmnpoBaH MUHUCTEPCTBOM toCcTULMK Poccuinckon ®epepaumnm 3 mad 2018 r., perncTpaunoHHbin Ne
50961), ot 27 nions 2018 r. Ne 471H (3apernctpnpoBaH MMHNUCTEPCTBOM toCTULMK Poccuiickon depepaunm
14 aBrycTta 2018 r., peructpaunoHHbin Ne 51885) (nanee - NepeyeHb NeKapCTBEHHbIX CPeACTB)

1.

OcyLecTBAsSeTCSA NN OTNYCK NIeKapCTBEHHbIX NpenapaTos 6e3 peLenToB: anTekamu, OCYLLECTBAAOLLUMM
PO3HWYHYIO TOProBJIO (OTMNYCK) JIeKapCTBEHHbIX NPenapaToB HaceeHuo, K anTekaMmn Kak CTPYKTYPHbIMU
nofpasfeneHnaMn MeauLMHCKON OpraHM3aunm; anTeyYHbIMWU NYHKTaMK, B TOM YACSE KaK CTPYKTYPHbIMU
nofpasfeneHnaMm MeauLMHCKON OpraHm3aunm; anTeyHbIMU KUOCKaMU; MHANBUAYaNbHbIMU
npeanpuHUMaTeNaMW, UMEIOLWUMI JIMLEH3NIO Ha (hapMaLeBTUYECKYIO A4eATENbHOCTb; MeANLMHCKMU
OpraHM3aunamMm, UMELLMMIN JINLLEH3UI0 Ha (papMaLleBTUYeCKYI0 AeAaTeNIbHOCTb, U UX 060CobneHHbIMK
nogpasgenexHuamu (ambynatopuamu, henbAiepcknuMm 1 penbaluepcko-aKyLwepcKUMy NyHKTaMm,
ueHTpamu (oTaeneHnamum) obuien BpadebHoOM (CeEMenHON) NPaKTUKKW), PaCrloN0XKEHHbIMU B CEbCKMX
nocesieHnsX, B KOTOPbLIX OTCYTCTBYIOT anTeYHble OpraHu3aLmmn, nepeyeHb KOTOPbIX YTBEPXAaeTCs
opraHamu UCNOJIHUTENbHOM BNacTh cybbekTa Poccuinckon ®epepaummn?

NYHKT 2 npunoxeHusa Ne 1 MpaBun oTnycka

2.

OcyLiecTBnsfeTCa M OTMNYCK JiekapCTBEHHbIX NPenapaToB Mo peuenTaM: anTekaMmu; anTe4yHbIMU MyHKTaMu;
NHAVBUAYANbHBIMY NPpeanpuHUMaTENaMN (3@ UCKITIOYEHNEM OTMYCKa HAPKOTUYECKUX CPeacTB U1
MCUXOTPOMHbIX BELLECTB, BKIIOYEHHLIX B NepeyeHb HapKOTUYECKMX CPencTB, MCUXOTPOMHbIX BELLECTB 1 UX
NpeKypcopoB, Noanexallnx KoHTposo B Poccuiickon ®epepalimmn); MeaULUHCKUMU OpraHu3auusamMm n
060co61eHHbIMY NOApPa3AeNeHUsMN MeANLNHCKNX OpraHm3aLmnin?

NYHKT 3 npusoxeHus Ne 1 MpaBua oTnycka

3.

OTnycKalTCA M NO peLienTaMm, BbiMMCaHHbIM Ha peuenTypHbIX 6naHkax ¢opmbl Ne 148-1/y-88,
JleKapCTBEHHbIe NnpenapaTbl, BKIOYEHHbIE B NepeYveHb JIeKkapCTBEHHbIX CPeACTB A1 MeJULMHCKOro
NPYMeHEeHNs, NOANEXaLlnX NPefMeTHO-KOJINYECTBEHHOMY y4eTy?

NyHKT 4 npunoxeHusa Ne 1 [MpaBua oTnycka

4,

OTnyckalTCs N NCUXOTPONHbIE NeKapCTBEHHbIE NnpernapaThl, BHeCeHHble B Cnucok Il MNepeyHs
HapPKOTUYECKMX 1 MCUXOTPOMHBIX IEKAPCTBEHHbIX MPenapaTos, Npu NpeLbasaeHU PeLenTos,
BbIMMCaHHbIX Ha peuenTypHbIX 6naHkax dopmbl Ne 148-1/y-88?

NyHKT 4 npunoxeHusa Ne 1 [MpaBua oTnycka

5.

OTnycKalTCca M No peLenTaM, BbiMUCAaHHBIM Ha peLenTypHbIX 6aaHkax opmbl Ne 148-1/y-04(n),
JIEKapCTBEHHbIE NpenapaTbl, BbINUCbIBAEMbIE FpaXKAaHaM, MeIoLW MM NpaBo Ha becniaTHOe nonyyeHne
JIeKapCTBEHHbIX NPenapaToB Wan NoayyYeHne NeKapCTBEHHbIX MpenapaToB CO CKUAKON?
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NYHKT 5 npunoxeHusa Ne 1 MpaBun oTnycka

6.

OTnycKalTCAa M NO peLienTaM, BbiMMCaHHbIM Ha peuenTypHbiX 6naHkax ¢opmMbl Ne 107-1/y, oTnyckatoTcs
WHble JSIeKapCTBEHHbIE MpenapaThl, He YKa3aHHble B NyHKTe 4 [paBu 0TNyCKa, Y 38 UCKJTIDYEHNEM
NEeKapCTBEHHbIX MpenapaToB, 0TNyCcKaeMbix 6e3 peuenTa?

NYHKT 6 npunoxxeHusa Ne 1 MpaBun oTnycka

7.

OTnycKaTCsa M KOMBMHUPOBAHHbLIE NEKAPCTBEHHLIE NMpenapaThl 419 MeAULUHCKOrO MPUMEHEHNS,
cojepxxalime KpoMe MasiblX KOJIMY4eCTB HapPKOTUYECKMX CPpeacTB, NCUXOTPOMHbLIX BELLECTB U UX
NPeKypcopos, Apyrue apmMakosiornyeckme akTUBHble BeLLecTBa, anTekaMmu, anTeyHbIMy NyHKTaMu 1
VNHAVBUAYANbHBIMY NPeanpUHUMATENAMN, UMEKOLLUVMMN JINLLEH3MI0 Ha PapMaLLeBTUYECKYI0 0eATeIbHOCTb,
no peLenTaM, BbiIMMCAHHbIM Ha peLenTypHbIX 6naHkax gopm Ne 107-1/y n Ne 148-1/y-88, kpome Tex
NeKapCTBEHHbIX NpenapaToB, KOTopble 0TnyckaTcsa 6e3 peuenTa?

NYHKT 7 npunoxeHusa Ne 1 MpaBun oTnycka

8.

OTnyckalTCca v No peLienTam B (hopMe 31eKTPOHHOI0 LLOKYMEHTa C UCNOJIb30BaHWEM YCUSIEHHON
KBanMMULMPOBAHHOW 3/1IeKTPOHHON NOANUCHA MeANLMHCKOro paboTHNKa BCe NeKapCTBEHHbIe npenapaThl,
yKa3aHHble B NyHKTax 4, 5, 6, 7 Mpaswn oTnycka?

NYHKT 8 npunoxeHusa Ne 1 MpaBun oTnycka

9.

OTnycKalT 1 MeuLMHCKMe opraHusauumn n obocobneHHble noapasaeneHuns MeauLnHCKUX opraHu3aLnmni
JIeKapCTBEHHbIE NpenapaThbl, BKIIOYEHHbIe B NepeYyeHb NpefMeTHO-KOJIMYECTBEHHOI0 y4eTa, BbiMnCaHHbIe
Ha peLenTypHbix 61aHkax dopmbl Ne 148-1/y-88; nekapCTBEHHbIE NpenapaThl, BKIYEHHbIe B [lepeyeHb
NleKapCTBEHHbIX MpenapaToB, OTMYCKaeMbIX Mo peLenTam Bpaya (denbilepa) npy okasaHuu
LOMNONHUTENBbHON 6eCnaTHON MeANLMHCKON NOMOLLMN OTAENbHbIM KaTeropuaM rpakaaH, MMeoLWwmnm npaso
Ha noJiydyeHne rocyapCTBEHHOW COLMANbHOM MOMOLLY, @ TaKXXe UHble IeKapCTBEHHbIE CPeAcTBa,
oTnycKaemble 6ecniaTHO UM CO CKUAKOW, BbINUCAHHbIE Ha peLenTypHbIX 61aHKax gopmbl Ne
148-1/y-04(n)?

NYHKT 9 npunoxxeHusa Ne 1 MpaBun oTnycka

10.

OcyuiecTBnsfeTCa M OTNYCK JIeKapCTBEHHbIX NPenapaToB B TeYEHMEe YKa3aHHOro B peLenTe Cpoka ero
LEeNCTBNA Npy obpalLeHnmn nmua K CybbekTy po3HUYHOW TOProeamn?

nyHKT 11 npunoxeHusa Ne 1 MpaBua oTnycka

11.

MpuHMMaeTCs n B Cly4ae OTCYTCTBMA Y Cy6beKkTa PO3HUYHOW TOProB/M JIeKapCTBEHHOMO MpenaparTa,
YKa3aHHOro B peLienTe, Npu obpalleHun amua K CybbekTy po3HWYHON TOProBan peLenT Ha 06CnyXmnBaHue
B C/lefyloLimne CpoKu:

NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

obcnyxmBaeTcs An peLenT ¢ noMmeTkon "statim" (HemenneHHo) 06CNyXMBaeTCa B Te4eHME OQHOMO
paboyero aHa co AHs obpalleHns nuua K cybbekTy po3HUYHOW TOProBan?
NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

obcnyXxmBaeTcs v peLenT ¢ noMeTKon "cito" (cpo4HO) B TeveHue AByX paboynx AHen co AHA obpalleHns
nnua K cCybbekTy PO3HUYHON TOProBan?
NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka
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06CNy>XMBaeTCA /I peLenT Ha IeKapCTBEHHbIN NpenapaT, BXOAALWNA B MUHUMaJIbHbIA aCCOPTUMEHT
NEKapPCTBEHHbIX MPenapaToB AN MeAULUHCKOro NMpUMeEHeHNs, HeOOX0AUMBIX A5 OKa3aHUA MeANLIMHCKON
NMOMOLLW B Te4eHne natu paboymx gHen co gHA obpalieHns amua K CybbekTy po3HWYHON TOProBan?

NyHKT 12 npunoxeHus Ne 1 Mpasua 0TNYCKa;

obcnyXMBaeTCs N peLenT Ha JIeKapCTBEHHbIN NpenapaT, BXOAALWNA B MUHUMANbHbIN aCCOPTUMEHT
NeKapCTBEHHbIX MPenapaToB A1 MeANLMHCKOro MPUMEHEHUS, OTMyCKaeMblll 6ecniaTHO UK CO CKUAKOW B
TeyeHue AByx paboynx gHen co AHA obpalleHns nnua K CybbekTy PO3HUYHON TOProBan?

NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

0b6CNy>XMBAETCS NN peLUenT Ha JIEKapCTBEHHbIA NpenapaT, He BXOASLUA B MUHUMAJIbHbIA aCCOPTUMEHT
JIEKapCTBEHHbIX NPENapaToB Aas MeANLNHCKOr0 NPUMEHEHUNS, HEOBX0ANMbIX ANS OKa3aHWsA MeaNLNHCKOWN
NMOMOLLW, B Te4eHne pecatn paboymx gHen co gHA obpalieHus amua K CybbekTy po3HWYHON TOProBan?
NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

0bCNy>XMBaeTCs M peuenT Ha JIEKapCTBEHHbIN NpenapaT, HE BXOASALMNA B MUHUMAJIbHbIN aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaToB ANAs MeaNLUNHCKOr0 MPUMEHEHUS, HEOBX0ANMbIX 415 OKa3aHWs Me4NLNHCKOWR
MOMOLLK, OTMYCKAeMbIn 6eCnIaTHO MK CO CKUAKON B Te4eHne ceMmmn paboymx OHen co gHa obpalyeHns
mua K cybbekTy po3HMYHON TOProBan?

NYHKT 12 npunoxxeHusa Ne 1 MpaBun oTnycka

0b6CnyXMBaOTCS N peLenTbl Ha IeKapCTBEHHbIE NpenapaThl, Ha3Ha4YaeMble No peLleHnio BpavyebHown
KOMUCCUN B Te4yeHmne gecatu paboynx gHen co oHsA obpalleHnsa nmua K cybbekTy po3HUYHOW TOProsan?
NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

0bCnyXMBaeTCs M peLenT Ha IeKapCTBEHHbIN NpenapaT, He BXOAALLMA B MUHUMAbHbIA aCCOPTUMEHT
NleKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpuMeHeHns, HeobXoAUMbIX A5 OKa3aHUAa Me4ULMHCKON
MoMOoLLK, B TeYeHMe fecaTn paboymnx gHen co aHSA obpalleHns nua K CybbekTy po3HUYHOW TOProBamn?
NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

0b6CNy>XMBAETCS NN peLUenT Ha JIEKapCTBEHHbIA NpenapaT, He BXOASLNA B MUHUMAJIbHbIA aCCOPTUMEHT
JIEKApPCTBEHHbIX NPENapaToB Aas MeANLNHCKOr0 NPUMEHEHUNS, HEOBX0ANMbIX ANS OKa3aHWsa MeaNLNHCKOWN
MOMOLLW, OTNYCKaeMblin 6ecnnaTHO WK CO CKMAKON, 06CayKMBaeTCa B TedeHne ceMn paboymx gHen co gHS
obpalleHns nmua K CybbekTy pO3HUYHOW TOProBan?

NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

06CNy>KMBAKOTCA /1N peLenThbl Ha JIeKapCTBEHHbIE MpenapaThl, Ha3Ha4YaeMble Mo peLleHnio BpadebHow
KOMUCCMK, B TeYeHne ecaTun paboumx gHen co aHs obpaleHnsa nmua K cybbekTy po3HUYHON TOProean?
NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

OTMYCKaeTCa M IeKapCTBEHHbIN NpenapaT no HaXo4ALLEeMYCS Ha OTCPOYEHHOM 06C/Ty)KMBaHWM peLenTy ¢
NCTEKLINM CPOKOM LencTBuma 6e3 ero nepeodopmaeHus B TeqeHne 90 LHEN CO fHA UCTEYEHNS CPpOoKa
LEeNCTBUSA Takoro peuenTa?

NyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

12.

CobntopaeTca m 3anpeT Ha OTNYCK JIeKAapCTBEHHbIX NPenapaToB Mo peuenTaM C UCTEKLLMM CPOKOM
)J,eI7ICTBVI$I, 3a UCKJIlo4HeHneM Ccny4dad, Korga Cpok )J,eI7ICTBVI$I peuenTa NCTeK B Nepno HaxoXxaeHna ero Ha
O0TCPOYEHHOM 06CNYyXUBaHUN?

NYHKT 12 npunoxxeHusa Ne 1 MpaBun oTnycka

13.
OCyLLEeCTBASAETCSA NI OTMYCK JIeKapCTBEHHOMO MpenapaTa Nno HaxoAsAWeMyCsl Ha OTCPOYEHHOM
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06CNy>XMBaHMM peLenTy C UCTEKLIMM CPOKOM AencTsus 6e3 ero nepeoopmaeHuns B TedeHune 90 gHen co
LHA UCTeYeHUs CpokKa AenCcTBUS Takoro peuenTa?
NyHKT 12 npunoxeHus Ne 1 MpaBun oTnycka

14.

OTnycKaloTCa M fleKkapCcTBeHHbIE NpenapaThl B KOMYECTBE, YKa3aHHOM B peLenTe, 3a UCKJIInYeHneM
C/lyH4aeB, KOrfa AN IeKkapCTBEHHOr0 npenapaTa YCTaHOB/IEHO KOIMYECTBO, KOTOPOoe MOXET BbiTb
BbIMMCaHO B OOHOM peuenTe, Win Kypc nevyeHns?

NyHKT 13 npunoxeHus Ne 1 Mpasun oTnycka

15.

WHdopmupyeT nn hapMaLeBTnYecknin paboTHMK O NPEBbILLEHUN NPeAeSibHO AOMYCTUMOrO KOANYeCTBa
NeKapCTBEHHOro npenapaTta AuLo, NpeacTaBuBLLIee peuenT, PYKOBOAMUTENS COOTBETCTBYOLLEN
MeOMLUUHCKON opraHu3auny 1 0TNycKaeT An yKa3aHHOMY MLy YCTaHOBJIEHHOE COOTBETCTBEHHO
npeaenbHO A0NYyCTUMOE KOJIMYECTBO SIeKapCTBEHHOr0 NpenapaTa, KOTopoe MoXeT BbiTb BbINUCAHO B
OHOM peLienTe C NPOCTaB/NeHNEM COOTBETCTBYIOLLEN OTMETKHY B peLenTe?

NyHKT 13 npunoxeHus Ne 1 Mpasun oTnycka

16.

OCyLLEeCTBASETCA N OTMNYCK JIEKAPCTBEHHOr O NpenapaTa B NePBUYHON 1 BTOPUYHON (MoTpebuTtenbckon)
yNaKoBKax, MapKMpoBKa KOTOpbIX 0TBeYaeT TpeboBaHnsAM cTaTbh 46 PeaepasibHOro 3akoHa Ne 61-93 ?
cTaTbsa 46 Ne 61-03 ; nyHKT 14 npunoxeHus Ne 1 Mpasun oTnycka

17.

OTnyckaeT nun hapMaLeBTUYeCKUn paboTHUK NpefenbHO AONYCTUMOE UM PEKOMEHA0BaHHOE KOMYeCTBO
JIeKapCTBEHHOIO npenapaTa A4 BbINUCbIBaHWA Ha OAMH peuenT npu NpeabaBieHnumn peuenTa C
npesbilLeHneM npeaenbHo LonyCTUMOro Wiv peKOMeHL0BaHHOI0 KOM4YeCcTBa JiIekapCTBEHHOro npenapaTta
ON5 BbIMACbIBaHUSA Ha OAMH peLenT C MPoCTaBfieHNeM COOTBETCTBYIOLWEN OTMETKN B peLenTe?

NyHKT 13 npunoxeHus Ne 1 Mpasun oTnycka

18.
HapylwaeTtcs nm nepenYHas yrnakoBKa JIeKapCTBEHHOr0 npenaparta Mnpu ero oTnycke?
NyHKT 15 npunoxeHusa Ne 1 MpaBua oTnycka

19.

MpocTaBNAeTCS A MpU OTMYCKE JIEKAPCTBEHHbIX MPeNapaToB Ha peLienTe oTMeTKa 06 oTnycke
JleKkapCTBEHHOr 0 npenapaTa C yKasaHueM:

NYHKT 15 npunoxxeHusa Ne 1 MpaBun oTnycka

HavMeHOBaHWs anTeYHo opraHu3aummn (hamunnmn, MMeHmn, oT4ecTsa (NP HaNM4YUKU) UHAMBUAYANBHOIO
npeanpuHumaTens)?
NYHKT 15 npunoxxeHusa Ne 1 MpaBun oTnycka

TOProBOro HaMMeHOBaHWS, LO3UPOBKM N KONNYECTBa OTMYLLEHHOMO NEKAPCTBEHHOrO nNpenapaTta?
NyHKT 15 npunoxeHusa Ne 1 MpaBun oTnycka

hamunum, nMeHun, oTHecTBa (MPX HaIMYUKN) MeQULIMHCKOro paboTHMKa B C/lyYasx, yKa3aHHbIX B ab3ale
4yeTBepTOM NyHKTa 13 1 ab3aue TpeTbeM NyHKTa 16 MpaBun oTnycka?
NyHKT 15 npunoxeHus Ne 1 Mpasun oTnycka

PEKBM3UTOB AOKYMEHTA, YAOCTOBEPSAOLLErO AMYHOCTb JiMLA, NOJyYMBLUErO NEKAPCTBEHHbLIN NpenapaT, B
c/lyvae, yKasaHHOM B nNyHKTe 28 MpaBun oTnycka?
NyHKT 15 npunoxeHus Ne 1 MpaBun oTnycka
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hamMuaum, UMeHu, oTYeCTBa (NpK Hannymm) hapmMaLeBTnYeckoro paboTHMKa, OTAYCTUBLUEr0
JleKapCTBEHHbIV npenapaT, U ero nognucu?
NyHKT 15 npunoxeHus Ne 1 MpaBun oTnycka

[aTbl OTMYCKa IeKapCTBEHHOr0 npenapaTa’?
NyHKT 15 npunoxeHusa Ne 1 MpaBun oTnycka

20.

Bo3BpalyaeTcsa M npu OTNyCKe JIeKapCTBEHHbIX MpenapaToB Mno peLenTy, BbiIMMCaHHOMY Ha peuenTypHOM
6naHke opmbl Ne 107-1/y CO CPOKOM AeNCTBMA 4O OAHOIO roga, B KOTOPOM YKa3aHbl Mepuogbl 1
KOJINYECTBO OTMYyCKa JIEKapCTBEHHOr 0 NpenapaTa (B KaXKAblVi nepnoa), peLuenT auuy, nprobpeTtatoLemMy
JleKapCTBEHHbIV NpenapaT, C 0TMeTKOWN, cofepKallei CBeeHNs, YyKa3aHHble B NyHKTe 15 Mpasun
oTnycka?

NYHKT 16 npunoxeHus Ne 1 Mpasun oTnycka

21.

YynTblBalOTCA M Npu o4epefHOM obpalleHun anua K cybbekTy PO3HUYHON TOProBn OTMETKN O
npeablayLULemM oTNyCKe JIEKapCTBEHHOMO NMpenapaTa No TakoMy peLenTy 1 B Ciyyae NnpuobpeTeHns anuom
KOJIn4eCTBa JIeKapCTBEHHOIr0 npenapaTa, COOTBETCTBYIOLLEro MakCMMaabHOMY KOJIMYECTBY, YKa3zaHHOMY
MeLMLMHCKMM paboTHMKOM B peLienTe, a TakxXe Mo NCTEYEHUN CPOKa AENCTBMA PeLenTa, Ha peuenTe
npocTaBaseTcs A wramn "JlekapCTBEHHbIN NpenapaTt oTnyLeH" 1 peuenT Bo3BpaLlaeTcsa anuy?

NYHKT 16 npunoxxeHusa Ne 1 MpaBun oTnycka

22.

MepepaeTcs Npm OTNYCKe NeKapCTBEHHbLIX MpenapaToB Mo pPeLenTy, BbIMMCAaHHOMY Ha peuenTypHOM
6naHke opmbl Ne 148-1/y-04(n), 3aN0JIHEHHbIA KOPELLOK Takoro peuenTa apMaLeBTUYeCKUM paboTHUKOM
nnuy, npruobpeTatollemMy (nosy4vatowemy) nekapCTBEHHbIE NpenapaThl?

NYHKT 17 npunoxxeHusa Ne 1 MpaBun oTnycka

23.

OcCTaloTCa U XpaHATCS My cybbekTa PO3HMYHON TOProBAn peuenTbl (C 0TMeTKON "JIeKapCTBEHHbIN
npenapaTt oTnyLweH") Ha: IEKaPCTBEHHbIE MpenapaThl, 0TNyCKaeMble 6eCnIaTHO N CO CKUOKOW, - B
TeyeHne Tpex NeT; NeKapCTBEHHbIE NpenapaThl, OTHocAwWwmMecs No ATX K aHTUNCUXOTUYECKUM CPeACTBaM
(koo NO5A), aHkcmonuTukam (kog NO5B), CHOTBOpHbLIM 1 cepgaTuBHbLIM cpefcTBam (kog NO5C),
aHTnaenpeccaHTam (kog NOBA) n He noanexaline NnpeamMeTHO-KONYECTBEHHOMY YYeTY, - B TEYEHUE Tpex
MecsLeB?

NYHKT 18 npunoxxeHusa Ne 1 MpaBun oTnycka

24,

OTMeyvaloTCa M peLenTbl, BbiNUCaHHble C HapyleHveM lNpasui oTnycka wramnom "Peuent
HepencTeuTeneH"?

nyHKTbl 19, 20 npunoxerHus Ne 1 Mpasun oTnycka

25.

Bo3BpalatoTca M peuenThl, BbiIMUCaHHbIE C HapyLLeHneM lNpaBui 0TNyCKa C PerncTpaumen B xXypHane un
BHECEHWEeM cnegytoLien nHpopmaLmnm:

NyHKTbI 19, 20 npunoxerHuns Ne 1 MNMpasun oTnycka

BbISIBJIEHHbIE HapyLUeHns B ohopMieHnn peLenTa?
nyHKTbl 19, 20 npunoxernus Ne 1 Mpasun oTnycka

hamMuaum, UMeHns, 0T4eCTBa (MPY HAUYUN) MEAULIMHCKOrO paboTHMKaA, BbiMMCaBLLIEro peuenT?
nNyHKTbl 19, 20 npunoxeHus Ne 1 Mpasun oTnycka
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HauMeHOBaHWUN MeLULIMHCKON opraHn3aummn?
nNyHKTbl 19, 20 npunoxerHus Ne 1 Mpasun oTnycka

NPUHATBLIX Mep?
NyHKTbI 19, 20 npunoxerHuns Ne 1 MNpasun oTrnycka

26.

CobnitogaeTcs v 3anpeT Ha NpefocTaBfieHe HeLOCTOBEPHOW 1 (MIM) HEMOAHON UHGOPMaLMKU NpK
OTMYCKe SiekapCTBEHHOro npenapaTa apMaLeBTUYecKuin paboTHUK nam paboTHUK MeANLMHCKON
opraHu3aunm (o6ocobneHHOro nogpasfeneHns MegULUHCKOW OpraHn3auunm) 0 Hannynm NeKapCTBEHHbIX
npenapaTos, BKOYas JieKapCTBEHHbIE NpenapaThl, MetoLne 0ANHAKoBOEe MeXAyHapoaHoe
HenaTeHTOBaHHOE HaUMEHOBaHME, B TOM YMC/Ie CKPbIBaTb MHMOPMALINIO O HAIMYUN NEKAPCTBEHHbIX
npenapaTos, UMelLKX bonee HU3KYI0 LeHy?

NYHKT 23 npunoxeHus Ne 1 Mpasun oTnycka

27.

OcyuwecTtBnseTcs nn gna obecrnevyeHns neyebHOro npouecca B MEANLMHCKON OpraHm3aumnm anTevyHon
opraHusaunen, SBASILWENCA CTPYKTYPHbLIM NOAPa3Ae/IEHNEM TaKo MeQULMHCKON OpraHn3auum, oTnyck
mbo M3roToBNAEHME N OTMYCK JIEKAPCTBEHHbLIX MpenapaToB Ha OCHOBaHUMN TpeboBaHUSA MeaNLIMHCKOW
opraHm3aunm, BbIMMCAHHOI0 YNOJHOMOYEHHLIM MEANLNHCKUM paboTHUKOM?

NyHKT 28 npunioxeHus Ne 1 Mpasun 0TNyCKa;

NyHKTbI 3.1 - 3.7 npunoxeHns Ne 13, npunoxkeHunsa Ne 1, Ne 2 K npmnnoxeHuto Ne 13 UHCTpyKUmmn

28.

XpaHeHue TpeboBaHWU MeANLIMHCKON OpraHM3aLm, no KOTOPbIM OTMYLLLEHbI IeKapCTBEHHbIE NpenapaThl,
OCYLLECTBAETCA anNTEeYHOM OpraHnu3aumen B COOTBETCTBMM C MYHKTOM 18 MpaBua oTnycka?

NYHKT 29 npunoxeHus Ne 1 Mpasun oTnycka

29.

JlonyckaeTcs M HapyLleHre NepBMYHOM YNaKOoBKM JIeKapCTBEHHOMO NpenapaTa npu ero oTnycke no
TpeboBaHWIO MeANLIMHCKON OpraHn3aLmMm anTe4yHorn opraHn3aumnen, MMeoLwen NMLEH3NI0 Ha
(hapMaLeBTNYeCKY0 AeATeNbHOCTb C NPaBOM U3rOTOBNEHWS JIEKapCTBEHHbIX MPenapaTos C
npefocTaBiieHNeM UHCTPYKLUMU (KOMUU MHCTPYKLUK) MO NPUMEHEHUIO OTMYCKaeMoro JIeKapCTBEHHOro
npenapata?

nyHKT 30 npunoxeHus Ne 1 Mpasun oTnycka

30.

OcyuwecTBnseTcs I OTNYCK JIeKapCTBEHHbIX MPenapaToB Mo pelenTtaM B popMe 3/1EKTPOHHOI0 LOKYMEHTa
anTekamu, anTeyHbIMN NyHKTaMW U MHAVBUAYASbHBIMU NPEeANPUHMMATENSAMU, YKa3aHHbIMU B MYHKTe 2
MpaBun oTNycka, pacnofioXXeHHbIMU Ha TeppuTopumn cybbekTa Poccuiickon ®epepaLimm, B KOTOPOM
ohopMJIeH peLenT B (hopMe 3/1eKTPOHHOr0 JOKYMEHTa, B CJiy4yae NpUHATUA YNOJIHOMOYEHHbIM OPraHoM
cybbekTa Poccuinckon ®epepalmm B COOTBETCTBMM C MYHKTOM 4 cTaTbh 6 ®PefepanbHOro 3akoHa Ne 61-03
pelieHns 06 ncnonb30BaHUN Ha TeppuTopumn cybbekTa Poccminckon degepauun Hapsaay C peLenTamMu Ha
NEeKapCTBEHHbIE NpenapaThl, 0hOPMIEHHBLIMU Ha BYMa)KHOM HOCMTENE, PeLenTOoB Ha IeKapCTBEHHbIE
npenapaTbl, CPOPMUPOBAHHBIX B (hOPME 3JIEKTPOHHbLIX LOKYMEHTOB?

NyHKT 31 npunoxeHus Ne 1 Mpasun oTnycka

31.

IMeloT nnm noakayeHme anTeyHble OpraHn3aumm K rocy4apCTBeHHON MHPOPMaLMOHHON cucTemMe B chepe
3 paBooxpaHeHus cybbekTa Poccuinckon Pegepaunm, KOTopoe obecneynBaeTCcs YNOAHOMOYEHHbIM
opraHom BnacTu cybbekTa Poccuiickon degepaunn?

NYHKT 32 npunoxxeHusa Ne 1 Mpasun oTnycka

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp.331m381



32.

OcyLiecTBnsSETCA M OTMNYCK JIeKapCTBEHHbIX NPenapaToB Mo peuenTaM B (POpMe 3/1eKTPOHHOro JOKYMeHTa
nnuy, yKasaHHoMy B peuenTe, 1Mbo ero 3aKoHHOMY NpeacTasuTesto, AnMbo nuuy, KOTopoe NnLo, yKasaHHoe
B peuenTe, WM ero 3aKOHHbIN NpeacTaBMTeNb YNOJHOMOYUAN Ha NOJyYeHMe SleKapCTBEHHbIX NpenapaTos?
NyHKT 33 npunoxeHus Ne 1 Mpasun oTnycka

33.
CobnogaeTcs M NOpPALOK OTNYCKa MUMMYHOBNONOr N4eCKMX NEKAPCTBEHHbIX NpenapaTos?
NyHKTbI 1 - 4 npunoxxexusa Ne 3 MNpaBu oTnycka

34.

CobnogaloTcs M NpaBmna OCYLLECTBAEHNS PO3HNYHON TOProBAW IEKaPCTBEHHbLIMU NpenapaTaMu aas
MeLMLMHCKOr0 NPUMEHEeHNs ANCTaHLMOHHBIM crnocobom?

nNyHKT 1.1 cTaTten 55 61-O3 ; nyHKTbI 13 - 27 Mpasun 4UCTaHLUOHHOW TOProsan

35.
CobntogaeTcs M NOPALOK Ha3HAYEeHNS JIeKapCTBEHHbIX CPeaCcTB?
NyHKTbI 1 - 25 npunoxxeHunsa Ne 1 nprkasa MuH3gpasa Poccun Ne 1094H

36.

CobntopatoTcsa N NOPSLOK Ha3HaYeHNs NeKapCTBEHHbIX MPenapaToB NPy OKa3aHUM MeANLMHCKON NMOMOLLM
B CTauMOHapax?

NyHKTbI 26 - 30 npunoxxeHns Ne 1 npukasa MuHsgpasa Poccum Ne 1094+

37.

CobntopatoTca M NpaBuia Ha3HaYeHNA IEKapCTBEHHbIX NPenapaToB NP OKa3aHUN NePBUYHON MeLUNKO-
CaHMTapPHOM MOMOLLIX, CKOPON MEeANLMHCKOW MOMOLM 1 MaMaTUBHON MeANLIMHCKOM MOMOLLN?

NyHKTbl 31 - 34 npunoxeHus Ne 1 npukasa Munsgpasa Poccun Ne 1094H

38.

CobntomatoTca N NpaBuia Ha3HAYeHUs IEKAapPCTBEHHbIX NPeNapaToB rpakaaHam, UMeLLUM NPaBo Ha
6ecnnaTHOE NoNyYeHNE NEKAPCTBEHHbIX MPENapaToB WK NOJyYeHMe NIeKapCTBEHHLIX MpenapaToB Co
CKNOKOWN, NPV OKa3aHUN NepBUYHON MEeLNKO-CaHUTAPHON NOMOLLN?

nNyHKTbI 35 - 39 npunoxeHus Ne 1 npukasa Munsgpasa Poccun Ne 1094H

39.
Cobntopgaetcs v nopsagok oopmaeHus peuenTypHbix 61aHKoB Ha ByMa)kHOM HocuTene?
NyHKTbl 1 - 18 npunoxxeHunsa Ne 3 nprkasa MuH3sgpasa Poccun Ne 1094H

40.
CobntomaeTca nm Nopsaok ohopmieHne peLienTypHblX 61aHKOB B hOPMe 31eKTPOHHOM0 OKYMeHTa?
NyHKTbI 19 - 22 npunoxeHus Ne 3 npukasa Munsgpasa Poccun Ne 1094H

41.

CobntopatoTcsa nv npasuia yyeTa peuenTypHbiX 61aHKOB (3a MCKOYEeHEM peLenTypHbix 61aHKoB No
copme Ne 107/y-HIM "CneunanbHblin peuenTypHbI 61aHK")?

NYHKTbI 23 - 26 npunoxeHna Ne 3 npukasa Munsgpasa Poccnn Ne 1094H

42.

CobnogaloTcs v NpaBmna XpaHeHUs peLenTypHbiX 61aHKOB (32 UCKN0YEHMEM peLlenTypHbIX 61aHKOB Mo
thopme Ne 107/y-HIM "CrneunanbHbii peuenTypHbIn 61aHk")?

NYHKTbI 27 - 32 npunoxeHus Ne 3 npukasa Munsgpasa Poccun Ne 1094H

43.
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CobntopaeTcs N NOPALOK PerncTpaLmm, y4eta 1 XpaHeHns cneLmanbHblX peuenTypHbiX 61aHKoB Mo
topme Ne 107/y-HI?
NyHKTbI 15 - 22 npunoxxeHns Ne 3 npukasa MuHsgpasa Poccum Ne 1094H

44,

CobnogatoTcs in Nnpasmna 0hopMIIEHNS peLenToB, COAEPXKALLMX Ha3HAYEeHNEe HAaPKOTUYECKMX CPeacTB
WJIN MCMXOTPOMHbIX BELLECTB, Ha ByMaxxHOM HocuTene?

NyHKTbl 1 - 10 npunoxxeHunsa Ne 6 nprkasa MuH3sgpasa Poccun Ne 1094H

45,

CobntopatoTcsa nn npasuaa oYopMIEHNS PELLEeNTOB, COAEPXKALLMX Ha3HAaYeHNe HapPKOTUYECKUX CPEeCTB
WA NCUXOTPONMHBIX BELWECTB, B JOPME 3N1EeKTPOHHOr0 JOKyMeHTa?

NyHKTbl 12 - 13 npunoxxeHns Ne 6 npukasa MuHsgpasa Poccum Ne 1094+

4. Bug KOHTPOABLHOro (Hag30pHOr0) MePONPUATUS:

5. [laTa 3anosiIHeHNs NPOBEPOYHOro JINCTa:

6. O6bekT rocyaapCTBEHHOr0 KOHTPOAS (HaA30pa), B OTHOLIEHUN KOTOPOro NpoOBOAUTCSA KOHTPOJIbHOE
(Hag3opHOE)MeponpuaTre:

7. ®aMunus, UM 1 0TYECTBO (NMPU HANYKMK) TPaXKAaHUHA WAV UHAMBUAYALHOMO NPeanpuHUMaTens, ero
NAEHTUDUKALMOHHBIA HOMEP HANOroNaTeNbLUMKA U (MIN)OCHOBHOW roCY1apCTBEHHbIM PErnCTPALIMOHHbIN
HOMEpP WHAUBWAYaNbLHOrO NPeanpUHUMaTENS, aApec PernucTpaLun rpaxxaaHnuHa UM UHANBUAYabHOrO
npeanpuHUMaTens, HaMeHOBaHUe IOPULNYECKOro LA, ero MAEHTUMKALMOHHBIA HOMep
HasnorornaTeNbluvka U (M) OCHOBHOW roCy1apCTBEHHBIN PErMCTPALIMOHHBIA HOMEP, aApec PUANYECKOro
nnua (ero punnanos, NpeacTaBUTENbCTB, 000COBNEHHBIX CTPYKTYPHbIX NMOAPA3AENIEHWNI), ABNSIOLWNXCS
KOHTPOIMPYEMbIMU NINLLAMU:

8. MecTo (MecTa) NnpoBeAeHMa KOHTPOJIbHOIO (Ha430PHOIr0) MEPONPUATMSA C 3aN0IHEHNEM MPOBEPOYHOr 0
JincTa:

9. PeKBM3UThI PELLEHNSt KOHTPOJILHOIO (HaA30PHOM0) OpraHa O NPOBEEHNN KOHTPOJILHOMO (Ha[30pHOM0)
MeponpuaTns, MOAMUCAHHOMO YNOIHOMOYEHHbIM [OJXKHOCTHBIM JIMLIOM KOHTPOJIbHOMO (Ha30pHOrO)
opraHa:

10. YYeTHbI HOMEpP KOHTPONLHOI0 (HaA30pPHOr0) MEPONPUATUS:

11. o/KHOCTb, PaMuans n NHULMaNbl LO/KHOCTHOrO M@ KOHTPOJIbHOro(HaA30pHOr0) opraHa, B
LOMKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C NMOJIOXKEHNEM O BUAE KOHTPOJSA, OOJIKHOCTHbLIM
pernamMeHToOM UaN JOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHNE MOAHOMOYNIA MO BUAY KOHTPOAS, B
TOM YMCJIe NPOBEeAEeHNE KOHTPOJIbHbLIX (HaA30PHbLIX)MEPONPUATURN, NPOBOASLLENO KOHTPOJIbHOE (Haf30pHOE)
MeponpusaTHE N 3aM0NHSAOLLErO NPOBEPOYHbIN JINCT:

12. NMoanucu fO/MKHOCTHbIX UL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYIOLMX B MPOBEAEHNN
KOHTPOJIbHOIO (HaZA30pHOIr0) MeponpuaTmns:

(BOJHKHOCTW, haMnANK N MHULMANbI)
13. NMoanuck pykoBOAMTENS FPYNNbl AO/KHOCTHbIX JINL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYHOLLUX
B NPOBEAEHNN KOHTPOJIbHOr0 (Haf430pHOr0) MeponpuATUS:
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(BOMKHOCTL, (hamMuAns N NHULMaNbI)

MpunoxeHune Ne 4
K npuka3y PenepanibHol cny»xbbl Mo Hag3opy B chepe 34paBooxpaHeHns oT 16 ceHTs6ps 2022 r. Ne 8700

dopma

MpOBEPOYHbIA NNCT

(CMMCOK KOHTPOJIbHBIX BOMPOCOB, OTBETHI HA KOTOPbLIE CBUAETENLCTBYIOT 0 COOMI0AEHUN NN
HecobtoAEHUN KOHTPOIMPYEMBIM NMLLOM 00513aTeNbHbIX TpeboBaHMin), UCnonb3yemblin defepaibHON
cnyx601 No Haf30py B chepe 34PaBOOXPAHEHNS U €€ TEPPUTOPMAIbHBIMU OPraHaMi NMpu OCyLLECTBIEHUN
(hefiepasbHOro rocyjapCTBEHHOro KOHTPOSA (Haa3o0pa) B chepe 06palleHns NEKAapCTBEHHbIX CPeaCTB
(YHUYTOXEHME NEeKAPCTBEHHbIX CPEACTB AN MeAULMHCKOrO NPYMEHEHNS)

1. HanmeHoBaHWe BUAa KOHTPONSA (Haa30pa), BKAOYEHHOIrO B eAUHbIN peecTp BUAOB helepasbHOro
rocyfapCTBEHHOr0 KOHTPONSA (Hag3opa): penepanbHbIi roCyAapCTBEHHbIN KOHTPOb (Haf3op) B cdepe
obpalleHuns nekapCcTBEHHbIX CPeACTB.

2. HanMeHoBaHMe KOHTPOJIbHOr0 (Ha430pHOM0) opraHa 1 PeKBMU3UTbl HOPMATUBHOIO MPaBOBOro akTa 06
yTBEpPXLEHUW (hOPMbI MPOBEPOYHOr0 INCTA:

3. CNMCOK KOHTPOJIbHBIX BOMPOCOB, OTPaXkatoLLMX cofep)aHune obszaTenbHbIx TpeboBaHMN, 0TBETHI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBNOAEHNN UM HECOBMIOAEHUN KOHTPOMPYEMbBIM IMLOM 0653aTeNIbHbIX
TpeboBaHwuii:

Ne

n/n

Cnuncok KOHTPOJIbHbIX BOMPOCOB, OTPaXkatoLmx coep>kaHne obsasaTenbHblx TpeboBaHMi

PeKBU3NTbI HOPMATUBHbIX MPABOBbLIX aKTOB C YKa3aHUEM NX CTPYKTYPHbIX €4NHUL, KOTOPbIMU YCTAaHOBJIEHbI
obsa3aTenbHble TpeboBaHMs

OTBeThbl Ha BONPOCHI, cogepxalumecs B CIMCKe KOHTPObHLIX BOMPOCOB

lMpruMeyaHme

opraHu3auns onToBOW TOProB/N JNEKAPCTBEHHbLIMU CPEACTBAMM A1 MEANLUHCKOrO MPUMEHEHNA
anTeyHas opraHM3aLns Kak CTPYKTYpPHOe noapa3faeneHme MeanuunuHCKoM opraHn3aunm
MeOULUHCKME opraHu3aumn n nx obocobneHHble nogpasneneHus (ambynatopun, henbaliepckme n
henbaLlepcko-aKyLepckmne NyHKThI, LeHTPbI (0TaeneHus) obuien BpadebHom (CeMeNHON) NPaKTUKK),
PacrnooXXeHHbIe B CENIbCKMX HAaceNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHbIe OpraHn3aLmm

OCYLLECTB/ISOLWME PO3HUYHYIO TOPrOBJIO JIEKAPCTBEHHBIMU NpenapaTaMmu 418 MegUUUHCKOr0 NPUMEHEHUS:
anTeyHas opraHusauus
VHAUBMAYaNbHbIA NpeanpuHUMaTesb

obocobneHHble noapasaeneHns (ambynatopuu, henbaluepckue n henbalepcKo-aKyLepCcKne NyHKTh,
LeHTpbl (oTaeneHmns) obwen BpayebHoON (CeMeNnHON) NPaKTUKK),

aa
HeTt
HenpMMEeHNMo
na

HeT
HenpUMeHNMo
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na
HeT
HENPUMEHNMO

depepanbHbI 3aKoH oT 12 anpens 2010 r. Ne 61-03 "0O6 obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHomaTenbcTBa Poccminckon ®epepaunn, 2010, Ne 16, cT. 1815; 2022, Ne 29, 1 cT. 5278) (nanee - 61-
®3); nocTtaHoBNeHue MpaBnTenbcTBa Poccunckon ®epepauum ot 15 ceHTabps 2020 r. Ne 1447 "06
yTBEpXAeHUY [paBui YHUYTOXKEHNSA N3bATLIX PanbCUPDULMPOBAHHBIX JIEKAPCTBEHHbLIX CPEACTB,
He0BpoKa4eCTBEHHbIX IeKapCTBEHHbIX CPEACTB U KOHTPadaKTHbIX IeKapCTBeHHbIX cpeacTs” (CobpaHue
3aKoHogaTenbCTBa Poccninckonm Peagepaunn, 2020, Ne 39, cT. 6039) (panee - MNpaBnaa YHUHTOXEHUS),
nencreyeT 0o 1 aHBaps 2027 r.; PeweHune CoBeTa EBpa3ninCcKon 3KOHOMUYECKON KoMUCCKmK 0T 3 Hosbps
2016 r. Ne 80 "O6 yTBepxaeHuu MNpaBun Hagnexallen aucTpnbboTOPCKON NPaKTUKN B paMKax
EBPa3nMnCKoro 3KOHOMUYeCKOro cot3a" (ogpuumanbHbii CanT EBPa3nnCKoro 3KOHOMUYECKOro coto3a
http://www.eaeunion.org/, 21 Hosbpsa 2016 r.) (aanee - MNpaBuna Hagnexalen gUCTPMOLIOTOPCKON
NPaKTUKN)

1XpaHATCcA i OTLENbHO B CrelmasbHOM MOMeLLEeHUN Uan 30He, OOCTYM B KOTOpble OrpaHnyeH,
NPOMapKUPOBaHHbIE SIEKaPCTBEHHbIE CPEACTBA, NPeAHa3HaYeHHble A1 YHUHYTOXEHUA?NYHKT 82 Mpasun
HaZfiexallen ancTpubbioTOPCKOM NPaKTUKM

2W3bsn nu Bnageney ¢hanbCUGULMPOBAHHbBIX IEKAPCTBEHHbIX CPEACTB U (MAKn) HefobpoKa4YeCTBEHHbIX
NleKapCTBEHHbIX CPeACTB, U30AMPOBas U Ppa3MecT B CNeLnansHO BblAeIEHHOM NoMeLLeHnI (30He)
yKa3aHHble leKapCTBEHHbIe cpecTBa B TedeHne 30 fHel CO HA BbIHECEHUS peLleHns YNoJHOMOYEHHOr 0
opraHa 06 n3bATUN N YHUYTOXKEHUN?NYHKT 5 MNpaBua yHUYTOXXEHMS

3YHU4TOXMA M BRageney ManbCMprLNPOBaHHbIX 1EKAaPCTBEHHbLIX CPEACTB 1 (1n)
Hen0b6pOKaYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB U3bATbIE IEKAPCTBEHHbIE CPeCTBA B TeYeHME 6 MecsaueB
CO [IHA1 BbIHECEHUS PELLEHUS YMTOJIHOMOYEHHOI0 OpraHa 06 U3bATUN N YHUYTOXEHUN?NYHKT 5 MpaBun
YHUYTOXEHNA,

NyHKT 83 MpaBna Hagnexalen gUCTpMObLIOTOPCKON NPaKTUKK

4YHU4TOXKaKTCA 1M BNagenbleM HefobpokavyeCTBEHHbIE JIEKapCTBEHHbIE CPeLCTBa CaMOCTOATEbHO NpK
cobnofeHnn ycnoBmsa Haanyns INLEH3NN Ha OCYLLECTBIIEHUE AeATensHOCTH no cbopy,
TpaHcnopTupoBaHuto, 0bpaboTke, yTunusaunm, obesspexmneaHunto, pasmeLLeHmnio otxonos | - IV knaccos
0nacHOCTU?NYHKT 8, 10 MpaBuSl YHUYTOXEHUS;

NyHKT 83 MpaBua Hagnexxallen aucTpnbbI0TOPCKON NPaKTUKK

5WmeeTca nu OOroBop Ha YHUYTOXEHNE Mex Ay BlagensueM ghanbCnOUUMPoBaHHbIX NeKapCTBEHHbIX
CpPencTB U OpraHu3aumnen, MMEKLLIEN NNLEH3MNIO Ha OCYLLIECTBEHNE AeATeNbHOCTU No cbopy,
TpaHcnopTupoBaHuto, 0bpaboTke, yTunusaunm, obesspexxneaHuto, pasmeLLeHmnio otxonos | - IV knaccos
OMAaCHOCTU?NYHKT 8, 11 MpaBun yHUYTOXKEHNSA

6CocTaBnseTcs M cybbekToM 0bpalleHns NeKapCTBEHHbIX MPeENapaToB akT 06 YHUUYTOXEHUN
hanbCMPULNPOBAHHBIX JIEKAPCTBEHHbIX CPEACTB, U (1) HeaobpPOKaYeCTBEHHbIX IEKAPCTBEHHbLIX CPEACTB,
N (M) KOHTPahaKTHbIX JIEKAPCTBEHHbIX CPEACTB C yKa3aHNeM:MyHKT 12 MpaBua yHUYTOXXeHNS

AaTbl 1 MECTa YHUYTOXEHNS NEKAPCTBEHHbIX CPeACTB

hamunum, nmeHmn, oTyecTBa (MpK HaaMYUKM) Nnua (ML), NPUHUMaBLWEro (MPUHMMAaBLLMX) y4acTue B
YHUYTOXKEHUWN NIeKaPCTBEHHbIX CPeACTB, MeCcTo paboThl 1 AOJIKHOCTb

060CHOBAHNSA YHUYTOXEHWSA JIEKAPCTBEHHbIX CPEACTB

CcBelleHNN 00 YHNYTOXEHHbIX JIEKAaPCTBEHHbIX CPeACTBax (HAMMEHOBaHMeE, NIeKapCcTBEHHasA (hopMa,
L03UPOBKa, eANHNLbI U3MEPEHUS, CEPUS) N NX KOMYECTBE, a Tak)Xe 0 Tape UK yrnakoBkKe

HaMMeHOBaHNA NPON3BOANTENS JIEKAPCTBEHHLIX CPELCTB
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cBeeHUin 0 BNafenbLie 1eKapCTBEHHbIX CPeCTB
cnocoba YHUHYTOXEHNSA TIEKAPCTBEHHbIX CPeacTB

7CocTaBneH nn cybbekToM 06palleHNs NEKAPCTBEHHbLIX MpenapaToB akT 06 YHNYTOXXEHUN B A€Hb
YHUYTOXEHNS haNbCUULMPOBAHHBIX IEKAPCTBEHHbIX CPEACTB, W (UIK) HeJO0OPOKAYECTBEHHBIX
NeKapCTBEHHbIX CPEACTB, W (UNIN) KOHTPAaKTHbIX NEeKapCTBEHHbLIX CPeACTB?NYHKT 13 Mpasun
YHUYTOXKEHNS

8MoAanuncaH m akT 06 YHUHTOXEHUI BCEMMW IML@MU, MPUHMMABLUMMU YHacTUE B YHUHTOXEHNN YKa3aHHbIX
NeKapCTBEHHbIX CPeACTB?NYHKT 13 MpaBusl yHNYTOXEHNS

93aBepeH I akT 06 YHUYTOXEHUM MeYaTblo OpraHn3aLmm, oCyLLeCTBUBLLEN YHUYTOXKEHNE NEeKapPCTBEHHbIX
CcpencTB?nyHKT 13 MpaBnn YHUYTOXEHNS

10MpeacTaBnsaeTCs M 3aBepPeHHas Konua akTa 06 YHUYTOXKEHUN NTEKAPCTBEHHbIX CPEACTB B Te4yeHune 5
pabo4nx OHEeN Co OHA ero COCTaBEHNS UK B TedeHue 5 paboynx gHel Co fHA ero noslyYeHns Bnagesnblem
YHUYTOXEHHbIX JIEKaPCTBEHHbIX CPEeACTB B YNONHOMOYEHHbIV OpraH C UCMNoJib30BaHUEM 3N1EeKTPOHHbIX
CpencTB CBA3U?MYHKT 14 MNpaBui yHNYTOXKEHUA

4. Bua KOHTPOAbLHOIo (Hag30pHOr0) MEPONPUATHUS:

5. [laTa 3anonHeHns NpoBepoOYHOro JINCTa:

6. O6bekT rocyaapCTBEHHOr0 KOHTPOS (HaA30pa), B OTHOLLIEHUN KOTOPOro NpOBOAUTCSA KOHTPOJIbHOE
(Hap3opHOE)MeponpuaTre:

7. ®amMunns, NMS 1 0THECTBO (MPY HAIMYUKN) FPaXKAaHUHA UKW MHOUBMUAOYAJIbHOrO NpeanpuHUMaTEeNs, ero
NOEHTUDUKALNOHHBIA HOMEP HasoronaaTesblnKa 1 (MAn)OCHOBHOW rOCyAapCTBEHHbIN PErnCcTPaLMOHHbIN
HOMep MHOMBUAYAIbHOIO NpeanpuHMMaTenia, agpec pernctpaumy rpaXxgaHuHa uav MHANBMUAYyanbHOro
npegnpvHuMaTens, HaMMEHOBaHME OPULNYECKOr0 LA, €ro NAEHTURONKALNOHHLIN HOMEP
HasioronsaTenbLinKa 1 (M) OCHOBHOW rOCyAapCTBEHHbIN PErnCTPaLMOHHbIN HOMEp, aapec PUANYECKoro
nmua (ero mnamanos, NpeacTaBUTENbCTB, 060C06MEHHBIX CTPYKTYPHbIX MOAPa3AeNeHN), ABASIOLLMXCS
KOHTPOIMPYyEMbIMU INLLAMN:

8. MecTo (MecTa) NnpoBeAeHMa KOHTPOJIbHOIO (Ha430pHOIr0) MEPONPUATMSA C 3aN0JTHEHNEM MPOBEPOYHOI 0
JincTa:

9. PeKBM3UThI PeLlEHNSt KOHTPOJILHOIO (HaZ30pPHOM0) OpraHa O NPOBEEHNN KOHTPOJILHOMO (Ha[30PHOM0)
MeponpusaTns, MOAMUCAHHOMO YNONHOMOYEHHbIM [OJXKHOCTHBIM JIMLLOM KOHTPOJIbHOMO (Ha30PHOr0)
opraHa:

10. Y4eTHbI HOMEpP KOHTPOILHOIO (HaA30pPHOr0) MEPONPUATUS:

11. Jo/mMKHOCTb, DaMuans n NHULMaNbLI O/KHOCTHOrO L@ KOHTPOJIbHOro(HaA30pHOr0) OpraHa, B
LOMKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C MOJIOXKEHNEM O BUAE KOHTPOJA, OOJKHOCTHbLIM
pernamMeHToM Uan SOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHNE MONHOMOYNIA MO BUAY KOHTPOAS, B
TOM YMCSIe NPOBEAEHNE KOHTPOJIbHbLIX (HaA30PHbLIX)MEPONPUATURN, NPOBOASLLENO KOHTPOJIbHOE (HaA30pHOE)
MeponpusaTHE N 3aM0NHSAOLLErO NMPOBEPOYHbIN JINCT:

12. NMoanucu foMKHOCTHBIX UL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYIOLMX B MPOBEAEHNN
KOHTPOJIbHOrO (HaZ30pHOIr0) MeponpuaTmns:
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(BOMKHOCTHK, haMUIN N NHUL AN bI)
13. NMoanucb pyKoBOAUTENS FPYNMbl LOHKHOCTHBIX JIML, KOHTPOJLHOIO (HaA430pHOM0) OpraHa, y4acTBYLWMX
B NpoBeAEeHUN KOHTPOJIbHOr0 (Haf30pHOr0) MeponpuaTus:

(BOKHOCTL, haMuAns N NHULMaNbI)

MpunoxeHune Ne 5
K Nnpukasy PegepanbHon ciyxbbl N0 Haf30py B chepe 34paBooxpaHeHns oT 16 ceHTabpa 2022 r. Ne 8700

dopmMa

MpoBepOYHbIN NCT

(CANCOK KOHTPOJIbHBLIX BOMPOCOB, OTBETHI Ha KOTOPbLIE CBUAETENLCTBYIOT 0 COBIOAEHUN NN
Hecobt0ieHNN KOHTPOMPYEMbIM NNLOM 0053aTeNbHbIX TPeboBaHMit), Mcnosb3lyemblin PenepanbHOR
cnyx6on No Haa3opy B cchepe 34PaBOOXPAHEHNS N ee TePPUTOPUANLHLIMU OpraHaMu NPy OCYLLECTBAEHUN
henepasbHOro rocylapCTBEHHOI0 KOHTPOJIA (Haa30pa) B chepe obpallleHnst NeKaPCTBEHHbIX CPEACTB ANs
MeONLUHCKOro NPMMEHeHNs (M3roTOBNEHNE NEKAPCTBEHHbIX CPEACTB AN MEAULNHCKOr0o NPUMEHEHNS)

1. HaumeHoBaHWe BUAa KOHTPONSA (HaA30pa), BKIOYEHHOIO B eAUHbIN peecTp BUAO0B dedepabHOro
rocyapCTBEHHOIr0 KOHTPONS (Hag3opa): eaepanbHbI roCyAapCTBEHHbIN KOHTPOb (Hag3op) B cdepe
obpalleHns NeKapCTBEHHbIX CPEOCTB.

2. HanMeHoBaHMe KOHTPOJIbHOr0 (HaA30pHOM0) opraHa 1 PeKBM3nTbl HOPMATUBHOIO MPaBOBOro akTa 06
yTBEPXAeHUW (hOpPMbI NMPOBEPOYHOro INCTa:

3. CNCOK KOHTPOJIbHbIX BOMPOCOB, OTPaXatoLNX coaep>xaHmne 0ba3aTenbHblx TpeboBaHWI, OTBETHI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBMOAEHNN UK HECOBNIIOAEHUN KOHTPOMPYEMBIM ANLIOM 06513aTeNbHbIX
TpeboBaHWiA:

Ne

n/n

CrnCcoK KOHTPOJbHbIX BOMPOCOB, O0TPaXkaloLwmx coaepxaHne obszatenbHbIX TpeboBaHMiA

PekBM3MTbl HOPMATUBHbIX NPABOBbIX aKTOB C YKa3aHWEM UX CTPYKTYPHbIX eANHNL, KOTOPbIMW YCTAHOBJIEHbI
obs3aTenbHble TpeboBaHNS

OTBeTbI Ha BOMpOChI, coaepxxalumecst B CnMcke KOHTPOJIbHbIX BOMPOCOB

MpumeyaHmne

opraHmM3auuns ONTOBOWN TOProB/N IEKAPCTBEHHLIMU CPpeACTBaMM O MEANLMNHCKOrO NPUMEHEHNS
anTeyvyHas opraHM3aLns Kak CTPYKTYpHOe noapa3sfeneHne MeguumMHCKOM opraHm3anum
MeguLUNHCKNE opraHu3aumm n nx obocobneHHble nogpasaeneHmsa (ambynatopun, dhenbalepckmne n
dhenbaLlepcko-aKyLlepckmne NyHKThI, LeHTPbI (0TaeneHus) obuien BpayebHom (CeMeNHON) NPaKTUKK),
pacrnonoXXeHHble B CENIbCKUX HAaceNEeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHun3aLmm

OCYLLECTBAISIOLIME PO3HNYHYIO TOPrOBJIO IEKAPCTBEHHBIMU NpenapaTamMn Ais MeAULVHCKOTr0 NPUMEHEHNS:
anTeyHas opraHu3auus
VHOUBUIYaNbHbIA NpeanpuHMMaTeb

obocobneHHble nogpasgeneHns (ambynatopuu, denbaliepckue n genbillepcko-akyLlepckme nyHKTh,
LeHTpb! (oTaeneHmns) obwen BpayebHON (CEMENHON) NPaKTUKK),

na
HeT
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HenpUMeHMMOo
na

HeT
HenpnMmeHnmo
na

HeT
HenpuMeHMMo

®epepanbHbIA 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "06 obpalueHun nekapcTBeHHbIx cpeacTs” (CobpaHue
3aKoHogaTenbCTBa Poccuinckon Pegepaunm, 2010, Ne 16, cT. 1815; 2022, Ne 29, cT. 5278) (ganee - 61-03);
Mpuka3 MuHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epeparimm ot 26 okTabpa 2015 r. Ne 751H "06
YTBEPXXAEHWMN NPaBUI N3rOTOBJIEHNA U OTNYCKa JIEKaPCTBEHHbIX MpenapaTos AJ19 MeAULNHCKOro
NPYMEHeHUs anTeYHbIMY OpraHn3aunsaMu, HANBUAYaNbHbIMU NPeANPUHUMATENAMN, UMEIOLLNMA
JINLLEH3MI0 Ha (hbapMaLEeBTUYECKYIO feAaTeNbHOCTb" (3aperncTpmpoBaH MUHUCTEPCTBOM CTULAN
Poccunckon ®egepaumm 21 anpens 2016 r., pernctpaumoHHeln Ne 41897) (panee - npukas MuHsgpasa
Poccum Ne 751H)

1.

Wcnonb3yoTcs nn hapMaLeBTUYeCcKme CybCcTaHLUM, BKIOYEHHbIE B FOCY4apCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPEACTB OJ1 MEOULIMHCKOrO NMPUMEHEHNs, NPpY N3roTOBJIEHUN JIEKaPCTBEHHbIX
npenapaTos?

NYyHKT 3 npukasa MuH3gpasa Poccun Ne 751H

2.

OnpegfenseTcs An cooTBeTCTBME TPeboBaHUAM hapMaKoNenHoW CTaTbM Ka4eCTBO U3rOTOBIEHHOI 0
NeKapCcTBEHHOro npenapaTa, MMbo B Cly4ae nx OTCYTCTBUSA - [OKYMEHTa B 061aCTn KOHTPOAS KavecTBa,
copepxalero TpeboBaHUs N METOALI ONpedesieHNs Ka4eCTBa N3roTOBAEHHbIX IEKaPCTBEHHbIX
npenapaTos?

NyHKT 4 npuka3a MuH3gpasa Poccum Ne 751H

3.

ObecneyeHa /M NCNPABHOCTb M TOYHOCTb CPEACTB U3MEPEHUIA, MPeAYyCMOTPEHHbBIX HOPMATUBHOW
TeXHWYEeCKON AOKyMeHTaLumneln NPoM3BOAUTENS U COOTBETCTBYIOLLMX TpeboBaHNAM K X NOBEpPKe 1 (1im)
Ka/mbpoBKe, NpeayCMOTPEHHbIM CTaTbsiMK 13 1 18 denepanbHOro 3akoHa oT 26 mtoHa 2008 r. Ne 102-03
"06 obecneyeHnn eAMHCTBA U3MEPEHMI", NCMOMb3YEMbIX MPW U3FOTOBIEHUN N KOHTPOJIE KaYecTBa
NeKapCTBEHHbIX MPenapaToB, a TakXXe PerynspHoCTb X NOBEPKU 1 (Unn) KanubpoBKu?

NYHKT 5 npukasa MuH3gpasa Poccum Ne 751H

4.

YKa3blBaloTCA /I HaVMEHOBaHWe NeKapCTBEHHOr0 CPeCTBa, flaTa 3aMo/HEHNS IEKaPCTBEHHLIM CPefCTBOM
6aHOK nnm hakoHOB C NPUTEPTON NPOBKON, B KOTOPbIX XPaHATCA JIeKapCTBEHHbIE CPefCcTBa (fanee -
LWTaHriac), ;ata OKOHYaHMs CpoKa roAHOCTM (rogeH A0 ), NOANWCH NMLA, 3aM0NHMBLLErO WTaHraac u
NnoATBEPXAAloOLWero, YTo B LUTAHrlace COAEPXMTCSA UMEHHO YKa3aHHOe JiekapCTBeHHOe CPpeCTBO?
NMYyHKT 6 nprvkasa MuH3gpasa Poccun Ne 751H

5.

YKa3blBaeTCa M AONOAHUTENLHO "[NS UHBbEKLMA" Ha LWTaHrnacax C IeKapCTBEHHbIMU CPeACcTBaMu,
npefHasHavyeHHbIMN AN U3r0TOBAEHWS PACTBOPOB ANA UHBEKLUNA U UHPY3NA?

NYHKT 6 npuvkasa MuH3gpasa Poccun Ne 751H

6.

ObecneymBaloTCA N LWTaHrNAChl C XXUAKMMU IEKaPCTBEHHBIMW CPeACTBaMMW KanjeMepaMmn uian nuneTkamu
¢ 0603HaYeHMeM Yncna Kanesb B onpeaesieHHoM obbeme nnm macce?

NYHKT 6 Npukasa MuH3gpasa Poccum Ne 751H

7.
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OcyLiecTBngeTca M N3roTOBJIEHNE JIEKaPCTBEHHbIX NMPEnapaToB B YCJIOBMAX, OTBEYAIOLLNX CAHUTaPHO-
3aNNAEMMNONOrNYecknM TpeboBaHmAM?

NyHKT 7 npuka3a MuH3gpasa Poccum Ne 751H

8.

Mpon3BoAATCS N BCe 3aNUCX NPY U3rOTOBAEHUMN KOHLEHTPUPOBaHHbLIX PacTBOPOB, NonydabprnkaTos,
JleKapCTBEHHbIX NMpenapaToB B BUAE BHYTPMANTEYHON 3aroTOBKY 1 (DAaCOBKE JIeKapCTBEHHbIX NpenapaTos B
XKypHane nabopaTopHbIX U hacoBOYHbLIX PaboT (MPOHYMepOBaHHbIN, MPOLUHYPOBAHHbLIN 1 CKPEMNIEHHbIN
NOAMUCHIO pyKoBOANUTENSA), 0hopMaseMOM Ha ByMaXKHOM HOCUTENE UK B 31IEKTPOHHOM BUAE C YKa3aHWEM
[aTbl U MOPSAKOBOro HOMEpPa NPOBEAEHNS KOHTPOS BblAaHHOr0 B paboTy IeKapCTBEHHOMO CPEeACTBa
(CblpbA); HOMepa cepun; HaMMeHOBaHMWA IEKApPCTBEHHOMO CPeACTBa (Cbipbs), € AUHULLBI U3MepeHNns,
KOJINYeCTBa, PO3HNYHON LieHbl, CyMMa PO3HMYHas (B TOM YuCSie CTOMMOCTb NOCYAbl); NOPSAKOBOr0 HOMepa
pachacoBaHHOW NPOAYKLNY, eANHNLLBI U3MEPEHNS, KOJIMYECTBA, PO3HUYHON LieHbl, CYMMbl PO3HUYHON, B
TOM Yyncne pas TabneTUpoBaHHbIX JIEKapCTBEHHbIX NPenapaToB, JIEKapCTBEHHbIX NpenapaTos B hopme
MOPOLLKOB, AO3UPOBAHHbIX XUAKUX NEKAPCTBEHHbLIX (hOPM, OTKIOHEHME; NOAMNNCK hLa, pacgacoBaBsLlero
NeKapCTBEHHOe CPeACTBO (Cbipbe); MOANMMCK UL, MPOBEPMBLLIEro pacdacoBaHHOE JieKapCTBEHHOE
CpencTBo (Cblpbe), AaTbl U HOMepa aHannsa?

NyHKT 7 npuka3a MuH3sgnpasa Poccum Ne 751H

9.

OcyLLecTBASETCA N YNAKOBKa M3rOTOBJIEHHbIX IEKAPCTBEHHbIX MPenapaToB B 3aBUCUMOCTHY OT (POPMbI U
cnocoba NpMMeHeHus lekapCTBEHHOro npenapaTa?

NyHKT 8 npukasa MuH3gpasa Poccun Ne 751H

10.

OcyLuecTBASETCS /M B MpOLecce ynakoBKW U3rOoTOBIEHHbIX IEKaPCTBEHHbIX NpenapaToB NpoBepka obLuero
BM[a YNaKOBKMW, NPaBUIbHOCTM UCNOJIb30BaHNA YNaKOBOYHbLIX MaTepranos, MapKMPOBKIN YMaKOoBKKN?
NYHKT 8 npukasa MuH3gpasa Poccum Ne 751H

11.

YNaKoBbIBAIOTCA /N JIEKaPCTBEHHbIE MpenapaThl, U3roToB/EeHHbIE B (hOpMe MOPOLLKOB B aCenTuYeCcKunx
YC/0BUSIX, CTEPUJIbHBIE N aCENTUYECKN U3rOTOBNEHHbIE XUOKNE NEeKAPCTBEHHbIE (DOPMbI, FNa3Hble Masn B
CTEPU/IbHYIO YNaKOoBKY?

NYHKT 8 npukasa MuH3gpasa Poccum Ne 751H

12.

YNakKoBbIBAOTCS I Ma3n B LUMPOKOrOpJible 6aHKKU, KOHTENHepbI, Tybbl N Apyrue eMKoCTH, yaobHble ons
1Ccnosib30BaHmA?

NyHKT 8 npukasa MuH3gpasa Poccum Ne 751H

13.

YNakKoBbIBAIOTCA /N XUAKNE NleKapCTBEHHbIe (DOPMbI B MJI0THO 3aKpblBatOLWLMEeCs eMKOCTI?

NYHKT 8 npukasa MuH3gpasa Poccum Ne 751H

14,

YNakKoBbIBAIOTCA SN CYNMO3UTOPUM B UHOAUBUAYAJIbHYIO NEPBUYHYIO YNIAKOBKY 1 MOMELLaTCs ik BO
BTOPWYHYIO YNaKOBKY (KOpObKy nnm naker)?

NyHKT 9 npukasa MuH3gpasa Poccun Ne 751H

15.

CobnogaloTcs v NpaBuna U3roToBAEHWS IEKAaPCTBEHHbIX MpenapaToB B JopMe MOPOLLKOB?

nyHKTbl 10 - 13 npuka3sa MuH3gpasa Poccum Ne 751H

16.

CobniogaloTcs v NpaBuna U3roToBAEHWS IeKapCTBEHHbIX MpenapaTos B popMe TpuTypaLmn
romeonaTuyeckmnx?

NyHKTbl 14 - 18 nprkasa MuH3gpasa Poccum Ne 751H
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17.

CobnogaloTca v NpaBuna M3roTOBAEHWSA IEKAPCTBEHHbIX MPenapaToB B popMe rpaHyn
romeonaTuyeckmx?

NyHKTbI 19 - 23 nprkasa MuH3gpasa Poccum Ne 751H

18.

CobntopatoTcs N 0COBEHHOCTM M3rOTOBIEHNS XUAKUX NEKAPCTBEHHbBIX (hopM?

NYHKTbI 24 - 28 nprka3a MuH3gpasa Poccum Ne 751H

19.

CobntogatoTcs i 0COBEHHOCTM M3rOTOBNEHNS XUAKUX JIEKAPCTBEHHbLIX (DOPM MacCO-06bEMHBIM METOA0M?
nyHKTbI 29 - 35 nprkasa MuH3gpasa Poccum Ne 751H

20.

CobnogaloTcs M NpaBmna U3roToBAEHNS KOHLLEHTPUPOBAHHbLIX PpacTBOPOB?

NYHKTbI 36 - 38 npuka3sa MuH3gpasa Poccum Ne 751H

21.

CobnitogaloTcs v NpaBuia U3roTOBAEHUSA XUAKUX NEeKapCTBEHHbIX (DOPM, COAEpKaLLNX apoMaTHble BOAbI B
KayecTBe pacTBopuTens?

nyHKTbl 39 - 41 nprkasa MuH3gpasa Poccum Ne 751H

22.

CobntogaeTca nm pa3BefeHne cCTaHLapTHLIX (hapMaKonenHbIX pacTBOPOB?

NYHKT 42 npukasa MuH3gpasa Poccum Ne 751H

23.

CobnogaloTcs v NpaBuia U3roToBAEHUSA XUOKUX NEKAPCTBEHHbIX (POPM Ha HEBOLHbIX pacTBOPUTENAX?
NYHKTbI 43 - 48 npukasa MuH3gpasa Poccum Ne 751H

24,

CobntofatoTcs N npaBuia N3roToBJIEHNS PacTBOPOB BbICOKOMOJIEKYISIPHBIX BeLLeCcTB?

NyHKT 49 nprkasa MuH3gpasa Poccun Ne 751H

25.

CobnogaloTcs M NpaBmna M3roToBAEHNA Kanenb?

nyHKT 50 nprkasa MuH3gpasa Poccun Ne 751H

26.

CobnogaloTcs M NpaBmna U3roTOBAEHNS BOLHbIX U3BIEYEHUI U3 IEKapPCTBEHHOMO PaCTUTENLHOIO Chipba?
NyHKTbI 51 - 56 npuka3sa MuH3gpasa Poccum Ne 751H

27.

CobntogaloTca v NpaBmna U3roToBAEHWSA PAaCcTBOPOB 3aLUULLEHHbIX KOJJIONA0B?

NYHKT 57 npukasa MuH3gpasa Poccum Ne 751H

28.

CobntopatoTcsa N NpaBuia N3roToBAEHNA CYCMEH3UIA N IMYSIbCUIA?

NyHKTbI 58 - 61 nprkasa MuH3gpasa Poccum Ne 751H

29.

CobntogaloTcs M NpaBmaa M3roTOBAEHMNA PAaCTBOPOB FOMEONaTUYECKUX U Pa3BELEHU FOMeoNaTNYeCKNX?
NYHKTbI 62 - 64 nprkasa MuH3gpasa Poccum Ne 751H

30.

CobnogaloTcs M NpaBmna U3roTOBAEHMS FOMEoNaTUYeCKMX Kanenb?

NYHKTbI 68 - 69 npukasa MuH3gpasa Poccum Ne 751H

31.

CobntogaloTcs v NpaBmia U3roToBAEHWUA FOMeonaTU4YeCcKMx CMponos?

nyHKTbl 70 - 71 npuka3sa MuH3gpasa Poccum Ne 751H

32.
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CobntopatoTcsa N npaBuia N3roToBJEHNS HACTOEK FOMeonaTNYeCKMX MaTPUYHBIX N XULKNX
roMeonaTuyeckmnx passeneHuin (no NaHemaHy)?

NYHKTbl 72 - 75 npukasa MuHsgpasa Poccum Ne 751H

33.

CobnrogatoTcs in 0COBEHHOCTW U3rOTOBIEHUS Ma3ein?

NYHKTbI 76 - 77 npuka3a MuH3gpasa Poccum Ne 751H

34.

CobniogaloTcs v Npasuna U3roToBAEHWUS FOMOreHHbIX Ma3en?

NYyHKT 78 nprkasa Mun3gpasa Poccun Ne 751H

35.

CobntopatoTcs N npaBuia U3roToBJEHUS CYCMEH3MOHHbIX Ma3en?

NYyHKT 79 nprka3a MuH3gpasa Poccun Ne 751H

36.

CobnogaloTcs in NpaBmna M3roTOBAEHNS IMYJIbCUOHHBLIX Ma3ein?

nyHKT 80 npukasa MuH3gpasa Poccum Ne 751H

37.

CobnogaloTcs v NpaBuna U3roToBaeHNS KOMOUHMPOBAHHbIX Ma3en?

NyHKT 81 npukasa MuH3gpasa Poccum Ne 751H

38.

CobnogaloTcs v Npasuia U3roToBAeHNS FrOMeonaTUYeckmnx Masen?

NyHKTbI 82 - 84 nprkasa MuH3gpasa Poccum Ne 751H

39.

CobntopatoTcsa N npaBuia U3roToBEHNS FOMeonaTn4eckoro Macna?

NyHKTbI 85 - 86 nprkasa MuH3gpasa Poccum Ne 751H

40.

CobntopatoTcs N 0CoBEHHOCTM M3rOTOBJIEHMSA CYNMO3NTOpPMEB?

nyHKT 87 npukasa MuH3gpasa Poccum Ne 751H

41.

CobnrogatoTcs in 0COBEHHOCTM U3rOTOBIEHUSA FrOMeonaTUYeCKUX Cynno3mTopres?
NyHKT 88 npukasa MuH3gpasa Poccum Ne 751H

42.

CobntogaloTcs in Npasuna U3roToBaeHUs Cynno3nTopueB MeTOAO0M BblKaTbiBaHWA?
NyHKT 89 nprkasa Mun3gpasa Poccun Ne 751H

43.

CobntopatoTcsa N Npasuia N3roToBEHNA CYyNNO3MTOPUMEB METOAOM BblIBAHNA?

nyHKT 90 nprkasa MuH3gpasa Poccum Ne 751H

44,

CobntogatoTcs im 0COBEHHOCTM M3rOTOBEHNS NEKAPCTBEHHbIX (POPM B aCENTUYECKMX YCIOBUAX?
nyHKTbl 91 - 92 npukasa MunHsgpasa Poccum Ne 751H

45,

CobntogaloTcs i NpaBmna U3roToBAEHNS UHBEKLUOHHBLIX U MHJY3MOHHBIX IeKapCTBEHHbIX (hopM?
NyHKTbI 93 - 100 npnka3a Ne 751H

46.

CobnogaloTcs v Nnpasuna 0COOEHHOCTY U3rOTOBAEHNS NHBEKLVOHHBIX FOMeonaTu4eCcKnx pacTeopoB?
nyHKT 101 npukasa Munsgpasa Poccun Ne 751H

47.

CobntomatoTcs A NpaBuia U3roToBIEHUS 0DTANIbMOSIOrUYECKUX NIEKAPCTBEHHbIX hopm?
nyHKTbl 102 - 106 npuka3a MuHsgpasa Poccun Ne 751H
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48.

CobntogatoTcs i 0COBEHHOCTM M3rOTOBAEHMNS IFNa3HbIX FOMEONaTUYeCKMX Kanesnb?

nyHKTbl 107 - 108 npukasa MunHsgpasa Poccum Ne 751H

49,

CobntogaloTcs M NpaBmna U3roTOBAEHWS FNa3HbIX Masen?

NyHKTbl 109 - 111 nprkasa Ne 751H

50.

CobniogatoTcs in cydbekToM obpalleHns nekapcTBeHHbIX NpenapaTos Npasuia N3roToBieHNUS
JleKapCTBEeHHbIX (hOpPM, NpefHa3HavYeHHbIX 15 eYeHNs HOBOPOXKAEHHbIX AeTel u aeTen go 1 ropa?
NyHKTbl 112 - 114 npuka3a Munsgpasa Poccun Ne 751H

51.

CobnogatoTtcs im cybbekToM obpalleHns nekapcTBEHHbIX NpenapaToB NpaBuia N3roToBAEHUS
JIeKapCTBEHHbIX DOPM C aHTUBNOTUKaAMN?

nNyHKT 115 npuka3sa MuH3sgpasa Poccum Ne 751H

52.

OcywecTenseTcs nn cybbekToM 0bpaLleHns TIeKapCTBEHHbIX MPenapaToB KOHTPOJIb KayecTBa
JleKapCTBEHHbIX NpenapaTos?

NyHKTbI 116 - 117 npnka3a MnH3gpasa Poccum Ne 751H

53.

OcylwecTBnseTcsa im cybbekToM obpalleHns NeKapCTBEHHbBIX MPenapaToB MPUEMOYHBIA KOHTPOb?
NyHKTbl 118 - 119 npuka3a Munsgpasa Poccun Ne 751H

54.

OcyluecTBnseTcsa im cybbekToM obpalleHns NeKapCTBEHHbIX MPenapaToB MUCbMEHHbIN KOHTPOJIb?
nyHKTbl 120 - 123 npuka3a MunHsgpasa Poccun Ne 751H

55.

OcywecTenseTcs nn cybbekToM obpalleHns NeKapCTBEHHbIX MPenapaToB ONPOCHbIA KOHTPOJb?
NyHKT 124 npuka3a MuH3gpasa Poccun Ne 751H

56.

OcywecTBnseTcs nn cybbekToM obpalleHuns NeKapCTBEHHbIX NpenapaToB OPraHOAENTUYECKNIA KOHTPOL?
NYHKT 125 npukasa MuH3gpasa Poccum Ne 751H

57.

OcylecTBnseTcsa im cybbekToM obpallieHns eKapCTBEHHbBIX MPenapaToB PUINYECKUA KOHTPOb?
NyHKTbl 126 - 128 npuka3a Munsgpasa Poccun Ne 751H

58.

OcyLiecTnseTcsa m cybbekToM obpalleHns NeKapCTBEHHbIX MpenapaToB XUMNYECKNIA KOHTPOb?
NyHKTbl 129 - 134 npuka3a MuHsgpasa Poccun Ne 751H

59.

CobniogatoTtca im cybbekToM obpalleHns nekapcTBeHHbIX NpenapaToB TpeboBaHNA K KOHTPOIO KayecTBa
CTEPWUSIbHbIX PAacTBOPOB?

nNyHKTbl 135 - 139 npukasa Munsgpasa Poccun Ne 751H

60.

OcylwecTBnseTcsa im cybbekToM obpalleHns NeKkapCTBEHHbIX MpenapaToB KOHTPOJb MpU 0TNycKe
JleKapCTBEHHbIX NpenapaTos?

nNyHKT 140 npukasa MuH3gpasa Poccum Ne 751H

61.

CobniogatoTca in cybbekToM obpalleHns nekapcTBEeHHbIX NpenapaToB NpaBuia OTAYCKa U3roTOBEHHbIX
JIeKapCTBEHHbIX NpenapaTos?

nyHKT 141 npuka3sa MuH3sgpasa Poccun Ne 751H
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62.

CoOTBETCTBYET NN MapKUPOBKA OTMYCKAEMbIX IeKapCTBEHHbIX NpenapaToB TpeboBaHNAM, YCTaHOBIEHHbIM
B npuioxxeHun Ne 1 K npukasy MuHsgpasa Poccum Ne 751H ?

NyHKT 142 npukasa Munsgpasa Poccun Ne 751H

4. Bul KOHTPOJILHOrO (Ha30PHOr0) MEPONPUATUS:

5. [laTa 3anosiIHeHNs NPOBEPOYHOro UCTa:

6. O6beKT rocyapCTBEHHOr0 KOHTPOIA (HaA30pa), B OTHOLLIEHMN KOTOPOr0 MPOBOAUTCS KOHTPOJIbHOE
(Hap3opHOE)MeponpuaTMe:

7. ®aMnnuns, UMA 1 0TYECTBO (MPU HANUYUK) FPpaXKAaHUHA WU MHAMBUAYANLHOMO NPeanpuHMMaTens, ero
NAEHTUDUKALMOHHbBIA HOMEpP HaforonaaTeNbLlmnKa U (1IM)OCHOBHON rOCYA4apCTBEHHbIN PErNCTPALNOHHbIN
HOMEep NHANBKMAYaJIbHOro npeanpuHnMaTend, agpec peructpaunun rpaxgaHhHa nanm nHOANBMAyanbHOIo
npeanpuHUMaTens, HauMeHOBaHNe IPUANYECKOro N1La, ero NAEHTUMPUKALNOHHLIN HoMep
HajsioronjaTesnblnKa 1 (Man) OCHOBHOW FOCYAapCTBEHHbIN PErNCTPALMOHHBIA HOMEp, aApec PUANYECKOro
nunua (ero mnmnanos, NpeacTaBUTENbCTB, 060C06NEHHBLIX CTPYKTYPHbLIX NOAPA3AENEHUN), ABAAIOLLNXCS
KOHTPOJIMPYEMbIMUN NLLAMMW:

8. MecTo (MecTa) npoBefeHNA KOHTPOJZIbHOI O (Ha,El,30pHOFO) MepornpunaTna C 3anoJIHEHNEM NPOBEPOYHOIo
NINCTa:

9. PeKBM3NTbI peLLEHNS KOHTPOJIbHOIO (HaA30PHOM0) OpraHa O NPOBEAEHNN KOHTPOJIbHOIO (HaA30PHOr0)
MeponpusaTKSA, NOANUCAHHOIO YNOJHOMOYEHHbLIM JO/PKHOCTHbBIM JIMLOM KOHTPOJIbHOr0 (HaA30pHOro)
opraHa:

10. Y4eTHbI HOMEP KOHTPOJILHOIO (HaA30PHOr0) MEPONPUSATUS:

11. [lo/mKHOCTb, (haMuns 1 UHULMANbI AO/HKHOCTHONO iMLia KOHTPOIbHOro(HaA30pHOM0) opraHa, B
L0/HKHOCTHbIE 0653aHHOCTY KOTOPOr0 B COOTBETCTBIM C MOJIOXKEHVNEM O BUAE KOHTPOJIS, A0/HKHOCTHBIM
pernamMeHToM UN LO/HKHOCTHOW MHCTPYKLMER BXOAUT OCYLLECTBIEHME MOSIHOMOYMIA MO BUAY KOHTPOJIS, B
TOM YUCe NPOBEAEHNE KOHTPOJIbHbIX (HaA30PHbLIX)MEPONpUATHIA, NPOBOASLLEr0 KOHTPOSIbHOE (HaA30pHOE)
MEPOMNPUATIE U 3aMOJIHAIOLWEr0 NPOBEPOYHbIN JINCT:

12. MoAnucK JOMKHOCTHBIX JINL, KOHTPOJbHOIO (HaA30pHOM0) OpraHa, y4acTBYIOLMX B MPOBEAEHUN
KOHTPOJIbHOr0 (HaA30PHOM0) MEPONPUATHUS:

(BO/MKHOCTK, aMUanN N NHUL AN bI)
13. NMoanucb pykoBOAUTENS FPYMMbl LOHKHOCTHBIX JIML, KOHTPOLHOIrO (HaA430pHOM0) OpraHa, y4acTBYOLWMX
B MPOBELEHUN KOHTPOJILHOIO (HaA30PHOIr0) MeponpuaTunS:

(0OJKHOCTB, haMuAns N NHULMANbI)

MpunoxxeHne Ne 6
K Nnpuka3sy PegepanbHon ciyxbbl N0 Haf30py B chepe 3apaBooxpaHeHmns oT 16 ceHTabpa 2022 r. Ne 8700

®opma

[poBEepPOYHbIN ANCT
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(CMMCOK KOHTPOJIbHBIX BOMPOCOB, OTBETHI HA KOTOPbIE CBUAETENLCTBYIOT 0 COBNOAEHUN UK
HecobtoAEHUN KOHTPOIMPYEMBIM NTMLLOM 00513aTeNbHbIX TpeboBaHMi), UCnonb3yemblin defepasibHON
cny6oii No Haa30py B Cchepe 3[PaBOOXPAHEHNS U ee TEPPUTOPMASIbHBIMU OpraHaMi NMpu OCYLLECTBAEHNN
(hefiepasbHOro rocyjapCTBEHHOro KOHTPOSA (Haa30pa) B chepe 06palleHns NEKAapCTBEHHbIX CPeaCTB
(ycTaHOBNEHME MPOU3BOAUTENSAMU NEKAPCTBEHHbLIX NPEenapaToB LieH Ha JIeKapCTBEHHbIE NpenapaThl,
BKJIOYEHHbIE B NEpPeYeHb XKU3HEHHO HEOBXOAVMbIX N BaXKHENLINX JIeKapCTBEHHbIX NMPEnapaToB A/s
MeAVNLMHCKOro NPpUMeHeHNs)

1. HanmeHoBaHWe BUAa KOHTPONS (Hafa30pa), BKAOYEHHOIO B eAUHLIN peecTp BUAOB dedepabHOro
rocyapCTBEHHOIr0 KOHTPONS (Hag3opa): efepanbHbIi roCyAapCTBEHHbIN KOHTPOb (Hag3op) B cdepe
obpalleHns nekapCcTBEHHbIX CPEACTB.

2. HanMeHoBaHMe KOHTPOJIbHOr0 (HaA30pHOM0) opraHa 1 PeKBM3UTbI HOPMATUBHOIO MPaBOBOr0 akTa 06
yTBEPXAEHMN (POPMbI MPOBEPOYHOIrO JINCTA:

3. CNMCOK KOHTPOJIbHbIX BOMPOCOB, OTPaXatoLWmnx coaepxaHne obs3aTenbHbix TpeboBaHWA, OTBEThI Ha
KOTOpble CBMAETENbLCTBYIOT 0 cobnitogeHun nnm HecobnogeHnn KOHTPOANPYEMbIM IULLOM 0693aTesNbHbIX
TpeboBaHMA:Ne

n/NnCnncoK KOHTPOJIbHbLIX BOMPOCOB, OTPaXaloLWmx cogepxxaHue obs3aTenbHbIXx TpeboBaHNNPEKBU3NTSI
HOPMAaTMBHbIX MPaBOBbIX @aKTOB C YKa3aHMEM NX CTPYKTYPHbIX €4MHWL, KOTOPbIMA YCTAHOB/IEHbI
obsa3aTenbHble TpeboBaHNAOTBETLI Ha BOMPOCHI, coaepxalumecs B CnMcke KOHTPOJbHbIX
BonpocosllpyMeyaHue

opraHu3auus onToBOW TOProB/N NEKAPCTBEHHbLIMU CpeacTBaMu 419 MeAULUHCKOro NPUMEHeHNa anTeyHas
OpraHu3auns Kak CTPYKTYpHOE noapa3aeneHne MeguumMHCKoN opraHm3auunMme anLuuHCKNE opraHn3aunm u
nx 06ocobnieHHble NoapasaeneHnsa (ambynatopun, penbalepckne n GhenballepcKo-aKyLepCcKue nyHKTbl,
LeHTpbl (oTaeneHuns) obwen BpayebHon (CeMeNHON) NPaKTUKK), PAaCMOIOXKEHHbIE B CENIbCKUX HAaCeNeHHbIX
MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHu3aumm

OCYLLECTBAIOLLME PO3HMUYHYIO TOPrOBJIO JIEKAPCTBEHHLIMY NpenapaTaMn ans MeaAnLMHCKOro NpuMeHeHNs:
anTevyHas opraHunsauuns

WHAMBUAYANbHbIA MpeanpuHUMaTesb

obocobneHHble Noapa3zaeneHns (ambynatopum, penbaliepckmne n denballepcko-aKyLepckne NyHKThbI,
LeHTpbl (oTaeneHus) obuuen BpavyebHoOn (CeMeNnHON) NPaKTUKK),
AaHeTHenpyMeHUMoaHEeTHENPUMEHMMOLAHETHENPUMEHNMO

depnepanbHbIi 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "0O6 obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHoJaTenbCTBa Poccninckon Pepepaunn, 2010, Ne 16, cT. 1815; 2022, Ne 29, cT. 5278) (ganee - 61-93);
MpaBnna rocyaapCTBEHHOW PerncTpauum n nepeperncTpaumm npenenbHblX OTMYCKHbIX LEeH
NpoM3BOLAUNTENIEN Ha JIeKapCTBEHHbIE NMpenapaThbl, BKAOYEHHbIE B NEPEYEHb XXN3HEHHO HEOOXOANMbIX Y
Ba)XHENLMX NEKAPCTBEHHbIX NpenapaToB U Mpasuna obs3aTensHoN nepepernctpaumm 8 2019 - 2020
roflax 3aperncTpMpoBaHHbIX MpeaenbHbIX OTNYCKHbIX LLeH MPON3BOAUTENEN Ha JIeKaPCTBEHHbIE
npenapaThl, BKJIOYEHHbIE B NMEPEYEHb XXN3HEHHO HEOOXOAMMBIX N BaXXHENLLNX TEKAPCTBEHHbIX
npenapaToB, yTBEP)XAEHHbIE MOCTaHOBAeHNEM lNpaBuTenscTBa Poccniickon Gegepaunn ot 29 okTabps
2010 r. Ne 865 "O rocygapCTBEHHOM peryampoBaHumM LieH Ha JIeKapCTBEHHbIE NpenapaThbl, BKJIKYEHHbIE B
nepeyveHb XXN3HEHHO HeOBXOAUMBIX 1 Ba)KHENLINX NIeKapCTBEHHbIX NpenapaToB” (CobpaHue
3aKoHogaTenbcTBa Poccminckonm ®epepaunn, 2010, Ne 45, 1. 5851; 2020, Ne 47, cT. 7556) (panee -
MpaBunna perncTpaummn LeH, Npasuna nepeperncTpaunm LeH)

1.

CobnofatoTcs M NPOU3BOANTENAMU NEeKapCTBEHHbIX NpenapaToBs MpaBuia rocyaapcTBeHHON
perucTpaumnm n nepeperncTpaumnn npeaefibHolX 0TNyCKHbIX LEH NPOM3BOANTENEN Ha IEKAPCTBEHHbIE
npenapaTbl, BKJIIOYEHHbIE B NMepeyeHb XXN3HEHHO HEOOXOAUMbIX 1 BaXKHENLUNX NEKaPCTBEHHbIX
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npenapaToB?
NyHKTbI 5 -9, 12, 14, 21 - 24, 26 - 37, 42 - 45 lpaBun peructpauun ueH;
NyHKTbl 1 -2, 4 -7, 18 - 30, 39 - 40 lNpaBun nepeperncrpaymm LieH

4. Bug KOHTPOALHOro (Hag30pHOr0) MePONPUATUS:

5. [laTa 3anosiIHeHNs NPOBEPOYHOro JINCTa:

6. O6bekT rocygapCTBEHHOr0 KOHTPOAS (HaA30pa), B OTHOLIEHUN KOTOPOro NpOBOAUTCSA KOHTPOJIbHOE
(Hag3opHOE)MeponpuaTre:

7. ®aMunus, UM 1 0TYECTBO (MPU HANYMK) TPaXKAaHUHA WAV UHAMBUAYANLHOMO NPeanpuHUMaTens, ero
NAEHTUDUKALNOHHBIA HOMEP HANOroNaTeNbLUMKA U (MIN)OCHOBHOW roCY1apCTBEHHbIM PErnCTPALIMOHHbIN
HOMEpP WHAUBWAYaNbLHOrO NPeanpUHUMaTENS, aApec PerucTpaLun rpaxxaaHnuHa UM UHANBUAYabHOrO
npeanpuHUMaTens, HaMeHOBaHUe IOPULNYECKOro MLA, ero MAEHTUMUKALMOHHBIA HOMep
HasnorornaTeNbluvka U (M) OCHOBHOW roCy1apCTBEHHBIN PErMCTPALIMOHHBIA HOMEP, aApec PUANYECKOro
nnua (ero punmanos, NpeacTaBUTENbCTB, 000CO0BEHHBIX CTPYKTYPHbIX NMOAPA3AENIEHWNIA), ABNSIOLWNXCS
KOHTPOIMPYEMbIMU NINLLAMU:

8. MecTo (MecTa) NnpoBeAeHMa KOHTPOJIbHOIO (Ha430PHOIr0) MEPONPUATMSA C 3aN0IHEHNEM MPOBEPOYHOr 0
JincTa:

9. PeKBM3UThI PELLEHNSt KOHTPOJILHOIO (HaA30PHOM0) OpraHa O NPOBEEHNN KOHTPOJILHOMO (Ha[30pHOM0)
MeponpusaTns, MOAMUCAHHOMO YNONHOMOYEHHbIM [OJXKHOCTHBIM JILIOM KOHTPOJIbHOMO (Ha30pHOr0)
opraHa:

10. YYeTHbI HOMEpP KOHTPONLHOr0 (HaA430pPHOr0) MEPONPUATUS:

11. Jo/KHOCTb, DaMuans n NHULMaNbl LO/KHOCTHOrO M@ KOHTPOJIbHOro(HaA30pHOr0) opraHa, B
LOMKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C NMOJIOXKEHNEM O BUAE KOHTPOJSA, OOJIKHOCTHbLIM
pernamMeHToOM UaN JOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHNE MOAHOMOYNIA MO BUAY KOHTPONS, B
TOM YMCJie NPOBEeAEHNE KOHTPOJIbHbIX (HaA30PHbLIX)MEPONPUATURN, NPOBOASLLENO KOHTPOJIbHOE (Haf30pHOE)
MeponpusaTHE N 3aM0NHSAOLLErO NPOBEPOYHbIN JINCT:

12. NMoanucu fO/MKHOCTHBIX UL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYIOLWMX B MPOBEAEHNN
KOHTPOJIbHOIO (HaZA30pHOIr0) MeponpuaTmns:

(BOJHKHOCTW, haMnANK N MHULMANbI)
13. NMoanuck pykoBOAMTENS FPYNNbl AO/KHOCTHbIX JINL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYHOLLMX
B NPOBEAEHNN KOHTPOJIbHOr0 (Haf430pHOr0) MeponpuATUS:

(0OMHKHOCTL, hamMuAns N NHULMaNbI)

MpunoxeHune Ne 7
K npuka3ly PenepanbHol Cnyx6bl Mo Hag3opy B chepe 34paBooxXpaHeHUs oT 16 ceHTa6ps 2022 r. Ne 8700

®opma
MpoBepPOYHbIA NCT

(cnuncok KOHTPOJIbHbIX BOMPOCOB, OTBETbl Ha KOTOPblIEe CBUOETE/IbCTBYIOT O cobnoaeHnm nnm
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Hecobt0ieHNN KOHTPOMPYEMbIM NNLOM 0053aTeNbHbIX TpeboBaHWit), Mcnosblyemblin GenepanbHOR
cny>x6oi no Haa3opy B chepe 34PaBOOXPAHEHNSA 1 €e TEPPUTOPUANIbHBIMU OpraHaMm Npu oCyLLLeCTBAEHNN
dhenepanbHOro rocyjapcTBEHHOro KOHTPOA (Hafa30pa) B chepe obpallleHUsi NeKapCTBEHHbIX CPeLCTB
(cobnogeHne NMLEH3MOHHbIX TPEBOBaHUI K OCYLLECTBAEHWIO (hapMaLeBTUYECKOW AeATebHOCTH)

1. HaumeHoBaHWe BUAa KOHTPONSA (Hafa30pa), BKAOYEHHOIO B eAUHbIN peecTp BUAO0B dedepasbHOro
roCcyapCTBEHHOIr0 KOHTPONS (Hag3opa): heaepanbHbIN roCyAapCTBEHHbIN KOHTPOb (Haa3op) B cdepe
obpalleHns NekapCcTBEHHbIX CPEOCTB.

2. HanmeHoBaHMe KOHTPOILHOMO (HaA30pHOM0) OpraHa U PeKBM3MTbl HOPMATUBHOIO MPABOBOr0 akTa 06
YyTBEPXXAEHUUN (HOPMbI MPOBEPOYHOI0 INCTA:

3. CNCOK KOHTPOJIbHbIX BOMPOCOB, OTPaXatoLnNX coaep>xaHune 0ba3aTenbHbIX TpeboBaHWI, OTBETHI Ha
KOTOpbIE CBUAETENLCTBYIOT 0 COBMOAEHUN NN HECOBNIOAEHNN KOHTPOAUPYEMBIM NLLOM 0B5A3aTeNbHbIX
TpeboBaHuit:

Ne

n/n

CrncoK KOHTPOJIbHbIX BOMPOCOB, 0TPaXkaloLwmx coaepxaHne obszaTenbHbix TpeboBaHMiA

PeKBM3UTbl HOPMATUBHLIX NPABOBbLIX aKTOB C YKa3aHMEM UX CTPYKTYPHbIX eANHUL, KOTOPbIMW YCTaHOBJIEHbI
obsizaTesnbHbIE TpeboBaHMA

OTBeTbI Ha BOMpPOCHI, coaepkawimecs B Cnmcke KOHTPObHbIX BOMPOCOB

MprmMeyaHue

opraHmM3aLus ONTOBOW TOProB/N IEKAPCTBEHHLIMU CPpeACTBaMM A1 MEANLMNHCKOrO NPUMEHEHNS
anTeyHas opraHM3aLns Kak CTPYKTYpHOe noapa3feneHne MeguumMHCKOM opraHm3anum
MeONLUHCKME opraHu3aumm n nx obocobneHHble nogpasaeneHus (ambynatopun, penbaliepckme un
dhenballepcko-aKyLlepckmne NyHKThI, LEeHTPbI (0TAeneHus) obuien BpayebHom (CeMeNHON) NPaKTUKK),
pacrnonoXXeHHble B CENIbCKUX HaceNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHn3aLmm

OCYLLECTBAISIOLLME PO3HNYHYIO TOPrOBJIO IEKAPCTBEHHLIMU NpenapaTamMn Ais MeAULVHCKOTr0 NPUMEHEHUS:
anTe4yHas opraHu3auus
VHAUBUAYaNbHbIA NpeaAnpuHUMaTeb

obocobneHHble nogpasgeneHns (ambynatopuu, henbaliepckue n genbillepcko-akyLepcKme nyHKTh,
LeHTpbl (oTaeneHuns) obuwen BpayebHON (CeEMENHON) NPaKTUKK),

na

HeT
HENPUMEHUMO
na

HeT
HENPUMEHUMO
aa

HeT
HenpUMeHUMo

®epnepanbHbIn 3akoH 0T 12 anpens 2010 r. Ne 61-d3 "O6 obpalleHnn nekapcTBeHHbIX cpeacTs" (CobpaHune
3aKoHofaTenbCTBa Poccuinckon Pegepaunmm, 2010, Ne 16, cT. 1815; 2022, Ne 29, cT. 5278) (ganee - 61-03);
depnepancHbI 3aKoH 0T 4 Mas 2011 r. Ne 99-03 "O nnueH3npoBaHMmM OTAENbHbIX BUAOB AeATeNbHOCTN"
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumm, 2011, Ne 19, cT. 2716; 2022, Ne 1, cT. 59) (nanee -
99-03); Mono)xeHne 0 MLEH3MPOBaHNN PapMaLIeBTUYECKON AeATENbHOCTU, YTBEP)KAEHHOE
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noctaHoBneHneM MpaButenscTBa Poccuinckon ®epepaumm ot 31 mapta 2022 r. Ne 547 (CobpaHue
3aKoHozaTenbcTBa Poccuinckon ®epepaumm, 2022, Ne 15, ¢T. 2469) (nanee - NMonoxxeHune Ne 547); MNMpasuna
Hagfexxallen NPakTUKKN XPaHEHNS U NePEBO3KM JIEKAPCTBEHHbIX NPenapaToB Aad MeauLUNHCKOro
NPUMeEHEeHUs, YTBEPXKAEHHbIE NPUKa3oM MUHUCTeEPCTBa 34paBooxpaHeHunsa Poccuinckon ®epepauum ot 31
aBrycta 2016 r. Ne 646H (3apernctpnpoBaH MUHUCTEPCTBOM tocTuLMK Poccuinckon depepaunn 9 aHBaps
2017 r., perncTpaumoHHbin Ne 45112) (ganee - MpaBuna Hagnexallen NpakTUKK xpaHeHns); MNMpasuna
HaZfiexallen anTe4YHoN NPaKTUKN IEKAPCTBEHHbIX MpenapaToB ANf MeAULUHCKOro MPUMEHEHNS,
YyTBEPXAEHHbIE NPUKa30M MUHUCTepPCTBa 3A4paBooxpaHeHus Poccuiickon ®eagepaumm ot 31 aBrycta 2016
r. Ne 647H (3apernctpuposaH MMHUCTEpPCTBOM toCcTULMK Poccuinckon ®enepauun 9 sHeaps 2017 r.,
perncTpaumoHHbin Ne 45113) (ganee - NpaBuna Hagnexxallen anTevyHow npakTukm); Mpasuna xpaHeHns
JIeKapCTBEHHbIX CPEACTB, YTBEPXAEHHbIe Npuka3oM MUHUCTEPCTBa 34PaBOOXPAHEHNSA U COLMANBHOI0
pa3sunTus Poccninckon Pepepaunm ot 23 aBrycta 2010 r. Ne 706H (3apernctpuposaH MUHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaumn 4 oktabps 2010 r., peructpaumoHHbiin Ne 18608) ¢ uameHeHusMy,
BHECEHHbLIMU MPUKa3oM MUHMCTEPCTBOM 34,paBOOXPAHEHNS 1 COLMUANLHOMO Pa3BMTMS POCCMICKOM
®epnepaumm oT 28 gekabpsa 2010 r. Ne 1221H (3apeructpupoBaH MMHUCTEPCTBOM OCTULMN POCCUACKON
®epnepaumnm 4 espana 2011 r., perncTpaumnoHHbii Ne 19703) (nanee - lMpaBuna xpaHeHns); PelleHune
CoBeTa EBpa3nMmnckomn sKOHOMUYECKON KOMUCCUMM 0T 3 Hoabpsa 2016 r. Ne 80 "O6 yTBepxaeHuu MNpasun
Hagnexallen AucTpubbioTOPCKOM NPaKTUKK B paMKax EBpa3ninckoro 3aKOHOMMWYeCcKoro coto3a"
(ohmUmManbHbIA CanT EBpa3uincKoro aIKOHOMUYECKOro cot3a, http://www.eaeunion.org/, 21 Hos6psa 2016 r.
(nanee - NMpaBuna Hagnexallen guCTpubbIOTOPCKON NPAKTUKK); NPUKa3 MUHMCTEPCTBA 34PaBOOXPaHEHNS
Poccuiickon ®epepaumm ot 22 anpensd 2014 r. Ne 183H "O6 yTBEep)XAEHUN NepPeYHs NeKapCTBEHHbIX
CPeLCTB AN MeAULMHCKOro NpUMEHeHWs, Noaaexallmx npeaMeTHO-KOMYeCTBEHHOMY yyeTy"
(3apeructpmpoBaHo B MuHmcTepcTBe ocTuumm Poccuinckon ®epepaumm 22 niona 2014 r.,
perncTpaumoHHbin Ne 33210) ¢ MU3MEHEHWAMMW, BHECEHHBIMW NMpUKa3aMu MMHUCTEPCTBA 34paBOOXPaHEHNA
Poccuinckon ®epepaummn 10 ceHT6ps 2015 r. Ne 634H "O BHECEHWNM U3MEHEHWIA B HEKOTOPbLIE NPUKa3bI
MWHMCTEpPCTBa 34PaBOOXPAHEHNS U COLMANbLHOr0 pa3BuTra Poccunckon degepaum n MMHMCTEpPCTBa
34paBooxpaHeHuns Poccuiickon depepaunn” (3apernctpmpoBaH MMHNCTEPCTBOM OCTULMKN Poccninckon
®epepaummn 30 ceHTabps 2015 r., pernctpaunoHHbin Ne 39063), oT 31 okTabpsa 2017 r. Ne 882H "O
BHECEHUWN N3MEHEHUI B HEKOTOpPbIE NpuKasbl MMHUCTEPCTBa 34PaBOOXPAHEHUS U COLMANbHOIO Pa3BUTHA
Poccninckon ®Pegepaunmm n MUHNUCTEPCTBA 34paBooxpaHeHns Poccunckon ®egepauum no Bonpocam
obpalleHns NeKapCTBEHHbIX MPenapaToB, COAEPXKALLUX HAPKOTUYECKME CPpeacTBa, MCUXOTPOMHbIE
BELLEeCTBa U UX NMPEKYPCOpPbI, K JIEKapCTBEHHbIX CPEACTB, NOANeXaLLNX NPeaAMEeTHO-KOINYEeCTBEHHOMY
yyeTy" (3apermctpmposaH MnHUCTepCcTBOM toCcTULUKN Poccunckon ®epepaumm 9 sHeapsa 2018 r.,
perncTpaumoHHbin Ne 49561), o1 5 anpens 2018 r. Ne 149H "O BHECEHWUM U3MEHEHUWI B HEKOTOPbIE NPUKa3bl
MuHncTepcTBa 34paBooxpaHeHns Poccuiickon Pegepaunm No Bonpocam obpalleHuns NekapCcTBEHHbIX
CPeLCTB, NOANEXALLNX NPeAMEeTHO-KONNYECTBEHHOMY Y4eTy" (3aperncTpuposaH MUHMCTEPCTBOM OCTULUN
Poccninckon ®epepaunm 3 maa 2018 r., peructpaunoHHbin Ne 50961), o1 27 utons 2018 r. Ne 471H "O
BHECEHUWN N3MEHEHNS B NEpPeYeHb JIEKapCTBEHHbIX CPEACTB AN MeAULUHCKOrO MPUMEHEHNS, MOANEXaLLnX
NnpeaMeTHO-KOINYECTBEHHOMY YYeTY, YTBEPXKAEHHbLIN NPUKa3oM MUHNCTEPCTBa 34PaBOOXPaHEHMS
Poccunckon ®egepaumm ot 22 anpens 2014 r. Ne 183H" (3apernctpuposaH MUHUCTEPCTBOM HOCTULM
Poccuiickon ®epepaummn 14 asrycta 2018 r., peructpauunoHHbin Ne 51885) (nanee - npvkas MuHsgpasa
Poccunn Ne 183H); nprka3 MuHucCTepcTBa 34paBooxpaHeHns Poccunckon ®egepauum ot 17 mioHa 2013 1. Ne
378H "06 yTBEPXKAEHWM NPaBWA PerncTpaLmm onepauunin, CBA3aHHbIX ¢ 0bpaLlleHneM NeKapCTBEHHbIX
CpencTB Ans MeanLUMHCKOr0 NPUMEHEHUS, BKJTIOYEHHbIX B MEPEY€EHb JIEKAaPCTBEHHbIX CPEACTB A4
MeLMLMHCKOr0 NPUMEHeHUS, NoaneXalmnx NpeiMeTHO-KOIMYECTBEHHOMY YYeTY, B CneLnaibHbIX
XKYpHanax y4yeTa onepaLmi, CBA3aHHbIX C obpalleHneM fnekapCTBEHHbIX CPeACTB 419 MeANLMHCKOro
NPYMEHEHUS, N NPaBU BEAEHNS N XPaHEHWA CNeLnabHbIX XXYPHaI0B y4eTa onepaunii, CBA3aHHbIX C
obpalleHneM nekapCTBEHHbIX CPEACTB ANA MEAULMHCKOro NpuMeHeHnsa" (3aperncTpmpoBaHo
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MuHuncTepcTBOM tocTuumMn Poccuinckon ®epepaumn 15 aBrycta 2013 r., pernctpaumoHHbin Ne 29404) ¢
N3MEeHEeHUsAMMW, BHECEHHbIMU NpurKa3aMm MuUHuCTepcTBa 34paBooxpaHeHuns Poccuinckon ®epnepauun ot 31
okTsa6ps 2017 r. Ne 882H "O BHECEHUN U3MEHEHUI B HEKOTOPbIE MPMKa3bl MMHUCTEPCTBa 34PaBOOXPaHEHNA
1 coumanbHoro passutna Poccunckon ®egepaumm 1 MUHUCTEPCTBA 34 paBOOXpaHeHns Poccuinckom
®epfepaumm no BonpocaM obpalleHnsa NekapCTBEHHbIX MpenapaTos, CoAepXallux HapKoTnyeckue
CcpencTBa, NCMXOTPOMHbIE BELLECTBA U UX NPEKYPCOPbI, U JIEKAPCTBEHHbIX CPEACTB, NOAIeXaLLNX
nNpeaMeTHO-KONNYECTBEHHOMY y4eTy" (3apernctpmpoBaH MUHUCTEPCTBOM OCTULMUN POCCMINCKOW
®epnepaumnn 9 aHBapsa 2018 r., pernctpauunoHHbii Ne 49561), ot 5 anpens 2018 r. Ne 1491 "O BHeceHUHn
N3MEHEHUN B HEKOTOPbIE NpuKa3bl MMHUCTEPCTBa 34paBooXpaHeHuns Poccuinckon ®epepaumm no BoNpocam
obpalleHuns nekapCTBEHHbIX CPEACTB, NOANEeXaLUUX NpeAMeTHO-KOIMYeCTBEHHOMY yyeTy"
(3apeructpmnpoBaH MUHUCTEpPCTBOM tocTULMK Poccuinckon ®epepaumm 13 mad 2018 r., permcTpaunoHHbIN
Ne 50961) (nanee - npmka3 MuHzgpasa Poccun Ne 378H); npmka3 MUHUCTEPCTBa 34PaBOOXPaHEHUS
Poccuinckon ®epepaumm oT 24 Hoabpsa 2021 r. Ne 1093H "O6 yTBEepxaeHMM MNpaBun oTnycka
JleKapCTBEHHbIX NpernapaToB A MeAuNLMHCKOr0 NPUMEHEHUS anTevyHbIMU OpraHm3auunsmMu,
WUHAMBUAYANbHBIMW NPeANnPUHUMATENAMN, UMEOLLMMMN JIMLEH3NIO Ha OCYLLLEeCTBEHNE hapMaLLeBTUYECKON
LeATeNlbHOCTU, MeAULNHCKMMMN OpraHu3aunsaMm, UMeLWUMI TNLEH3UIO Ha OCYLLEeCTB/IeHne
thapMaLeBTNYECKON AeaTeNbHOCTK, 1 nx o6ocobneHHbIMU NoapasaeneHmaMm (ambynaTopmamuy,
dhenbaLepckuMm 1 GenbllepCcKo-akyLePCKUMIN NyHKTaMK, LLIeHTpaMu (oTaeneHusMm) obuiern BpadyebHom
(cemenHon) NPaKTMKK), PaCNONOXKEHHBIMI B CENbCKUX MOCENEHNAX, B KOTOPbLIX OTCYTCTBYIOT anTe4Hble
opraHusauuu, a Takxe MpasBun 0TNyCKa HAPKOTMYECKUX CPEACTB U MCUXOTPOMHBIX BELLECTB,
3apernucTpuMpoBaHHbIX B KA4eCTBe NeKapCTBEHHbIX NpenapaTos A8 MegULMHCKOro NpuMeHeHus,
JleKapCTBEHHbIX NpenapaTos A MeAULWHCKOr0 NPUMEHEHINS, COLEepXKaLlX HapPKOTUYECKMe CpelcTBa 1
NCUXOTPOMHbIE BeLecTBa B TOM Yucie MNMopsaka 0Thycka anTeyYHbIMM OpraHu3aunsmMm
MMMYHOBMONOrMYeCKUX IeKapCTBEHHbLIX NpenapaToB” (3aperncTpmpoBaHo MUHUCTEPCTBOM OCTULLAN
Poccuinckon ®epepaummn 30 Hosbps 2021 r., pernctpaumoHHbiin Ne 66142) (nanee - npukas MnH3npasa
Poccum Ne 1093H), pencteyeT fo 1 mapta 2028 r., 3a ncknoveHneM nyHkTa 12 MpasBus 0TNyCKa, KOTOPbIN
aencteyeT 8o 1 ceHTabps 2022 roga; npukas MnHUCTepCTBa 34paBooxpaHeHns Poccuinckon ®egepaumm ot
26 okTa6psa 2015 r. Ne 751H "O6 yTBEpP>XAEHWNM NPABWA N3rOTOBAEHUS U OTMYCKa JIEKAPCTBEHHbIX
npenapaToB 419 MEAULMHCKOrO NPUMEHEHUs anTe4YHbIMWU OpraHn3aunaMu, HAMBUAYaNbHbIMU
npeanpuHUMaTeNs M1, UMELWUMN ANLEH3NIO Ha (hapMaLleBTUYeCKYI0 AeATesIbHOCTL" (3aperncTpuposaH
MuHuncTepcTBoM tocTuumm Poccminckon ®epepaunn 21 anpens 2016 r., pernctpaunoHHbin Ne 41897) (nanee
- npuka3 MuH3gpasa Poccum Ne 751H); nprka3 MuHuCTepCcTBa 3apaBooxpaHeHns Poccuinckon ®egepauum
oT 8 okTa6ps 2015 Ne 707H "O6 yTBEPXAEHNW KBAJIMDUKALNOHHBIX TPEOOBAHMIN K MEAULUHCKAM 1
thapmaLeBTnYeckM paboTHMKaM C BbiCLLIMM 0Bpa3oBaHMEM NO HaMPaB/EHMWIO MOATOTOBKY
"34paBoOOXpaHeHNe N MEOAULMHCKNE HAayKK" (3aperncTpmpoBaHo B MMHUCTEPCTBE OCTUL MM Poccuinckom
depepaumm 23 okTabpsa 2015 r., peructpaunoHHbIn Ne 39438) ¢ M3MEHEHUSAMMW, BHECEHHBIMU NPUKa3aMm
MuHuncTepcTBa 3apaBooxpaHeHns Poccuinckon ®epgepaumm ot 15 mnoHs 2017 r. Ne 328H "O BHeceHUn
n3MeHeHun B KBanngpmkaumoHHble TpeboBaHUSA K MEAULMHCKUM 1 hapMaLleBTUYeCKUM paboTHMKaM C
BbICLUMM 0B6pa30oBaHMEM MO HaMpPaBJIEHNIO MOAFOTOBKM "34paBOOXpPaHEHNE N MEANLIMHCKNE HayKK'",
yTBEPXIEHHbIE NMPUKa30M MUHMNCTEPCTBA 3paBooXpaHeHmnsa Poccuinckon ®epepauum ot 8 okTabps 2015 r.
Ne 707H" (3aperncTpupoBaH MUHMCTEPCTBOM OCTULMK Poccuinckon Pepepauun 3 uona 2017 r.,
perncTpaumnoHHbin Ne 42273), oT 4 ceHTs6pst 2020 r. Ne 940H "O BHECEHUMN U3MEHEHUI B
KBanugukalmoHHble TpeboBaHUSA K MEAULUHCKUM 1 (papMaLleBTUYeCKUM paboTHNKaM C BbICLUMM
obpa3oBaHMEM MO HaMpaBJIEHMIO MOAFOTOBKM "34paBOOXpPaHEHNE N MEANLMNHCKNE HAaYKKN", yTBEPXKAEHHbIE
nprka3oM MuHnCTepcTBa 34paBooxpaHeHmns Poccunckon ®epepaunm oT 8 okTabpsa 2015 r. Ne 707H"
(3apernctpmpoBaHo B MMHUCTepCTBE tocTuumumn Poccunckon depepauum 1 oktabps 2020 r.,
perncTpaumoHHbin Ne 60182) (ganee - npukas MuHsgpasa Poccum Ne 707H); npukas MUHUCTepPCTBa
3apaBooxpaHeHns Poccuinckon deaepauum ot 10 despans 2016 r. Ne 83H "06 yTBEpXKAEHUM
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KBannmnKaLuMoHHbIX TpeboBaHNA K MEANLIMHCKMM 1 (hapMaL,eBTUYECKUM PabOTHUKAM CO CPeAHUM
MeLMLMHCKMM U (hapMaueBTUYeCcKMM obpa3oBaHuemM" (3aperncTpnpoBaHo MUHMCTEPCTBOM HOCTULMUN
Poccunckon ®epepaumm 9 mapta 2016 r., pernctpaumoHHbin Ne 41337) (ganee - npukas MuHsgpasa
Poccum Ne 83H); pacnopsixkeHue MpaBuTenbcTBa Poccuinckon ®epepaumm ot 12 okTabpsa 2019 r. Ne 2406-p
"O6 yTBEPXKAEHNMN NEPEYHS XU3HEHHO HEOOXOANMbIX 1 BaXKHENLINX JIeKapCTBEHHbIX NpenapaTos AN
MeLNLMHCKOro npuMeHeHns Ha 2020 roa, nepeyHs NeKapCTBEHHbIX NpenapaTos 419 MeguLNHCKOro
NPUMEHEeHNs, B TOM YuCIe NeKapCTBEHHbIX NpenapaTos A8 MeguLMHCKOro NPUMEHeHUs, Ha3HavyaeMblX Mo
peLleHnto BpadebHbIX KOMUCCUIA MEANLMHCKNX OpraHn3aLni, NepeyHs NeKapCTBEHHbIX NpenapaTos,
npefHasHayveHHbIX ans obecnevyeHns nuu, 60NbHbIX reModuanen, MyKoBUCLIMA030M, TMMon3apHbIM
HaHu3MoM, 6one3Hbio [oLle, @ TakXKe MUHMMAaJIbHOr0 aCCOPTUMEHTA JIeKapCTBEHHbIX NpenapaTos,
HeobxoanMbIX ONs OKa3aHus MmeauumHckon nomown" (CobpaHue 3akoHoaaTenbcTBa Poccuinckon
®epepaumnm, 2019, Ne 42, c1. 5979, 2022, Ne 35, cT. 6191) (nanee - pacnopsixeHne 2406-p)

1.MMetoTCa M NPON3BOACTBEHHBIN 0OBEKT MM 06bEKTHI (MOMELLEHNS, 34aHUS, COOPYXXEHWSA) U
obopynoBaHMe No MecTy OCYLLECTBEHNA (hapMaLeBTMYECKON AeATeNbHOCTY, MPpMHaanexalle Ha npase
CobCTBEHHOCTU NAN Ha MHOM 3aKOHHOM OCHOBAHWUK, NpefyCcMaTpMBatOLWEM NPaBO BJAAEHUS 1 NMPaBo
nonb3oBaHmMs, MMbo NprMHagnexalime Ha npase COBCTBEHHOCTU NN HA MHOM 3aKOHHOM OCHOBAHWUW MHOMY
NNUEH3MATY, UMEIOLEMY IMLLEH3MIO Ha OCYLLeCTBeHe (hapMaLeBTMYECKON AeAaTeNbHOCTU Mo
OCYLLECTBJIEHNIO PabOoT, OKa3blBaeMbIX YCAYr, COCTaBASAIOWMX AeATENbHOCTL MO ONTOBON TOProse
JleKapCTBEHHbIMY CpeACcTBaMy A5 MeQULIMHCKOro nNpuMeHeHns, u orosop (ot 12 mecsues) o nepepaye
paboT (ycnyr) Ha ayTCOPCUHT (B YaCTW XPaHEHUS IEKAPCTBEHHbLIX CPEACTB AN MEANLMHCKOrO
NPUMEHEHUS), COOTBETCTBYoLME TpeboBaHuAM cTaTel 54 n 55 61-®3 , MpaBnnam Hagnexallen
AMCTpUBBLIOTOPCKOM NpakTuKK, MNpaBunam Hagnexallen NpakTUKM xpaHeHus, NMpasunam Hagnexallen
anTeYHOW NPaKTUKK, @ UMEHHO:MOANYHKT "a" nyHKTa 6 MonoxeHunsa Ne 547

1.1.nMet0TCs N MPOU3BOACTBEHHLIN 06BEKT MK 06beKThI (MOMeLLeHNs, 30aHNS, COOPYXXEHUS) U
obopynoBaHMe Mo MecTy OCYLLECTBNIEHNS (hapMaLEBTMYECKON AeATeNbHOCTYN, MPUHaANexXalle Ha npase
COBCTBEHHOCTM MAN Ha MHOM 3aKOHHOM OCHOBaHWKM, NPeayCMaTPMBAOLLEM NPABO BAALEHNS 1 MPaBO
noJib30BaHMA, COOTBETCTBYOWMEe TpeboBaHuAM cTaten 54 n 55 61-®3 , MNpaBniam Hagaexallewn
ANCTPUBBLIOTOPCKOM NpaKTuKK, MNpaBmunam Haanexallen NPakTUKKN XxpaHeHus, MpaBunam Hagfexallen
anTeYHOWN NPaKTUKN?NYHKT 3 cTaTbkh 8 99-O3 ; ctaTbm 54, 55 61-93 ;

NoANYyHKT "a" NnyHKTa 6 MonoxeHus Ne 547 ;

NyHKTbI 11 - 40 MNpaBun Hagnexallen NPakTUKN XpaHeHus;

nNyHKTbl 29, 30 - 44, 50 - 51 MpaBun Hagnexallen gucTpubbloTOPCKON NPAKTUKNY;

NYyHKTbI 18 - 36 MpaBua Hagnexallen anTeyHon NpakTuky;

nyHKTbl 1 - 17, 20 - 70 MNMpasun xpaHeHus

1.2.MMe0TCS N MPON3BOACTBEHHLIN 0OBEKT AN 06bEKTLI (MOMELLEHMNS, 3AaHNS, COOPY)KEHUS) U
obopynoBaHMe No MecTy OCYLLECTBEHNS (hapMaLeBTMYECKON AeAaTeNbHOCTY, MPpUMHaAnexallme Ha npase
COBCTBEHHOCTM MK Ha UHOM 3aKOHHOM OCHOBAHWMN UHOMY JINLLEH3UATY, UMEIOLLEMY JIMLEH3MIO Ha
ocyLLecTB/IeHNE (hapMaLEeBTMYECKO AeATeNbHOCTU N0 OCYLLEeCTBAEHMIO paboT, OKa3biBaeMbIX YCAYT,
COCTaBNALWMNX AeATeNbHOCTb MO ONTOBOW TOProBe JIEKapCTBEHHbIMU CPEACTBAMU O MEANLIMHCKOrO
npuMeHeHus, n goroeop (oT 12 mecsiLes) o Nepegaye paboT (ycayr) Ha ayTCOPCUHT (B YaCTU XpaHeHUs
NEeKapCTBEHHbIX CPEACTB AN MEAULUHCKOrO MPUMEHEHNS), COOTBETCTBYOLWMe TpeboBaHNAM cTaTen 54 un
55 61-03, MNpaBunam Hagnexaulen gucTpmbbloTOPCKON NPakTuKK, MpaBnnam Haanexallen NpakTuKu
XpaHeHus, MNpaBnnaM Hagnexallen anTe4HoN NPaKTUKN?AYHKT 3 cTaTbkn 8 99-03 ;

cTtateun 54, 55 61-03 ;

NoANYyHKT "a" nyHkTa 6 MonoxeHuns Ne 547 ;

NYyHKTbI 6, 11 - 40 MpaBun Hagnexxallen NPakTUKY XpaHeHUS;

nyHKTbl 29, 30 - 39, 40 - 44, 50 - 51, 110, 113 MpaBnn Hagnexalwen oucTpmbbloTOPCKON NPaKTUKK;
NyHKTbl 1 - 70 MNpaBun xpaHeHUs
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2.CobnofatoTCs N IMLEH3MATOM, OCYLLECTB/IAIOLIMM ONTOBYIO TOPrOBJIO JIEKAPCTBEHHBLIMU CPEACTBAMU
ANS MeONLMUHCKOro NpMMeHeHus, - TpeboBaHma cTaTen 53, 54 n yactu 7 ctaten 67 61-903 , a
UMEeHHO:NOAMYHKT "0" nyHKTa 6 MNMonoxxeHus Ne 547

2.1.npaBufia Hagnexallen ANCTPUBLIOTOPCKON NPaKTUKK JIEKAaPCTBEHHbIX NPENapaToB Aas MeANLNHCKOro
NpYMeHEeHNs B paMkax EBpa3nncKoro 3KOHOMMYECKOro Col3a?nyHKT 3 cTaTbh 8 99-03 ; noanyHKT "4"
nyHKTa 6 MonoxxeHms Ne 547 ;

pa3gen 1 nognyHkThl 1.1 - 1.5;

pasgen 3 nognyHkTel 3.2.1, 3.3.1, 3.3.2;

pasgen 4 noanyHkTel 4.1, 4.2;

pasgen 5 noanyHkTel 5.1 - 5.9;

pa3gen 6 nognyHKTbl 6.1 - 6.5;

pasgen 7 noanyHkTel 7.1 - 7.3;

pasgen 8 nognyHkThl 8.1, 8.2;

pa3gen 9 noanyHkThl 9.1 - 9.4 MpaBun Hagnexallen ANCTpPUOLIOTOPCKON NPaKTUKN

2.2.MpaBwJia Hagaexxallen NPakTUKN XpaHEHNS U NEePEBO3KM JIEKAapPCTBEHHbIX NPenapaToB Ans
MegMLUNHCKOro NpUMeHeHNAa?nyHKT 3 cTaTbk 8 99-O3 ; noanyHKT "4" nyHKTa 6 MNMonoxeHunsa Ne 547 ;
NYHKTbI 3 - 6 rnasbl |l; NyHKTbI 41 - 43 rnasbl V; NyHKTLl 44 - 55 rnasbl VI; NyHKTbI 56 - 67 rnasbl VII;
NyHKTbl 68 - 71 rnasbl VI MpaBun Hagnexallen NPakTUKN XpaHEHNUS

2.3.npaBuna perncTpauun onepauuii, CBa3aHHbIX ¢ obpaLleHneM NeKapCTBEHHbIX CPEACTB ANs
MeLMLUNHCKOro NpUMeHeHUs, BKIIOYEHHbIX B NepeyeHb JIeKapCTBEHHbIX CPeACTB 419 MeOULIMHCKOr 0o
NPUMEHEHUS, NOANEXALLUNX MPEeAMETHO-KOIMYECTBEHHOMY Y4YETY, B CNeumnanbHbIX XypHasiax yyeTa
onepalmin, CBA3aHHbIX C obpalleHneM neKkapCTBEHHbIX CPEACTB 415 MeANLMHCKOro NPUMEHEHNA?NYHKT 3
ctatbk 8 99-03 ; nognyHKT "A" nyHKTa 6 MNMonoxxeHnsa Ne 547 ; nyHkTol 1 - 5 MpunoxeHnsa Ne 1 K npukasy
MwuH3gpaBa Poccun Ne 378H;

rnasbl | - IV npunoxeHuna Ne 1 K npukasy MuHsgpasa Poccum Ne 183H

2.4.npaBnfia BEAEHUSA N XPaHEHNS CNeLManbHbIX XYPHaIOB y4YeTa onepauunii, CBA3aHHbIX ¢ obpalleHnem
JIeKapCTBEHHbIX CPeACTB A1 MeAULNHCKOr0 MPUMEHEHUATNYHKT 3 cTaTbl 8 99-O3 ; noAnyHKT "4" NyHKTa
6 MonoxeHus Ne 547 ; nyHKTbI 1 - 11 npunoxxeHusa Ne 2 K npukasy MuHsgpasa Poccum Ne 378H
2.5.TpeboBaHne 0 BHECEHUUN NHGOPMALMM O NIeKapCTBEHHbIX NpenapaTax 418 MefULUHCKOr0 NPpUMEHEeHNS
B CUCTEMY MOHUTOPWHIa OBUXXEHUA JIEKapPCTBEHHbIX NpenapaTos 419 MeAULINHCKOr0 NPpUMeHeHna?4acTb 7
cTaTbh 67 61-O3 ; NyHKT 3 cTaTby 8 99-O3 ; noanNyHKT "A" nyHKTa 6 MonoxeHns Ne 547

3.CobnofatoTCs N IMLEH3MATOM, OCYLLECTBSAIOLWIMM PO3HUYHYH TOPrOBJII0 JIEKAPCTBEHHbLIMM
npenapataMy oas MeguUMHCKOro NPUMEHeHNs: anTe4yHbIMU OpraHn3aunsaMmn, MHAMBUAYaAbHbIMN
npeanpuHUMaTeNnaM1, UMELWLMMI IMLLEH3UIO Ha OCYLLeCcTBAeHMe hapMaLeBTUYeCKO
AeaTeNbHOCTU:NOANYHKT "e" nyHKTa 6 MonoxeHns Ne 547

3.1.npaBufia Hagaexxallen anTe4YHoN NPAKTMKN JIeKapCTBEHHLIX MpenapaToB 4S8 MeANLUHCKOro
NPMMEHeHUA?NYHKT 3 cTaTbn 8 99-O3 ; noanyHKT "e" nyHkTa 6 MNonoxeHusa Ne 547 ; nyHKTbI 3 - 6 rnassl l,
NyHKTbl 7 - 11 rnasbl lll; nyHKTbI 12 - 7 rnasbl IV, NyHKTbI 37 - 52 rnasbl VI, nyHKTbl 53 - 58 rnasel VII,
NyHKTbI 59 - 68 rnasbl VIl MpaBuna Hagnexallen anTeq4Hon NPaKTUKM

3.2.npaBufia HagNexxallen NpakTUKN XpaHeHNs N NePeBO3KM JIEKapCTBEHHbLIX NpenapaTos 4/
MeOMNLUNHCKOro NpUMeHeHNA?NYHKT 3 cTaTbl 8 99-@3 ; noaAnyHKT "e" nyHkTa 6 MonoxeHns Ne 547 ;
NYHKTbI 3 - 6 rnasbl Il; NyHKTbI 41 - 43 rnasbl V; NyHKTbI 44 - 55 rnasbl VI; nyHKTbI 56 - 67 rnasbl VII;
NyHKTbI 68 - 71 rnasbl VIII MpaBun Hagnexallen NpakTUKKN XpaHeHUs

3.3.npaBwnJia OTMyCKa JIeKapCTBEHHbIX NpenapaToB AJ19 MeAULNHCKOr0 NMPUMEHEHNS anTeYyHbIMK
opraHusaunsMn, UHAMBUAYANbHLIMU NPeANpPUHUMaTENSIMU, UMEIOLNUMMN JIMLLEH3UIO Ha OCYLLLEeCTB/IEHNE
thapMaLeBTNYECKON AeATeNIbHOCTU?NYHKT 3 cTaTbh 8 99-03 ; noanyHKT "e" nyHkTa 6 MNMonoxeHnsa Ne 547 ;
NYHKTbI 1 - 33 npunaoxxeHnax Ne 1, nyHKTbI 1 - 4 npunoxxeHna Ne 3 nprnkasa Munsgpasa Poccum Ne 1093H
3.4.npaBwnJia OTNyCcKa HapKOTMYECKUX CPeaCTB N NCUXOTPOMHbIX BELLECTB, 3aperncTpupoBaHHbIX B
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KayecTBe JIeKapCTBEHHbIX NpenapaToB?NyHKT 3 cTaTbu 8 99-O3 ; noaAnyHKT "e" nyHKTa 6 MNonoxeHuns Ne
547 ; nyHkTbl 1 - 10 npunoxeHus Ne 2 npukasa Munsgpasa Poccum Ne 1093H ; nyHKT 1 pasgena |
NpUNoXeHnsa npukasa MmHsgpasa Poccum Ne 183H

3.5.npaBunia perncTpauun onepaunii, CBA3aHHbIX ¢ 06paLleHneM NeKapCTBEHHbIX CPEACTB ANS
MeANLUUHCKOro NPUMEeHeHNs, BKJIIOYEHHbIX B MepeyeHb JIeKapCTBEHHbIX CPeACTB A1 MeAULNHCKOrro
NpUMeHeHus, NoAnexallnx npeiMeTHO-KOJIMYeCTBEHHOMY Y4YeTy, B CneumnanbHbIX XypHasax yyeTa
onepaumin, CBA3aHHbIX C 0bpalleHneM NeKapCTBEHHbIX CPEACTB 415 MeANLMHCKOr0 NPUMEHEHUA?NYHKT 3
ctaTtbk 8 99-03 ; nognyHKT "e" nyHKTa 6 MonoxxeHna Ne 547 ; npunoxxeHue npmnkasa MunHsapasa Poccum Ne
183H; npunoxxexue Ne 1 ¢ npunoxxermamm Ne 2 - 3 nprkasa Mun3gpasa Poccum Ne 378H

3.6.npaBusia BeAeHUS N XpaHeHNs cneLmanbHbIX XXYPHaioB y4YeTa onepauunii, CBA3aHHbIX ¢ obpalleHnem
JIEKAPCTBEHHbIX CPeAcTB 4J19 MeAULMHCKOro NPUMEHeHUA?NYHKT 3 cTaTbM 8 99-O3 ; noAnyHKT "e" nyHKTa
6 MonoxeHus Ne 547 ; npunoxxeHue nprkasa MuHsgpasa Poccum Ne 183H npunoxeHue Ne 2, Ne 3 Mpurkasa
MuH3gpasa Poccum Ne 378H

3.7.TpeboBaHne 0 HAIMYNN MUHUMANILHOTO aCCOPTUMEHTa IeKapCTBEHHbIX NpenapaToB, HeO0bXoANMbIX A4S
OKa3aHMa MeaNLUNHCKON NOMOLLN?AYHKT 3 cTaTbh 8 99-®3 ; yacTb 6 cTaTbm 55 61-03 ;

npunoxeHue Ne 4 pacrnopsikeHunsa Ne 2406-p ; noanyHKT "e" nyHKTa 6 MNMonoxeHusa Ne 547

3.8.TpeboBaHne 0 BHECEHUUN NHGOPMALMM O NIeKapCTBEHHbIX NpenapaTax 418 MefULUHCKOr0 NPpUMEHeHNS
B CUCTEMY MOHUTOPWUHIa OBUXEHUA JIEKAPCTBEHHbIX NpenapaTos 419 MeAULNHCKOr0 MPUMEHEHUA?NYHKT 3
cTtatbh 8 99-03 ; yacTb 7 cTaTbh 67 61-O3 ; NoaNyHKT "e" nyHKTa 6 MNMonoxeHusa Ne 547

3.9.MpaBwnsa 0TNyCKa JIeKapCTBEHHbIX NPenapaToB MeANLNHCKMMMW OpraHu3aunsamm, 060cobneHHbIMK
nofpasaeneHnaMm MeauUMHCKNX OpraHn3aLmin B COOTBETCTBUN C TpeboBaHNEM 0 BHECEHUN MHMOPMALIAN
0 JIeKapCTBEeHHbIX NnpenapaTax 4S9 MeAULNHCKOrO MPUMEHeHNs B CUCTEMY MOHUTOPWHIa AB/XEHUS
JIeKApPCTBEHHbIX NMpenapaTos 4J19 MeAULMHCKOro NPMMeHeHUA?NYHKT 3 cTaTbh 8 99-O3 ; 4yacTb 7 cTaTbu 67
61-®3 ; noAnyHKT "e" nyHkTa 6 MonoxeHuns Ne 547

4.CobntofatoTcs M NNLEH3NATOM, OCYLLIECTBIAIOLINM M3rOTOBNEHME N OTNYCK JIEKAPCTBEHHbIX MPenapaToB
4N MEANLUNHCKOrO MPUMEHEHNA:MOANYHKT "3" NnyHKTa 6 MonoxxeHns Ne 547

4.1.npaBnna U3roToBJEHNS JIEKaPCTBEHHbIX NpenapaToB 41 MegULNMHCKOro NPUMEHEeHUA?NYHKT 3 CTaTby
8 99-03 ; noanyHKT "3" nyHKTa 6 MonoxeHns Ne 547; nyHKTbI 1 - 115 npunoxeHus K npukasy MuH3gpasa
Poccum Ne 751H ; npunoxeHus Ne 2 - 15 npukasa MuHsgpasa Poccun Ne 751H

4.2.npaBnna OTMycKa NeKapCTBEHHbLIX NPenapaToB A8 MegUUMHCKOr0 NPUMEHEHNA?NYHKT 3 cTaTbu 8 99-
®3 ; noanyHKT "3" nyHKTa 6 MNosoxxeHns Ne 547 ; nyHKTbI 116 - 142 npunioxeHus K npukasy MuHsgpasa
Poccum Ne 751H ; nyHKTbl 1 - 13 npunoxeHns Ne 1 K npukasy Munsgpasa Poccun Ne 751H

5.Cobntopnaetcs nn TpeboBaHme 0 3anpeTe Npofaxkn hanbCMOULNPOBAHHBIX IEKAPCTBEHHbIX CPEACTB,
He0BpOKa4eCTBEHHbIX IeKapCTBEHHbIX CPeACTB, KOHTPahaKTHbIX IeKapCTBEHHbIX CPeACTB?MYHKT 3
ctatbk 8 99-03 ; cTtaTtbn 57 61-O3 ; noanyHKT "n" nyHkTa 6 MonoxxeHna Ne 547 ; nyHKT 45 pasun
HaZfiexxallen NpakTUKN XxpaHeHns

6.CobntofatoTCs N IMLEH3MATOM, OCYLLECTBASAIOLWMM XPaHEHNE NeKapCTBEHHbLIX CPeACTB ANs
MeOMLUNHCKOro NPUMEHEHNA:NOANYHKT "K" NyHKTa 6 MNMonoxeHusa Ne 547

6.1.npaBuJia XxpaHeHNA NeKapCTBEHHbIX CPeACTB /19 MeSULUHCKOro NPpUMeHeHUA?NyHKT 3 cTaTbn 8 99-3
; NOANYHKT "K" NnyHKTa 6 MonoxeHna Ne 547 ; nyHkTbl 1 - 13, 15-17, 20 - 21, 24 - 70 lNpaBun xpaHeHUs
6.2.npaBnfia Hagnexxallen NpakTUKN XpaHeHNs 1 NePeBO3KM JIeKapCTBEHHbIX NpenapaTos A5
MeLUNLMHCKOrO NPUMEHEHNA?NYHKT 3 cTaTbu 8 99-03 ; noanyHKT "K" NnyHKTa 6 MonoxeHns Ne 547 ;
NyHKTbI 1 -5, 7 -12,15 - 21, 23 - 71 Mpasun Hagnexxalwlen auctpnbbioTOPCKON NPakTUKK

7.imeeTca nn AnLO, OTBETCTBEHHOE 3a BHeApeHMe 1 obecneyeHne CUCTEMbl KayeCTBa XPaHeHUs n
NnepeBo3KyW JIeKapCTBEHHbIX NPernapaToB 1 akTyanu3aunio CTaHAaPTHbLIX OnepauoHHbIX npoueayp 4Ns
oCyLLecTB/IeHNs (hapMaLeBTUYECKOW feATeNbHOCTH B chepe obpalleHns neKapCTBEHHbIX CPeacTB ANs
MeLUNLMHCKOrO NPUMEHEHNS B COOTBETCTBUN C:NOAMYHKT “a" nyHKTa 6 MMonoxxeHns Ne 547

7.1.npaBnnamMun Hagnexallen NpakTUKN XpaHeHNs U NepeBO3KM NEeKAPCTBEHHbLIX NPenapaToB?NyHKT 3
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ctatbk 8 99-®3 ; noanyHKT "n" nyHKTa 6 MonoxeHns Ne 547 ;

NYHKTbI 4 - 7, 9 MMpaBui Hagnexallen npakTUKy XpaHeHus

7.2.npaBmnamMn Hagnexatllen oucTpnbbioTOPCKON NPaKTUKN B paMKax EBPa3nincKoro SKOHOMUYECKOro
coto3a MMUA?nyHKT 3 ctatbml 8 99-O3 ; noANyHKT "n" nyHKTa 6 MonoxxeHnsa Ne 547 ;

NyHKTbI 8, 12, 17 - 21, 110 - 116 Mpasun Hagnexxawlen gucTpnbbioTOPCKON NPaKTUKK

8.MimeeTca v y MHAMBMAYaANLHOMO NPeanpUHUMaTENs 419 0CYLeCTBAeHUs hapMaLleBTUYeCKoN
LeATeNbHOCTY B Chepe obpallleHns neKapCTBEHHbIX CPeACTB AN MEANLMHCKOro NPUMEHEHNS BbICLLEE UK
cpefHee (hapMaLeBTUYeCcKoe obpa3oBaHMe, a TakXXe cepTudukaT cneumannucta uam NponaeHHas
akKKpeguTaumnsa cneymanucta?nyHkT 3 ctaTtbn 8 99-03 ; nognyHKT "M" nyHKTa 6 MonoxeHnsa Ne 547 ;
npuioXeHue K npukasy MuH3sgpasa Poccun Ne 707H ;

npusoXXeHne K npukasy MuHsgpasa Poccum Ne 83H

9.MmetoTCa Nn y nuueH3naTa paboTHMKK, 3aKN0YUBLLME C HAM TPYL0BbIE LOrOBOPLI, 4EATENbHOCTb
KOTOPbIX HENOCPeACTBEHHO CBA3aHa C OMTOBOW TOProBJiei IeKapCTBEHHLIMU CPeACTBaMMN NS
MeONLNHCKOro NPUMEHeHNs, NX XpaHeHneM 1 (1) pO3HMYHOW TOProBJien NeKapCTBEHHbIMMK NpenapaTaMu
4S9 MeANLUNHCKOr O MPUMEHEHK, NX OTMYCKOM, XPaHEHNEM 1 U3roTOBJIEHNEM, UMEILLNX:MOANYHKT "H"
nyHKTa 6 MonoxxeHna Ne 547

9.1.4n4 ocyLlecTBNeHUS hapMaLLeBTUYECKON AeaTeNbHOCTM B cdhepe obpalleHns NekapCTBEHHbIX CPeACTB
ONS MeAULMHCKOrO MPUMEHeHNA (3a UCKYeHneM 060Co61eHHbIX nogpa3feneHnin MeauLNHCKNX
opraHu3auuin) BeiclLee nam cpegHee hapmaueBTMyeckoe obpasoBaHume, a Takxe cepTudurkaT cneynanmncTa
WM NPONAEHHYI0 aKKpeaMTaLMio cneumanncta?nyHkT 3 ctaten 8 99-03 ; noanyHKT "H" NyHKTa 6
MonoxeHns Ne 547 ; npunoxxexue K npukasy MuHsgpasa Poccmm Ne 707H ;

npuioXxeHue K npukasy MuH3sgpasa Poccun Ne 83H

9.2.015 oCyLEeCcTBNIEHUS hapMaLIEBTUYECKON AeATENbHOCTU B cdhepe obpalleHns IeKapCTBEHHbIX CPEACTB
ANS MeQULUHCKOro npuMeHeHnsa B 060cobneHHbIX Noapa3feneHnax MeguLMHCKMX OpraHu3aunia
LOMOSIHUTEeNbHOE NpodeccmoHanbHoe obpa3oBaHne B HaCTW PO3HWYHOW TOProOBJIN JIEKAPCTBEHHBIMU
npenapataMmu 4519 MEANLUHCKOro NMPUMEHEHNA NPy Haan4yum rnpasa Ha ocyLlecTBJIeHNne MeAULNHCKON
LeATeNbHOCTU?NYHKT 3 cTaTbh 8 99-03 ; noanyHKT "H" nyHKTa 6 MonoxeHna Ne 547 ; npunoxxeHue K
npukasy Munsgpasa Poccun Ne 707H ;

npuioXxeHue K npukasy MuH3sgpasa Poccumn Ne 83H

10.metoTCs M NOBbILIEHNS KBanMUKaLmMm CneunanncToB ¢ hapMaLeBTMYeCcKuM obpa3oBaHneM C
NepuoaNYHOCTbIO He pexe 1 pasa B 5 neT?nyHKT 3 cTaTbn 8 99-03 ; nognyHKT "n" nyHKTa 6 MNMonoxxeHunsa Ne
547

4. Bug KOHTPOALHOro (Hag30pHOr0) MepONpUAaTUS:

5. [laTa 3anosiIHeHNs NPOBEPOYHOro JINCTa:

6. O6BEKT rocyapCTBEHHOI0 KOHTPONS (HaA30pa), B OTHOLLEHUN KOTOPOro MPOBOANTCS KOHTPOJIbHOE
(Hap3opHoe)MeponpuaTme:

7. ®aMunus, UM 1 0TYECTBO (NMPU HANYKMK) TPaXKAaHUHA WAV UHAMBUAYALHOMO NPeanpuHUMaTens, ero
NOEHTUDMNKALNOHHBIA HOMEP HANOroNaTeNbLLMKA U (MIM)OCHOBHOW roCY 1apCTBEHHbIM PErnCTPALIVOHHbIN
HOMEp WHAUBWAYANbLHOrO NPeanpUHUMaTENS, aApec PErucTpaLun rpaxxaaHuHa UM UHAUBUIYabHOrO
npeanpuHUMaTens, HaMeHOBaHUe IOPULNYECKOro MLa, ero MAEHTUMNKALMOHHBIA HOMep
HasorornaTeNblvKa U (U1M) OCHOBHOW roCyIapCTBEHHbIN PErMCTPALIMOHHBIA HOMEP, aApec PUANYECKOro
nnua (ero punmanos, NpeacTaBUTENbCTB, 000COBNEHHbBIX CTPYKTYPHbIX NMOAPA3AENEHWNIA), ABNSIOLWNXCS
KOHTPOJIMPYEMBIMU NINLLAMU:

8. MecTo (MecTa) NpoBeaeHNs KOHTPOJIbHOIO (Ha30PHOr0) MEPONPUATUS C 3aMN0IHEHNEM NPOBEPOYHOI0
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NInCTa:

9. PekBU3NTbI peLleHns KOHTPOALHOrO (HaA430pHOM0) OpraHa o0 NPoOBeLEHNN KOHTPOALHOIO (HaA30pHO0)
MeponpusaTUs, NOAMNNCAHHOMO YNOJHOMOYEHHBIM AO/IXKHOCTHbLIM JINLLOM KOHTPOJIbHOrO (HaA30pHOr0)
opraHa:

10. Y4eTHbIN HOMEP KOHTPOJIbHOI0O (HaA30PHOIr0) MEPOMNPUATUS:

11. JO/MKHOCTb, haMUans 1 NHULMaNbl LOSKHOCTHOMO L@ KOHTPOJIbHOro(HaA30pHOr0) opraHa, B
LO/MKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C NMOJIOXKEHNEM O BUAE KOHTPOJSA, AOJHKHOCTHbLIM
pernaMeHToOM Uan SOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHNE MONHOMOYNIA MO BUAY KOHTPOS, B
TOM Yyucne NpoBefeHNe KOHTPObHbIX (HaA30PHbLIX)MEPONPUATUIA, MPOBOASALLEN0 KOHTPOJIbHOE (Haf30pHOE)
MeponpusaTHE U 3aN0NHSAOLLErO NPOBEPOYHbIN JINCT:

12. Moanucyn SOMXKHOCTHBIX JINL, KOHTPOJIbHOIO (Haf430pHOM0) opraHa, y4acTBYOLWMUX B NPOBEAEHNN
KOHTPOJIbHOr O (HaZA30pHOr0) MeponpuATUA:

(Bo/mKHOCTK, aMUaNN N NHULATbI)
13. NMoanuck pykoBOoAMTENS FPYyNnbl O/KHOCTHbIX JINL KOHTPOJIbHOro (HaA30pHOr0) opraHa, y4acTBYOLLMX
B MPOBELEHUN KOHTPOJIbHOIO (HaA30pHOIr0) MeponpuaTus:

(BOJHKHOCTb, haMmAns 1 MHULKANbI)

MpunoxxeHne Ne 8
K Nnpuka3sy PepepanbHon ciyxbbl N0 Haf30py B chepe 3apaBooxpaHeHmns oT 16 ceHTabpa 2022 r. Ne 8700

®opma

MpoBEPOYHbIN NCT

(CNMCOK KOHTPOJIbHBIX BOMPOCOB, OTBETHI Ha KOTOPbLIE CBUAETENLCTBYIOT 0 COBIIOAEHUN UK
HecobAeHNN KOHTPOAMPYEMBIM NNLOM 0653aTeNbHbIX TpeboBaHMin), ncnosb3lyemobln PepepansHoOn
cny>x60i nNo Haa3opy B Chepe 34PaBOOXPAHEHNSA 1 ee TEPPUTOPUAIbHBIMU OpraHaMu Npu OCyLLLECTBAEHNN
henepanbHOro rocyLapCTBEHHOr0 KOHTPOJIA (Hag3opa) B cchepe obpalleHns IeKapCTBEHHbIX CPeACTB
(DOKNNHNYECKMEe UccnenoBaHns NeKapPCTBEHHbIX CPEACTB A1 MeAULNHCKOro NPUMeHeHNs)

1. HaumeHoBaHWe BUAa KOHTPONA (HaA30pa), BKIOYEHHOIrO B e AUHbIN peecTp BUAO0B (helepasbHOro
roCyfapCTBEHHOr0 KOHTPOANS (Hag3opa):

2. HammeHoBaHNe KOHTPOLHOI0 (HaA30PHOM0) OpraHa y PeKBU3NTbLI HOPMATUBHOIO NPaBOBOr0 akTa 06
yTBEPXXAEHUN hOPMbl MPOBEPOYHOr 0 JIUCTA:

3. CMCoK KOHTPOJIbHBLIX BOMPOCOB, OTPakaloLLMX cofep>xaHune obszaTeNbHbIx TpeboBaHMN, 0TBETHI Ha
KOTOpble CBUAETENbCTBYIOT 0 CODNOAEHUN UK HECOBNIOAEHNN KOHTPOIMPYEMbIM NNLLOM 0653aTesbHbIX
TpebosaHwuii:

No

n/n

CnnCoK KOHTPOJIbHbLIX BOMPOCOB, OTPaXkaloLmxX cogep)xaHue obsasaTenbHbIx TpeboBaHUn

PeKBU3NTbl HOPMATUBHbIX NMPABOBbLIX aKTOB C YKAa3aHNEM UX CTPYKTYPHbIX e4UHUL, KOTOPbIMU YCTAHOBJIEHbI
obs3aTenbHble TpeboBaHNS

OTBeTbl Ha BOMNPOCHI, cogepxaLinecs B Cnncke KOHTPOJIbHbIX BONPOCOB
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MpnuMeyaHume

na
HET
HernpnMeHnmo

PeweHne CoseTa EBpa3uiickonn IkoHoMmyeckon Kommuccum ot 3 Hosabpsa 2016 r. Ne 81 "06 yTBEpXAEHUM
MpaBnn Hagnexalien nabopaTopHOM NpakTUKK EBpasninckoro 3koHoMmyeckoro Coto3a B chepe
obpalleHunsa nekapcTBeHHbIX cpeacTs" (OdnumnanbHbin cainT EBpa3mMinckoro 3KOHOMMYECKOro Coto3a
http://www.eaeunion.org/, 21 Hoabps 2016 r.) (Banee - MNpaBuna Hagnexallen n1abopaToOPHON NPAKTUKN
EASC); denepasibHblil 3akoH 0T 12.04.2016 Ne 61-®3 "06 obpalleHun nekapcTBeHHbix cpeacts" (CobpaHue
3aKoHofaTenbCTBa Poccuinckon Pegepaumm, 2010, Ne 16, cT. 1815; 2022, Ne 29, cT. 5278) (panee - 61-03)
1. TpeboBaHus kK cncteme obecneyveHns Ka4ecTsa, MeEPCOHaNY NCNbITaTeNbHON NabopaTopun, NOMELLEHNAM
AN9 NPOBeLAEeHNS UCccnenoBaHnin, 06opyLoBaHNIO, MaTepranaM U peakTuBaM, TECT-CUCTEMAM, UCMbITYEMbIM
BeLlecTBaM (flekapCcTBEHHbIM CpeAcTBaM) 1 obpasLaM cpaBHEHNS (KOHTPOJIbHLIM 0bpa3Lam), CTaHAapTHbLIM
onepaunoHHbIM npoueaypam (ganee - COM).

1.1MmeeTcs nn B CnbITaTeNbHON nabopaTopun, NPOBOAALLEN AOKANHNYECKNE (HEKNNHNYECKNE)
nccnenoBaHua, cuctema obecnevyeHuns KavecTsa, NOATBEPXKAAOLLAA, YTO MCCNe0BaHNS NPOBOAATCS B
COOTBETCTBUY C [paBnnaMn Hagnexawen nabopaTopHon npakTukM EAIC?nyHKT 8 MpaBun Hagnexalen
nabopaTopHo npakTukn EA3C

1.206napaeT nn cnctema obecneyeHns KavyecTBa yTBepaeHHbIMU COl, B KOTOPbIX NOAPOOHO 1
nocnefoBaTesIbHO ONUCLIBAETCSA NOPAAOK OCYLLECTBEHUS BCEX NabopaTOPHbIX N NPOM3BOACTBEHHbLIX
onepauun, BKoYas:

NoCTynneHne, nAeHTUGMKaL Mo, Mapknposky, 0bpaboTky, oTbop Npob, ncnonb3oBaHKe, XpaHeHne ©
YHUYTOXEHME (YTUAN3aLMIo) nccaefyemblix BeLeCcTB (1leKapCTBEHHbIX CpeacTs) 1 obpasLos
CpPaBHEHUA?NOANYHKT "a" NyHKTa 9 MpaBun Hagnexalwen nabopaTopHon npakTmuky EAIC

obcnyXnBaHMe 1 NOBEPKY M3MepuTeNbHbIX Npubopos 1 06opyaoBaHMA?NOANYHKT "6" nyHKTa 9 MNpasun
Hapgnexallen nabopaTopHon npakTukn EASC

NPUroTOBMIEHNE PEAKTMBOB, NUTATENbHbLIX Cpel, KOPMOB?NOANYHKT "B" nyHKTa 9 MNpaBnn Hagnexallen
nabopaTtopHon npakTukn EA3C

BEeAEHWNE 3anuncei, 0TYETOB N NX XPaHEHNE?NOANYHKT "r" nyHkTa 9 MNpaBun Hagnexallen nabopaTopHon
npakTuky EASC

0b6CNy>XMBaHNE NOMELLEHWUI, B KOTOPbIX MPOBOAUTCS MCCNeA0BaHNE?NOANYHKT "A" nyHkTa 9 Mpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

npviem, TPaHCNOPTUPOBKY, pa3MeLleHne, onncaHme, naeHTUMUKaLmo ncciaenyemolx BelwecTs 1 TecT-
cucTeM?noanyHkT "e" nyHkTa 9 Mpasun Hagnexallen nabopaTtopHon npakTuku EASC

OCyLLeCTBJIeHNe nsaHa (NPOTOKoa, NporpaMMbl) No obecneyeHnto Ka4ecTBa AOKIANHNYECKOrO
(HEKNIMHMYECKOr0) nccnenoBaHMA?NoANYHKT "X" nyHKTa 9 MNpaBun Haanexallen nabopaTopHON NPaKTUKNK
EASC

1.3Ha3Ha4eHbl M PYKOBOAMUTENEM UCMLITaTENbHOW TabopaTopmmn LA, OTBETCTBEHHbIE 33 CUCTEMY
obecneyeHns kayecTsa n obecneymsatLime ee cobaoaeHne pyruMm COTPYAHNKaMM UCMbITaTebHOM
nabopatopnn?nyHKT 10 MpaBua Hagnexallen nabopaTopHon NnpakTukyn EA3C

He 3afencTBy0OTCA 1 NnLa, OTBETCTBEHHbIE 3a CMCTEeMY obecneyeHns KavecTBa n obecneymBaioLmne ee
cobnofieHne pyrummn COTpyLHMKaMmn ncnoiTaTesibHon nabopaTopun, 04HOBPEMEHHO B MPOBEAEHMUN
nccnenoBaHNA 1 NPOBEPKE KayeCTBa 3TOro uccnenoBanns?absau 2 nyHkTa 10 MNpaBun Haanexaluen
nabopaTtopHo# npakTukn EA3C

1.4BxoauT nn B 06593aHHOCTM NepcoHana, 0TBETCTBEHHOr O 3a obecneyeHne KayecTBa:

pa3paboTka COM 1 ux BHeApeHUe B CNbITaTeNbHON NabopaTopun, a TakxKe CMCTEMaTMYeCKas NPOBepKa
nx cobnogeHna?noanyHKT "a" nyHkTa 11 MNpasun Hagnexawen nabopatopHon npakTukn EASC
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npoBefeHne NHCMEeKL MU C Lenblo NoATBEPXAEHNS COOTBETCTBUA UcCienoBaHua MNpasuiam Hagnexxallen
nabopaTopHon npakTukn EA3C, LOCTYNHOCTU A5 NepcoHana naaHa nccnenosaHuns n COM, a Takxe
noaTeepXxaeHne akTa nx UCNOSHEHMA NpY NPOBEAEHUN NCCefoBaHMA?NOANYHKT "6" nyHkTa 11 MNMpasun
Hagnexallen nabopaTopHon npakTmukn EA3C

NpoBepKa 3aKM0YNTENbHbIX 0TYETOB AN NOATBEPXKAEHNA TOro, YTO METOAbI, NpoLeaypbl, HabnwaeHUs u
pe3ynbTaTbl U3/10)KEHbI TOYHO U B MONHON Mepe 0Tpa)katoT NepBUYHbIE AaHHbIE UCCIeA0BAHUN?NOANYHKT
"8" nyHkTa 11 Mpasun Hagnexallen nabopaTopHon npakTuky EA3C

coobuieHne B MMCbMEHHOM BUae (0TYET) 0 pe3ysibTaTax UHCMEKLU M PYKOBOACTBY NUCMbITAaTENbHON
nabopaTopum, pyKoBOAUTENIO NCCNEAOBAHUS, BEAYLLEMY NCCNeLOBATENIO U, MPU HEOBXOAMMOCTHY, APYTrUM
pykoBoASALLMM paboTHUKaM?NoANyHKT "r" nyHkTa 11 MpaBun Hagnexallen nabopatopHon npakTuky EAIC
MOArOTOBKa M MOAMMCaHMe 3aK/Il0YEHWA, NMPUJIAaraeMoro K 3ak/Ilo4UTeIbHOMY OTHETY, B KOTOPOM
YKa3bIBAOTCS TUMbl MHCNEKLUWUA, faTbl UX NPOBEAEHNS, BKIIIOYas UHGopMauuio 06 3Tanax npoBepsemMoro
nccnepoBaHus, U aaTel Nnepefayu pesybTaToB MHCNEKTUPOBAHNS PYKOBOACTBY UCMbITAaTEbHON
nabopaTopum, pyKoBOAUTENIO UCCNEA0BAHUS U BedyLLeMy nccnefoatento? COLepXnUT K 3aK4eHne
MH(OPMaLNIO O TOM, YTO NepBUYHbIE flaHHbIe NCCNef0BaHNA OTPaXKEeHbI B 3aK/II0HNTESIbHOM 0THeTe
JNO0CTOBEPHO?NOANYHKT "A" nyHkTa 11 MpaBun Hagnexaulen nabopaTopHon npakTnkn EAIC
1.506ecneyeHo M pyKoBOACTBOM UCMbITaTeIbHON NabopaTopun COOTBETCTBME BbINOAHAEMbIX paboT
MpaBunnam Hagnexalen nabopaTopHo npakTuky EASC?nyHKT 12 MpaBun Haanexallen nabopaTopHon
npakTuky EA3C

1.6PykoBOACTBO UcNbITaTeNbHOM nabopaTopun:

obecneymBaeT M HaM4me COTPYLHMKOB, COOTBETCTBYIOLLEr0 060pyA0BaHNS, CPEACTB 1 MaTEPUASIOB NS
CBOEBPEMEHHOr0 1 HajJjiexallero nposeaeHnsa NCCnefoBaHus B Konnyectse, obecneynBatoLLem
BO3MOXXHOCTb MOJIHOrO BbINOJHEHNS NPOLLeAYPbl NCCef0BaHNA 1 obecneyeHns ee Ka4ecTBa B
ncnbiTaTensHow nabopaTopmm B COOTBETCTBUM C TpeboBaHMAMK MpaBun Hagnexallen nabopaTopHoN
npakTuky EASC 1 pykoBoACTBa MO Ka4yeCcTBY AaHHON nabopatopun?noanyHkT "a" nyHkTa 13 MpaBun
Hagnexallen nabopaTopHon npakTmkn EA3C

obecrneymBaeT M BefeHWe y4yeTa 3anncen o Keaanmdukaumm, oby4eHun, onsiTe 1 KOMNETEHL MK
CneumnanncToB U TEXHNYECKOro NepcoHaa UCnbiTaTenbHoN nabopatopun?noanyHKT "6" nyHkTa 13 Mpasun
Hagnexallen nabopaTtopHon npakTmkmn EA3C

obecneynBaeT An NoHMMaHne o653aHHOCTEN BCEMU COTPYAHNKaMM UCNbITaTeNbHOW nabopaTopuu 1, Npu
HeobxoammocTy, obecneymBaeT M X COOTBETCTBYIOLLME 0OyYeHNe U MOArOTOBKY?NOAMNYHKT "B" NyHKTa 13
MpaBun Hagnexxauwen nabopatopHon npakTukn EA3C

yTBepxxaaeT am COM 1 u3MeHeHWs, BHOCUMbIE B HUX, 06eCne4YMBaeT M UX BbIMOJHEHNE?NOANYHKT "I
nyHkTa 13 MNpaBun Hagnexawen nabopaTopHon NpakTukm EA3C

obecneynBaeT An Hanm4yme cuctembl obecneyeHns Ka4yecTBa U Ha3HayYaeT S ML, OTBETCTBEHHbIX 3a
cuctemy obecneyeHms Ka4ecTBa?noAnyHKT "4" nyHkTa 13 Mpasun Hagnexxallen nabopaTopHON NPakTUKK
EASC

Ha3HayaeT M PYKOBOAMTENS UCCNEA0BaHMA U3 YnCNa COTPYAHUKOB UCMbITaTeNbHOW fnabopaTopuuy,
NMeLLNX KBan(rKaLmio, COOTBETCTBYIOLLYIO LiesIiM UCCNefoBaHus, nepes HavyaaoM KaXkaoro
nccnepoBaHMA?noAnyHKT "e" nyHkTa 13 MpaBun Hagnexallen nabopatopHon npakTmuky EAIC

3aMeHa pyKoBOAUTENSA NCCNe0BaHUsA NPOBOAMTCS i COrNacHO yCTaHOBAEHHOW npouenype u
0hopMASETCA NN AOKYMEHTaNbHO?NOANYHKT "e" nyHkTa 13 MpaBun Hagnexalen nabopaToOpHON NPaKTUKK
EASC

B C/ly4ae NpoBefeHns MHOrOLLEHTPOBOIr0 UCCAIe0BaHNA Ha3HavYaeT v Npy HeobXoAUMMOCTM BeayLLero
nccnenoBaTens, UMEOLLLEro COOTBETCTBYOLLEee 06pa3oBaHme, KBaANGUKaLNIO 1 ONbIT?MOAMYHKT "X"
nyHkTa 13 MNpaBun Hagnexawen nabopaTopHon NpakTukm EA3C

3aMeHa BeAyLlero nccnefosaTens NpoBOAUTCS NI COTIaCHO YCTAaHOBJIEHHONM nNpoLeaype 1 ohopMaseTcs
NN [OKYMEHTanbHO?noAnyHKT "x" nyHkTa 13 MNpaBun Hagnexawen nabopatopHon npakTuku EAIC
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obecneymBaeT NN YTBEPXKAEHNE PYKOBOAMTENEM NCCNIE0BAHUS NJlaHa UCCNeN0BaHNA?MNoANYHKT "3"
nyHkTa 13 MNpaBun Hagnexawen nabopaTopHon NpakTukm EA3C

KOHTpoOAnpyeT nn, 4Tobbl pyKOBOAUTESb NCCIEL0BAHNA NPEAOCTaBW YTBEPXKAEHHbLIN NAaH NCCeL0BaHMNS
nepcoHany otaena obecneyeHuns Ka4ecTBa?noANyHKT "n" nyHkTa 13 MpaBunn Hagnexawen nabopaTopHOW
npakTuky EA3C

obecneymBaeT nn BeaeHne obHoensiemoro nepeyHs COIM (c coxpaHeHUeM npeablayLmnx
pefakumin)?noanyHkT "K" nyHkTa 13 MpaBun Hagnexalen nabopatopHon npakTuky EA3C

Ha3HayaeT /M COTPYAHUKA, OTBETCTBEHHOI 0 3a BeAeHMe apxuea?noanyHKT "n" nyHkTa 13 MNpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

obecrneymBaeT M BefileHNe OCHOBHOI0 rpaduka?noanyHKT "M" nyHkTa 13 MNpaBun Haanexallen
nabopaTopHon npakTuku EA3C

B C/ly4ae NpoBefeHNs MHOrOLLEeHTPOBOIr0 MCCaefoBaHna obecrnevnsBaeT An B3aMMOLENCTBIE PYKOBOAUTENS
nccnepoBaHmns, BeAyLWEro nccieaoBaTens, anL, OTBETCTBEHHbIX 3a CUCTEMY 0b6ecrnevyeHns KavyecTBa, 1
nepcoHana, y4acTBYOLEro B MPOBEAEHUN UCCeL0BaHNA?NOANYHKT "H" nyHKTa 13 lMNpaBua Hagnexawen
nabopatopHon npakTmkn EA3C

onpefenseT v npouenypbl 415 KOHTPONSA UCMOJb30BAHNSA KOMMbIOTEPU3NPOBAHHBLIX CUCTEM MO
Ha3HayeHuio, obecneymBaeT An UX BanuZaLuio, GYHKLMOHMPOBaHMeE 1 06CnyXmBaHne cornacHo Mpasunam
Hapgnexallen nabopaTopHon npakTukn EASC?noanyHKT "0" nyHKTa 13 MpaBun Hagnexatlen
nabopaTtopHon npakTukn EA3C

1.7PykoBoaunTens nccienoBaHus:

COrJIaCcoBbIBAET JIM MAaH NCCNIe0BaHUSA Y BHOCMMbIE B HEMO U3MEHEHWS, 3aBepseT I UX NOAMNUCHIO C
yKa3zaHneMm AaTbl?noAnyHKT "a" nyHkTa 15 MNpasun Hagnexalen nabopatopHon npakTukm EA3C
OpraHu3yeT nu nNpoBefeHne AOKJIMHNYECKOro (HEKIMHMYECKOr0) NCCnefoBaHuns, pacnpegenseT au
06543aHHOCTN MeXAY y4aCTHUKaMW NCCNefoBaHNA?NOANYHKT "6" nyHKTa 15 lMNpaBun Hagnexatlen
nabopaTopHoi npakTnku EA3C

KOHTPOMMPYET /1N CBOEBPEMEHHOE NPefoCTaBNieHe nepcoHany otaena obecneyeHns KayecTsa Konum
njaaHa uccnefoBaHna U N3MEHEHWN CcornacHo TpeboBaHMAM K NPOBeAEHNIO NCCIeA0BAHNA?NOAMYHKT "B"
nyHkTa 15 MpaBun Hagnexawen nabopaTopHon npakTukm EA3C

obecneymBaeT M NpeLoCTaB/eHME NepCoHay naaHa UCCNeA0BaHNSA U U3MEHEHUN, @ TakXe
CON?noanyHKT "r" nyHkTa 15 MpaBun Hagnexallen nabopaTopHoi npakTnku EA3C

oTBeYaeT /N 3a 0hopMeHMEe NaaHa NCCNef0BaHNS, 3aKTI0YNTENbHOrO 0TYeTa U BHOCUMbIX B HUX
N3MeHeHUN?NoaAnyHKT "a" nyHkTa 15 MNpaBun Hagnexatlen nabopaTtopHon npakTukm EASC
obecneymBaeT nn cobnogeHne NpoLeayp, yKasaHHbIX B NaHe NCCNeL0BaHNS, OLLEHNBAET N 1
LOKYMEHTUPYET Nin BAUSHUE N0BbIX OTKJIOHEHUI OT NaaHa UCCefoBaHNsA Ha KayeCTBO U JOCTOBEPHOCTb
pe3ynbTaToOB UCCIE[0BAHMSA, MPU HEOOXOAMMOCTM NPELANPUHNMAET JIn COOTBETCTBYOLWMNE
KOPPEKTMpYIOLLNEe MeponpmaTuUA?noanyHKT "e" nyHkTa 15 MNpaBun Hagnexallen nabopaTopHON NpaKTUKK
EASC

obecneynBaeT M NpPaBUbHOE AOKYMEHTaIbHOE 0(hOPMIEHNE U PErNCTPALMNI0 OTBETCTBEHHbLIM
nepcoHasoM BCEX MOMYHYEHHbIX NEPBUYHBLIX AAHHBIX?MOANYHKT "X" nyHKTa 15 MpaBna Hagnexalen
nabopaTopHon npakTukn EA3C

KOHTPOIMPYET N1 NPOBefeHne BanfaLuny KOMMNbIOTEPU3MPOBAHHbLIX CUCTEM, UCMOJIb3YEMbIX B
nccnenoBaHMM?NoAnyHKT "3" nyHkTa 15 Mpaeun Hagnexatlen nabopaTtopHoi npakTukyn EASC
NOAMMWCLIBAET N 3aK/IYNUTENbHbIN OTHET (C yKa3aHWeM NPU3HaHWS OTBETCTBEHHOCTM 3@ OCTOBEPHOCTh
JaHHbIX 1 COOTBETCTBUS UCCAenoBaHus MNpasunam Hagnexalen nabopatopHon npakTuky EASC n gaThl
NoANMCaHna)?NoanyHKT "n" nyHkTa 15 Mpasun Hagnexawien nabopaTopHon npakTukn EAIC
KOHTPOIMPYET I apXMBMPOBaHMeE MNylaHa NCCIefoBaHWA, 3aK0YNTEIbHOM0 OTYETa, NEPBUYHBIX SAHHbLIX 1
BCEN OOKYMEHTaLMM NOC/e OKOHYaHUS (MpeKpaLeHmns) nccaegoBaHma?nognyHkKT "k" nyHkTa 15 MNpasun
Hagnexallen nabopaTopHon npakTmkmn EA3C
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1.806ecneunBaeT nv BeOyLWMIA UCCNenoBaTeNb NPOBEAEHME NOPYYEHHON eMy YacTy (3Tana) MccnenoBaHns
B COOTBETCTBUM C [paBnnamn Hagnexawen nabopatopHon npakTukm EA3C?nyHKT 16 MNpaBun
Hagnexawen nabopaTopHon npakTmkn EA3C

1.93HaeT n cobnogaeT nmM NepcoHaln, y4acTBYOLWMIA B nccneaoBaHuu, Mpasuna Haanexallen
nabopaTtopHon npakTmukn EA3C?nyHKT 17 MpaBun Hagnexatlen nabopatopHon npakTmkmn EA3C
1.10/imeeT M NepcoHan, y4acTBYOLWMIA B UCCIeA0BaHUN, 4OCTYN K MiaaHy nccnegosaHma u COT,
OTHOCALLMMCS K ero (hyHKLMAM B paMKax UCccnefoBaHnsa?nyHKT 18 Mpasun Hagnexallen nabopaTtopHon
npakTnkn EA3C

[OKYMeHTaNbHO OPOPMAAIOTCA NN Ntobble OTKNOHEHNUS OT MJlaHa UCCNef0BaHNA 1 NepeaatnTcsa u
HanpsMylo pyKoBOAUTENO UCCNeA0BaHUSA 1 (MAKn) Npy HeoBXOAUMOCTM BeAyLLEMY NCCNefoBaTeN0?NyHKT
18 MpaBun Haanexallen nabopatopHon npakTmky EASC

1.11HeceT i1 NepcoHan, y4acTBYIOLLMA B UCCAEL0BAHNMN, OTBETCTBEHHOCTb 3@ CBOEBPEMEHHYIO U TOYHYIO
PerncTpaLmio NeEPBUYHBLIX AaHHbLIX U UX COOTBETCTBME lMpaBuaam Hagsexallen nabopaTopHON NPaKTUKK
EASC, a TakXXe 3a Ka4yeCTBO 3TUX AaHHbLIX?NYHKT 19 Mpasun Hagnexallen nabopatopHon npakTuku EASC
1.12MNpumeHaeT A1 NepcoHas, y4aCTBYOLWMIA B NCCIEA0BAHNN, 0340POBUTE/NbHbIE NPOMIAKTNYECKME
Mepbl B LEeNSIX MUHUMU3aLMM PUCKa 4111 340p0Bbs U obecrneyveHns OCTOBEPHOCTU pe3ynbTaToB
nccnepoBaHna?nyHKT 20 MpaBua Hagnexalen nabopaTopHon npakTnkm EA3C

CoobLaeT i NnepcoHan COOTBETCTBYIOLLEMY NINLY O CAaHUTAPHbLIX MW MEAUNLNHCKUX YCIIOBUSX C LIeNbI0 NX
yCTpaHeHWA 1 HeJONYLLEHNS BAUSHNA Ha uccnenosaHne?nyHKT 20 Mpasun Hagnexallen nabopatopHon
npakTnkn EA3C

1.13lMomelleHnst, NpeaHa3HaYeHHbIe 15 NPOBeAeHNS OOKINHNYECKUX (HEKIIMHUYECKINX) NCCaenoBaHmnm,
NPOEKTUPYIOTCS N1, pacrnonaralnTCs i U 3KCMIyaTUPYTCA v B Liensax obecnevyeHns kavyecTsa
NMPOBOANMBIX NCCNeaoBaHNA?NYHKT 21 MpaBun Hagnexalen nabopaTopHon npakTuku EAIC
1.1406ecneynBaeT nn CTPYKTYpa UCNbITaTebHON nabopaTopun afeKBaTHYIO CTENEHb Pa3feeHns pasHbix
BMOOB AEATE/IbHOCTW OJ151 HaJIeXXalllero NpoBeaeHns NCCNeaoBaHUA?NyHKT 22 MpaBua Hagnexallen
nabopatopHon npakTukn EA3C, YacTb 3 cTaTbn 11 61-03

1.15MmeeT nn ucnoiTatenbHaa nabopaTopms 4OCTaTOYHOE KOMYECTBO NOMELLEHWI U 30H A5 M30a5L MK
TeCT-CUCTEM, B KOTOPbIX 3aleNCTBOBaHbI BELLECTBa WM MUKPOOPraHU3Mbl C U3BECTHOWN 1n
NoTeHUnanbHOM 61MoNOrMYeckon oNacHOCTLIO?NYHKT 23 MpaBui Hagnexallen nabopaToOpHON NPaKTUKK
EASC, yacTb 3 cTaTtbu 11 61-®3

1.16060pyAaoBaHbl M1 CAeunaibHbie NMOMELLEHNS 1 30HbI 419 AUarHOCTUKK, NCCNef0BaHNS U KOHTPOS
3aboneBaHnin, 4TOObI HE AONYCTUTb MOBPEXOEHUS TECT-CUCTEM?NYHKT 24 MpaBni Hagnexallen
nabopaTtopHon npakTukyn EA3C, YacTb 3 cTaTbn 11 61-03

1.17060pyaoBaHbl N1 OTAE/NbHbIE MOMELLEHUS UK 30HbI 415 XpaHEeHUS Cbipbs U 060pyLOBaHNS,
NCMNO/b3yeMbIX B UCCIE[0BaHMM, 1 0BecneyeHns COOTBETCTBYIOLLEN 3aLLMNThI OT 3apa>KeHus, 3arpsi3HeHns
1AM NOBPEXAEeHNA?NYHKT 25 Mpasun Hagnexallen nabopatopHon npakTukn EA3C, 4acTb 3 cTaTby 11 61-
®3

1.18060pyAnoBaHbl N OTAENbHbIE MOMELLEHUS U 30HbI AN NONYHEHUSA U XPAaHEHUS UCCIeLyEeMbIX BELLECTB
(nekapcTBeHHbIX cpeacTB) M 06pa3LoB CpaBHEHMS (KOHTPOJIbHbLIX 06pa3LoB) A58 NpeaoTBPaLLEHNS
3arps3HEHNs AN CMELLMBAaHNATNYHKT 26 MpaBun Hagnexallen nabopatopHon npakTukn EA3C, YacTb 3
cTtatbn 11 61-03

1.190TAeneHbl 1 NOMELLEHNS UK 30HbI NS XPaHEHNS UCMbITYEMbIX BELLECTB 0T obecneynBatoLmx
COXpaHeHWe COCTaBa, KOHLEHTpaLMK, YUCTOThI, CTabunbHOCTM 1 6e30nacHoe XpaHeHWe OnacHbIX BELLEeCTB
KOMHAT WM 30H, B KOTOPbIX pa3MeLLaloTcs TeCT-CUCTEMBI?NYHKT 27 MpaBun Haanexaluen nabopaTopHom
npakTuky EA3C, 4acTb 3 cTaTbn 11 61-03

1.20MomelLLleHns AN apxuBMpoBaHus obopynoBaHbl an Ang obecneyveHms 6e3onacHOro XxpaHeHus naaHoB
NCCNepoBaHns, NEPBUYHBLIX AaHHbIX, 3aKJIIOYUTENbHBLIX OTHETOB, MPO6 NCMbITYEMbIX BELLECTB U
06pa3LoB?nyHKT 28 Mpasun Hagnexxallen nabopatopHon npakTuku EASC
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B nomeLleHnn apxmBa NOALEPKMBAIOTCA N YCNOBUSA pexmMa XpaHeHus, obecneyrBatoLine 3anTy ero
COOEPXXUMOr0 OT NPEXXAEBPEMEHHON NOPYM?NYHKT 28 MpaBun Hagnexallen nabopaTopHOM NPaKTUKK
EA3SC

1.2106paboTKa 1 yaasieHNne 0TXOA0B BbIMOJHATCA M TakuM 06pa3oM, 4Tobbl He MOABEPrHYTb ONACHOCTH
npoBeAeHne NCCNeO0BaHUN 1 He NCKAa3UTb UX pe3ynbTaThl?NyHKT 29 MpaBun Hagnexallen nabopaTopHoO
npakTnkn EA3C

ObecneyeHbl 11 COOTBETCTBYOLWME YCI0BUSA AN cOopa, XpaHEeHUS 1 BbIBO3a OTXOA0B, @ TakXe Ans
BbIMOJIHEHNS MPOLIEAYP UX AE€3aKTUBALIMKN U NOCAeayoLen TPaHCNOPTUPOBKU?NYHKT 29 MpaBun
Hagnexallen nabopaTopHon npakTmkn EA3C

1.22Pa3meLleHbl v unv 0bopyaoBaHbl M C y4eTOM 0COBeHHOCTEN, Lenen N Ha3HaYeHus,
COOTBETCTBYHOLMX BAAAM NPOBOAUMBIX NCCNIEA0BaHMNIA, 060pyA0BaHME, BKJIHOYANA KOMMbIOTEPU3MPOBaHHbIE
CUCTEMbI, UCNOJIb3yeMble ANng cbopa 1 XpaHeHUS LaHHbIX U A5 KOHTPOAS (PaKTOPOB OKPYXAtOLLEN Cpefbl,
KOTOPble NMET OTHOLLEHMe K nccnenoBaHnto?nyHKT 30 MpaBun Hagnexatllen nabopaTopHOW NPaKTUKK
EASC

MoaBepraeTcs M NEpPUOaNYEeCKOMY TEXHUYECKOMY 06CNTyXMBaHWIO, KannbpoBKe N 04NCTKE B COOTBETCTBUN
C NPUHATLIMW B BUAE MUCbMEHHOIO AOKYMEHTa 1 yTBepXXAeHHbIMU COMM obopyaoBaHmMe, NCNOSIb3YEMOE B
nccneposaHum?absay 2 nyHkTa 30 Mpasun Hagnexawen nabopaTopHon npakTmukn EA3C

1.23He oka3bIBalOT /I OTPULLATENBHOMO BIUSHUS Ha TECT-CUCTEMbl 060pYA0BaHNE 1 MaTepuasbl,
ncnonb3lyemble B MCcCnefoBaHnn?nyHKT 31 MNpaBun Hagnexatlen nabopaTopHon npakTukm EA3C
1.24MapKupoBaHbI I XMMMYECKIME BELLECTBA, PEAaKTNBLI 1 PAaCTBOPbLI C yKa3aHWEM CoCTaBa (npu
HeobXx0aMMOCTU - KOHLIEHTPaLMK), CPOKa NOAHOCTU 1 0cobeHHOCTEN XpaHeHna?NyHKT 32 Mpasun
Hagnexallen nabopaTtopHon npakTmkmn EA3C

VimeeTcs nn nHdopMaumsa 06 NCTOYHMKE NOYHYEHUS XMMUYECKMX BELLLECTB, PEaKTUBOB 1 PaCTBOPOB, AaTe
NX NPUroTOoBAEHMSA N CTabunbHOCTU?NYHKT 32 MpaBun Haanexaluen nabopatopHon npakTukyn EASC
1.25CooTBeTCTBYET N 060pYyAOBaHME, UCNOJSIb3yeMOE A5 HU3MKO-XUMUYECKUX UCCNenOoBaHWIA, BUOAM
NPOBOAUMBIX NCCNEA0BaHNN?NYHKT 33 MpaBun Hagnexallen nabopatopHon npakTuku EASC
1.2606ecnevyeHa N HaZEeXXHOCTb UINYECKMX (XMMUYECKMX) TECT-CUCTEM?NYHKT 34 MpaBun Hagaexallewn
nabopaTopHon npakTukn EA3C

1.2706ecneyeHbl 1 HagaexXxallme ycaoBuma ANa pa3MeLleHns, xpaHeHns, obpaboTku n cogepxaHus
Bronornyecknx TeCT-CMCTEM C Lenbio obecneyeHuns HeobXoANMOro KavyecTBa NCCAEA0BAHUA?IYHKT 35
Mpasun Hagnexxallen nabopaTtopHomn npakTuku EASC

1.28Bb1n11 1 N301MPOBaHbI B COOTBETCTBUN C YCTAHOBJIEHHBIMW NpoLeaypaMn BHOBb MOJIyYEHHblE
)KWBOTHbIE N PaCTUTESIbHbIE TECT-CUCTEMBI?NYHKT 36 MNpaBun Hagnexalen nabopaTopHon NpakTukm EA3C
MpoLwn in TecT-CUCTeMbl KapaHTUH, NpoLeaypy AOMYyCKa K UCMOJIb30BaHWIO U COOTBETCTBYIOT /1N BUAY U
LensMm nccnenoBaHns K MOMEHTY ero Havyana?nyHkT 36 MpaBun Haanexaluen nabopaTopHON NPaKTUKK
EASC

BblIM NN N30/IMPOBaHbI 1 MPOeYeHbl TeCT-CUCTEMbI, MOpaXXeHHble 601e3HbI0 NN NOBPEeXXAEHHbIE B X04€
nccnenoBaHUA?NYHKT 36 MpaBua Hagnexalen nabopaTopHon npakTnkn EAIC

PerncTpupytoTca an OKYMEHTaNbHO BCE AaHHbIE MO AMAarHOCTUKE U NedeHnto 3aboseBaHnin OT Havana 1 B
Xo[le nccnenoBaHUA?NyHKT 36 MpaBun Hagnexatlen nabopatopHo npakTukyn EASC

1.29BepeTca A perncTpaumns NCTOYHMKA NOJTyYeHNs, A4aTbl U YCAOBUA NPUEMKN TECT-CUCTEM?NYHKT 37
MpaBun Hagnexatlen nabopaTopHon NpakTukm EAIC

1.306b11n 1 aflanTupoBaHbl BMONOrnYeckmne TeCT-CMCTEMbI K YCNOBUAM UCCNEA0BAHUNA B TeYeHne
COOTBETCTBYIOLLEro Neprmoga BpeEMEHN nepes NepebiM BBEAEHNEM (MPUMEHEHNEM) UCCAeaYEMOr0
BelecTBa Uam obpasua CpaBHeHUS (KOHTPoAbHOro obpasua)?nyHKT 38 MpaBun Hagnexalen
nabopaTopHo npakTukm EA3C

1.3106ecneyeHbl 1 NCMOJb3YEMbIE TECT-CUCTEMbI COOTBETCTBYIOLLEN MAaPKUPOBKON A5 X HaANexXallen
noeHTudukauun?nyHKT 39 Mpasun Hagnexawen nabopaTopHon npakTmuky EAIC
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1.32MNoaBepratoTca A Nepuoan4eckon caHnTapHomn obpaboTke NCMOb3yeMble MOMELLLEHNS UK
KOHTeNHepbl ¢ TecT-cncteMamn?nyHkT 40 Mpasun Hagnexawen nabopaTopHon npakTmuky EA3C

He copepxuT nn niobon maTtepman, KOHTAaKTUPYIOLWMNIA C TECT-CUCTEMON, 3arpA3HAIOLLME areHThl Bbille
pa3peLleHHOro YpoBHS, AOMNYCKaloLWEero npoBeaeHne nccnenoBaHna?nyHkT 40 MNpasua Hagnexxawen
nabopaTopHo# npakTukm EA3C

MeHseTcsa M NOACTUA AN15 X)KUBOTHbIX B COOTBETCTBUN C MPUHATBIMK HOPpMaMu?ryHKT 40 Mpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

LLOKYMEeHTUPYIOTCA N AaHHble 06 cnonb3oBaHMN cpeacTB 6opbbbl ¢ BpegnTenamn?nyHkT 40 Mpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

1.3306ecne4yeHo A Hann4yme n nogaepxaHne nHopMaumm o CBOMCTBAX UCCIEAYyEMOro BewecTBa
(nekapcTBeHHOro cpeacTBa) n 06pa3LoB CpaBHEHNS (KOHTPOJIbHbLIX 06pa3LoB), AaTe NONYYEHUS, CPOKe
rOAHOCTW, MONYYEHHOM U NCMOJIb30BAHHOM KOJIMYECTBE B UCCIeA0BaHUAX?NYHKT 41 MpaBnn Hagnexalen
nabopaTopHoi npakTnku EA3C

1.340npepeneHsl 1 npoueaypbl No obpalleHnto ¢ TeCTUPYEMBIM BELLECTBOM 1 BELLECTBOM CPaBHEHUS
(KOHTPOJIbHLIM BELLECTBOM), UX XPAHEHWIO N MCMOJIb30BaHWMIO C Lienblo obecneyveHns cTabuabHOCTU 1
FOMOreHHOCTM, NCKIII0YEHNS KOHTAaMUHALMW 1 NepenyTbiBaHUA?NYHKT 42 MpaBun Hagnexallen
nabopaTopHon npakTukn EA3C

1.35YKa3aHbl I Ha KOHTENHepe A5 XPaHEHNS naeHTuduumnpyolas nHhopmMaumsa, CpoK rogHOCTU 1
0C0BEeHHOCTY XpaHeHNA?NYHKT 43 MNpaBun Hagnexallen nabopaTopHol NpakTukm EA3C
1.36laeHTndnLMpOBaHbI I COOTBETCTBYIOLWLMM 00pa3oM Ka)kAoe NCCneqyemMoe BeWwecTBO (fleKkapCcTBEHHOE
CpencTBo) 1 obpasel, CpaBHEHUS (KOHTPOJIbHLIN 0bpa3sel) (Hanpumep, UMEeKT KOA, MAEHTU(PNKALNOHHbIN
HOMep Mo peecTpy XmMmyeckon pedepaTMBHON Cnykbbl AMepMKaHCKOro xmmmyeckoro obuwectaa (CAS-
HOMep) C YKa3aHUEeM Ha3BaHUS, (U3NYECKNX, XUMUYECKUNX, BMONOrnYecKnx, hapMakoaornyeckmnx
CBOWCTB?NYHKT 44 MNpasun Hagnexallen nabopaTopHon npakTnkum EA3C

1.37M3BeCTHbI I HOMEP Cepun, YACTOTA, COCTAB, KOHLIEHTPpaLUMA U Apyrue XxapakTepucTukmn nccaegyemoro
BeLLleCTBa (NeKapCTBEHHOr0 CpeacTBa) U 06pa3L0oB CpaBHEHMNA (KOHTPObHbLIX 06pa3L0OB) B KaXXa0M
nccnenoBaHMnM?nyHKT 45 MNpasun Hagnexallen nabopatopHon npakTukm EASC

1.38Pa3paboTaHa /in coBMeCTHas npouenypa CnoHCopoM (pa3paboTynKoM) U UCNbITaTeSIbHON
nabopaTopuei No NpoBepKe NOAJMHHOCTY NCCNefyeMOro BellecTBa (1eKapCTBEHHOr0 CPeAcTBa) B Tex
cnyyaax, Korfga nccnegyemoe BelecTBO (lekapcTBeHHOEe CpefCTB) NpefoCTaBeH0 COHCOPOM
(pa3paboTymkoM)?nyHKT 46 MpaBua Hagnexallen nabopaTopHon NpakTnkn EA3C

1.39M3BeCTHO 1 0 CTAabUIBHOCTU UCMBITYEMOrO BELLECTBA (JIeKapCTBEHHOIro cpeacTea) 1 0bpa3uos
CpaBHEHUS (KOHTPONbHBLIX 06pa3L0B) B YCOBMAX XPaHEHNS 1 MPOBEAEHNS UCCNE[0BAHNNTNYHKT 47
Mpasun Hagnexallen nabopatopHon npakTuku EASC

OnpegneneHbl MM FOMOreHHOCTb, KOHLEHTPALNS U CTabuNbHOCTb NCCNEAYEMOr0 BELLECTBA B 3TOM
MaTepuane ecim ucciefyemoe BeLecTBO (N1eKapCTBEHHOE CPeACTBO) MPUMEHSAETCSA CO BCNOMOraTe/IbHbIMU
MaTepuanamm?absau 2 nyHkTa 47 MNpaBun Haanexatuen nabopaTopHon npakTukmn EASC

1.4006ecne4yeHo N1 apxmMBHOE XpaHeHne 0bpa3LL0B Kaxx 4o Cepun MccaefyemMoro BeLwecTsa
(nekapcTBeHHOro CpeacTBa) ANA aHANMUTUHECKUX Lienen B KaXKA0M MCCefoBaHnm (Kpome
KPaTKOCPO4HbIX)?NyHKT 48 Mpasun Hagnexallen nabopatopHon npakTuku EASC

1.41MmeeT nn ucnoiTaTenbHaa nabopaTopus NMCbMeHHO odopmaeHHble COM, yTBepXAEHHbIE
PYKOBOACTBOM MCMbITaTeNbHON NabopaTtopun 1 npefHa3HavyeHHble 41d obecneyeHmns KayecTsa u
LOCTOBEPHOCTY LaHHbIX, MOAYYEHHbIX MCNbITaTeNbHON NabopaTopren B xoae NpoBeLeHNs
nccnenoBaHUn?nyHKT 49 MNpaBun Hagnexatlen nabopaTtopHo npakTukyn EASC

0n06peHo 1 PYKOBOACTBOM UCMbITaTeNbHOW labopaTopumn BHeCeHMe n3MeHeHuin B COM?nyHKT 49 MNpasun
Hagnexallen nabopaTtopHon npakTmkmn EA3C

1.42AmeeTCs M B Ka)KAOM OTAESIbHOM NOApPa3AeneHnn n (Mnn) Ha Kaxxa4on naowagke ucnbiTaTenbHOm
nabopatopum Konusa gencraytowmx COM, OTHOCAWMXCA K UX AeaTeNbHOCTM?NYHKT 50 Mpasun
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Haponexallen nabopaTopHon npakTuky EASC

1.430opmMnsaoTcs i LOKYMEHTaslbHO O0TKAOHeHUs oT COll, nMerLwmnx OTHOLEHNE K UCCIIeLOBaHUIO,
YTBEPXLATCA JIM PYKOBOAUTESIEM UCC/IeLOBAaHUA 1 BeAYLWUM uccsienosaTteneM?nyHKT 51 Mpasun
Hagnexallen nabopaTopHon npakTmukn EA3C

1.44Pa3paboTaHbl an COTM, B HaCTHOCTKW, ANS CNefyoWwmnx BUL0B AeATEeNbHOCTY (NepeyeHb aBnseTCs
NPUMEPHbLIM):

nccnepyemole BellecTBa (leKapCTBEHHbIE CPeAcTBa) 1 06pa3Lbl CpaBHEHUS (KOHTPObHbIE 06pa3Lb):
noslyyeHune, naeHTUMMKaLNs, MapkupoBka, obpaboTka, oTbop Npob 1 xpaHeHne?noAnNyHKT "a" nyHkKTa 52
Mpasun Hagnexallen nabopaTtopHon npakTuku EASC

obopynoBaHue, MaTepuanbl U PpeakTUBbI:

obopyioBaHMeE: UCMOJSIb30BaHME, 06CNYy)XNBaHWNE, O4MCTKa U KannbpoBKa?noAnyHKT "6" nyHkTa 52 Mpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

KOMMbIOTEPU3MPOBAHHbIE CUCTEMBI: BannZaumns, GyHKUMOHUPOBaHKE, 06cnyxunBaHme, 6€30NacHoOCTS,
KOHTPO/b 3@ M3MEHEHMAMU 1 pe3epBHasA CMCTEMA?NOANYHKT "6" nyHKTa 52 MNpaBnn Hagnexallen
nabopatopHon npakTmkn EA3C

MaTepuasbl, peakTUBblI U PacTBOPLI: MPUIrOTOBJIEHNE N MAaPKUPOBKA?NOANYHKT "6" nyHkTa 52 Mpasun
Hagnexallen nabopaTopHon npakTmkmn EA3C

perncrtpaumns, NoAroToBKa 0TYETOB, COXPaHEHWE: KOAUPOBAHNE NCCNIeA0BaHMIA, COOp AaHHbLIX, MOArOTOBKa
0TYETOB, CUCTEMbI MHAEKCaLMKn, 06paboTka AaHHbIX, BKIOYAs MCMO/b30BaHNE KOMMbIOTEPU3NPOBAHHbIX
CMCTemM?noanyHkKT "B" NyHKTa 52 MpaBun Hagnexauwen nabopaTopHon npakTukn EA3C

TecT-cucTembl (B HEOBX0AMMBIX CyYasnX):

NMOLArOTOBKA MOMELLEHUI 1 YCN0BUIN XPaHeHNUa TeCT-CMCTEM?NOANYHKT "r" nyHkTa 52 MpaBun Hagnexatewn
nabopaTopHon npakTnku EA3C

npouefypbl NoJyvyeHus, nepefayu, Hafiexallero pasmMeLleHns, XxpaHeHns, onucaHuns, naeHTuhuKauum n
06paboTku TecT-cncTem?noanyHKT "r" nyHkTa 52 MNpaBun Haanexatllen nabopatopHon npakTukyu EASC
NOLArOTOBKa TECT-CUCTEM, HabNIOAEHNA 1 aHaNU3bl Mepes HavyanoM, B TeYeHMe 1 N0 3aBepLUeHUn
nccnenoBaHMA?NOANYHKT "I nyHKTa 52 MpaBua Hagnexawen nabopaTopHom npakTnkm EA3C
pasMeLleHmne TeCT-CUCTEM Ha UCMbITYEMbIX MAoWagKax?nognyHKT "r" nyHKTa 52 MpaBua Hagnexallen
nabopaTopHo# npakTukm EA3C

npoueaypbl obecneyeHns KayecTa: paboTa nepcoHana cnyxbbl obecneyeHns kayecTsa (nanee - COK) no
NJ1aHWPOBAHMIO, COCTaBJIEHWNIO rpadrka, MPOBEAEHWNIO, JOKYMEHTaNbHOMY 0(hOPMIEHUIO U NOATOTOBKE
0T4YeTOB 00 MHCMEKUMAX?NOANYHKT "a" nyHKTa 52 MNMpaBun Haanexatluen nabopaTtopHon npakTukyu EASC
2.1HanncaH nm cybbekToM obpalleHns NeKapCTBEHHLIX NPenapaToB Nepes HavyaloM KaXkaoro
nccnenoBaHus ninaH, yTBePXXAEHHbIN PYKOBOAUTENEM UCCAeL0BaHNA Y MPOBEPEHHbIN NpeACTaBUTeNneM
COK unccnepoBaTenbckon nabopatopun?nyHKT 53 MpaBun Hagnexaulen nabopaTopHol npakTnkm EA3C
YTBEpPXAEH NN NNIaH NCCNeA0BaHUSA NOAMNUCLIO PYKOBOAMTENS NCCNIeA0BaHMA C YKa3aHneM fatbi?ab3ay 2
nyHkTa 53 MpaBun Hagnexallen nabopaTopHoi npakTuku EAIC

2.2060CHOBaHbI NiM, 0L06peHbl M 4aTUPOBAHHON NOAMWCHIO PYKOBOAUTENSA NCCNEA0BAHUS NOMPaBKM K
naaHy nccaenosaHmsa v NpruobLeHsbl 1 K NaaHy nccnenoBaHnsa?nyHKT 54 MpaBua Hagaexallen
nabopaTopHon npakTukn EA3C

2.30nuncaHbl i, 06bACHEHbI 1, 0406PEHbI N1, CBOEBPEMEHHO AATUPOBaHbI I PyKOBOAUTENEM
nccaenoBaHNa Uy Be4yLUM UcciefoBaTesieM OTKOHEHMSA OT MnJlaHa UCCaefoBaHNA 1 XPaHATCA n C
NepBMYHLIMN AAHHLIMW UCCNE0BaHNA?NYHKT 55 MpaBnn Hagnexawen nabopaTopHon npakTukm EA3C,
YyacTb 4 cTaTtbn 11 61-03

2.4CooepXXuUT N1 NaaH nccnegoBaHms:

NOoeHTUPUKaLNo NCccnefoBaHns, NCCNeayemMoro BellecTBa (1leKapCTBEHHOro cpeacTsa) u obpasua
CpaBHEHNS (KOHTPOJIbHOro obpa3sLa):

0 Ha3BaHWM NUCCNIe[0BaHMA C KPaTKMM ONMUCAHWEM ero An3anHa?noAnyHKT "a" nyHkTa 57 MNpasun
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Haponexallen nabopaTopHon npakTuky EASC

WMH(OpPMaLNIo 0 Lensx 1 3afia4ax UCCefoBaHUA?NoANYyHKT "a" nyHKTa 57 MNpasun Haanexatllen
nabopatopHon npakTmkn EA3C

NAEHTUDUKALMIO UCCNeyemMoro BellecTBa (NeKapcTBEHHOMO CpeacTBa) Yepes KoL uan Ha3BaHue
(3aMecTuTeNbHON N paguKano-PyHKLUMOHAIbHON HOMeHKaType MexayHapo4HOro CO03a TeopeTnYecKon
n npuknagHon xumun (IUPAC); noeHTUPMKALMOHHBIA HOMEpP MO peecTpy XMMMUYeckon pedepaTuBHON
cnyx6bl AMepUKaHCKoro xuMmyeckoro obuectsa (CAS-Homep), buonornyeckne CBOMCTBA M Tak
Aanee)?noanyHkKT "a" nyHkTa 57 MpaBun Hagnexawen nabopaTopHon npakTukyn EA3C

06 nccnegyemom BelLecTBe (1IeKapCTBEHHOM CPELCTBE) (ero onncaHune, NpMpoaa NPONCXOXAEHNS 1
XapaKTepuUCTUKN)?NoANYHKT "a" nyHKTa 57 MNpasun Hagnexallen nabopaTopHon npakTukm EA3C
MHOopMaLUo 0 CroHcope (pa3paboTymke) u ncnbiTaTeNbHON NabopaTopun:

Ha3BaHWe 1 agpec crnoHcopa (paspaboTymka)?noanyHKT "6" nyHkTa 57 MpaBun Hagnexxallen
nabopaTopHoi npakTnku EA3C

Ha3BaHWA 1 agpeca 3a4eNCTBOBAHHbIX UCMbITAaTE/bHbIX 1abopaToOpUn 1 NCNbITaTeNbHbLIX
naowanok?noanyHKT "6" nyHkTa 57 Mpasun Hagnexawen nabopatopHon npakTuku EA3C

haMuanio, NMs, 0TYECTBO (MPU HANUYUK) N afPeC PYKOBOAUTENSA NCCNef0BaHNATNOANYHKT "6" nyHKTa 57
Mpasun Hagnexallen nabopatopHon npakTuku EASC

haMunnio, MMs, 0TYECTBO (MPU HAaNUYUKM) N afpec BeyLero uccaenosaTtens, Gamunny nccnefosaTenen,
NPUHMMaBLUNX y4acTue B UCCnefoBaHnn?noanyHkT "6" nyHkTa 57 MNpaBun Hagnexatllien nabopaTopHown
npakTnkn EA3C

LaThbl:

LaTy yTBEPXAEeHUs NiaaHa nccnefoBaHns C NOAMUCHI0 PYKOBOAUTENS NCCNef0BaHNA?NOANYHKT "B" NyHKTa
57 MpaBun Hagnexallen nabopaTopHon npakTnkn EAIC

ATy YTBEPXXAEHUS NNaHa NCCNefoBaHUs C NOAMWUCLIO PYKOBOACTBA UCMbITaTeNbHOM nabopaTopun u
cnoHcopa (pa3paboTymka)?noanyHKT "B" nyHkTa 57 MpaBun Hapnexallen nabopaTopHon npakTuky EASC
npeanonaraeMble AaThl Ha4Yana U 3aBepLUEHNS SKCNepPUMEHTaNbHbLIX paboT?noAnyHKT "B" nyHKTa 57
MpaBun Hagnexalen nabopaTopHon NpakTnkm EA3C

MeTOoAbl UCCNefoBaHWi, C YKa3aHWeM NxX onncaHns, HaMMeHOBaHWUN TeCT-CUCTEM, UCMOJIb3yeMbIX B
nccneposaHum, ¢ obocHoBaHMeM nx Bbibopa, CNocoboB 1 NyTen BBEAEHNS UCCIeAYEeMOro BelLlecTBa
(nekapcTBeHHOro CpeacTBa), METOL0B CTAaTUCTUYECKON 06paboTKM, MHbIX CBEAEHWUI MO MPOBEAEHUIO
nccnepoBaHMN?NOANYHKT "r" nyHkTa 57 Mpasun Hagnexawen nabopaTopHon npakTukm EAIC
coepxxaHue niaHa uccaefoBaHns (NYHKTbl, KOTOpble MPUMEHUMBI):

obocHoBaHMe BbIbOpa TeCcT-CUCTEMBI?NOANYHKT "4" nyHKTa 57 Mpasun Hagnexallen nabopatopHon
npakTukn EA3C

onucaHue TeCT-CUCTeMbl (HampuMep, BMA, WTaMM, CybLITaMM, MCTOYHMK NOSYYEHNS, KONYECTBO, BUA,
JKMBOTHbIX, X MaccCa Tena, NoJ, Bo3pacT)?noanyHKT "a" nyHkTa 57 MpaBun Hagnexallen nabopatopHon
npakTnkn EA3C

cnocob npuMeHeHns 1 NpUYnHa Takoro Beibopa?noAnyHKT "a" nyHkTa 57 MNpaBun Hagnexallen
nabopatopHon npakTmkn EA3C

YPOBHM 803 U (MSIN) KOHLEHTpaLUMK, YacToTa M NPOAOCSIKUTENBbHOCTb NPUMEHEHNA?NOANYHKT "4" NyHKTa 57
Mpasun Hagnexallen nabopatopHon npakTuku EASC

NH(OPMaLINIO O CTPYKTYpPE (An3aiHe) nccnefoBaHns, BKJIIOYas OnmcaHne XpoHoJIornm, BCex MeTOA0B,
MaTepuasnoB 1 YCOBUA, BUAA U HYaCTOThl MPOBEAEHHbLIX aHANN30B, U3MEePeHUI, HabnoaeHNN n
nccnenoBaHNMn?NoAnyHKT "a" nyHkTa 57 MpaBun Hagnexawen nabopaTopHon npakTukyn EA3C
WH(OPMaLNIO 0 LOKYMEHTaLUN N0 UCCNe0BaHNI0 B BUAE CNUCKA LOKYMEHTOB UCCAel0BaHWSA, KOTopble
L0JKHBI 6bITb 3aM0AHEHbI U COXPaHEHbI?NOANYHKT "e" nyHkTa 57 MpaBun Hagnexalen nabopaTopHown
npakTnkn EA3C

2.5MpuUCBOEH NN KaXKLOMY UCCNeA0BaHMI0 YHUKaIbHbIA HOMeP?NyHKT 58 MpaBun Hagnexalen
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nabopaTopHoi npakTuku EA3C

[lOKYMeHTaNIbHO OTPaXXeHbl N B MaTepuanax NCCNefoBaHUs BCE NCMOMb3yeMbIe B UCCNe0BaHMM obpa3subl,
obopyfoBaHMe 1 MaTepuabl C LieSibio X NPOCNEXUBAEMOCTU?NYHKT 58 MpaBua Hagnexaluen
nabopaTopHon npakTuky EA3C

MpoBoAnTCS NN NCCNefoBaHUe COrIacHO MaHy UccaefoBaHna?nyHKT 58 MpaBun Hagnexalewn
nabopaTopHon npakTnku EA3C

ObecneyunBaeT A1 MapKMpoBKa 06pa3LLOB UCCeLyeMbIX BELLECTB (1eKapCTBEHHbIX CPeaCcTB) 1 0bpa3LoB
CpaBHEHWS (KOHTPOJIbHbIE 06pa3Libl) X naeHTUDUKaLMIO?NYHKT 58 MpaBun Hagnexalen nabopaTopHoON
npakTukn EA3C

2.6Bce paHHble, NonyvyaeMble B XO4€e UCCNEA0BaHUS, PErMCTPUPYIOTCA M NPY UX NOJyHeHUM
He3aMe[anTesNIbHO, TOYHO U aKKYpaTHO JINLLOM, KOTOPOE NOJTYYnSI0 3TU AaHHbIe, C NPOCTaB/IeHNEM
LAaTUPOBAHHOM NOAMMNCU UCAOAHUTENA?NYHKT 59 MNpaBun Hagnexatlen nabopatopHon npakTnkun EA3C
Bce i BHOCMMbIE U3MEHEHWS B NEPBUYHbIE faHHblE CAeNaHbl Tak, 4Tobbl 0CTaBanach BMAHA
nepBoHayvasbHasa 3anncb, MpW 3TOM YKa3bIBAOTCA MPUYNHBLI UCAPABAEHUS C AAaTUPOBAHHON NOAMMUCHLIO TOMO
JiMua, KOTOpoe BHECNO ncnpasieHne?nyHKT 59 MNMpasua Hagnexawen nabopatopHon npakTukyn EASC
2.7meeTcs M UHGOPMaLuus o iMue, OTBETCTBEHHOM 3a BBOJ AaHHbIX B KOMMbIOTEP B MOMEHT UX
Noay4YeHus, ecyiv NepBmuYHbIE AaHHbIE PErMCTPUPYIOTCA C NOMOLLLIO KOMMbloTepa?nyHKT 60 Mpasun
Hapgnexallen nabopaTopHon npakTuky EASC

f1BNSeTCa N1 An3aliH KOMMbIOTEPU3NPOBAHHON CUCTEMbI TaKUM, YTO6LI NPeA0CTaBASATbL BO3MOXHOCTb
npoBeAeHWs MOJSIHOr0 ayAmnTa 3/1IEKTPOHHBIX AAaHHbIX Y NOKa3blBaTb BCE UCNPABJIEHNA NEPBUYHBIX AaHHbIX C
COXPaHEHMEM MepBOHaYaIbHbIX OPUTrMHANbHLIX AaHHLIX?NYHKT 60 MpaBun Hagnexallen nabopaTopHon
npakTuky EA3C

ViMeeTcs 1 BO3MOXHOCTb CBA3aTb BHECEHHbIE UCMPaBAEHMNS C INLOM, UX CAeNaBLUIMM, HanpuMep, ¢
MOMOLLbIO AATUPOBAHHOW 3aNnCy MCNOJIb30BaHNA KOMMbIOTEPU3MPOBAHHON CUCTEMbI AN AAaTUPOBAHHOW
3NEKTPOHHOW noanucn?nyHKT 60 MNpasun Haanexatluen nabopatopHoi npakTukyu EASC

YKa3aHa i NnpuynHa BHECEHNS U3MEHEHUWI B NMEPBUYHBIE NIEKTPOHHbLIE faHHbIe?NYHKT 60 Mpasun
Hagnexallen nabopatopHon npakTmkmn EA3C

2.806ecneyeHa N NOArOTOBKA 3aK/IOYUTENLHOMO OTYETa AN KaXKA0ro MccienoBaHna?nyHKT 61 Mpasun
Hafnexallen nabopatopHon npakTukm EA3C, yacTb 4 ctatbn 11 61-03

2.9MoanucaHbl n COBCTBEHHOPYYHO 1 LaTUPOBaHbl M OTHYEThI BEAYLLMX UccefoBaTenen un
CNeunanncToB, 3a4eNCTBOBAHHLIX B MCCNeA0BaHUN?NYHKT 62 MpaBun Hagnexatlen nabopaTopHom
npakTnkn EA3C

3aK/YNTENbHbIN OTYET MOANUCAH NN U LAaTMPOBaH I PYKOBOAMTENEM NUCC/Ie[0BaHNS CO CBUAETEbCTBOM
0 MPUHATWM OTBETCTBEHHOCTM 3@ JOCTOBEPHOCTb AAHHLIX?MYHKT 62 MNpaBun Hagnexawen nabopaTopHown
npakTnkn EA3C

YKa3aHa 1 B 3aKI04MTEIbHOM O0THeTe CTeneHb COOTBETCTBMSA NPUHLMNAM Hagnexallen nabopaTopHon
NPaKTUKN?NYHKT 62 MpaBun Hagnexalen nabopaTopHoi npakTuku EASC

3aKMOYNTENbHBIA OTHYET CKPEerJieH Jin NevaTbio OpraHn3aunn?nyHKT 62 Mpasun Hagnexallen
nabopatopHon npakTmkn EA3C

2.10MpencTaBneHbl v B (DOpMe NOMPABOK K OTHETY U3MEHEHWA U LOMOHEHWS, BHOCUMbIE B
3aKJ/I0YNUTENbHbIN 0TYeT?NYHKT 63 MpaBun Hagnexawen nabopaTopHon npakTukm EA3C

YKa3zaHa 1 TOYHas NpuYnHa UCrpaBaeHniA nan GONOJHEHUN?NYHKT 63 MNpaBun Hagnexxalen
nabopaTtopHo npakTukn EA3C

Bce nonpaBky NoANMCaHbl N U OAaTUPOBaHbI 1M PYKOBOAUTENEM UCCef0BaHUATNYHKT 63 MNpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

2.113aKN04nNTeNbHbIN OTHET BKOYAET NN:

naeHTUMMKaLnIo NCCNefoBaHus, NCCaefyemMoro BeLwecTsa (1ekapCTBEHHOro cpeacTaa) 1 obpasua
CpaBHEHNS (KOHTPOJIbHOro obpasua):
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Ha3BaHMWEe UCCIe0BaHNS C KPpAaTKUM ONUCAHMEM AM3alHa?NoANyHKT "a" nyHKTa 65 MpaBuna Hagnexallen
nabopaTopHon npakTukn EA3C

NAEHTUDUKALMIO UCCNeayeMOro BeLLeCcTBa (1eKapCTBEHHOMO CpeAcTBa) Yepes Koa nav Ha3BaHue (no
3aMeCTUTeNIbHOM W paaukano-MyHKUNOHaNbHON HOMeHKIaType MexAyHapo4HOro Colo3a TeopeTnYeCcKon u
npuknagHon xumun (IUPAC); nAeHTUPUKALNOHHBIN HOMEpP NO peecTpy XuMudeckon pedepaTuBHON
cny>Xbbl AMEpPMKaAHCKOro Xxummyeckoro obuiecta (CAS-Homep), Bruonormyeckune CBOMCTBA U Tak
fanee)?nofnyHKT "a" nyHkKTa 65 MNpaBun Hagnexawen nabopaTopHon NnpakTukm EA3C

naeHTUdUKaumo obpasua cpaBHeHUs (KOHTPObLHOrO 0bpa3La) No HaMMeHOBaHMID?NOAMNYHKT "a" NyHKTa
65 MpaBun Hagnexawen nabopaTopHoW NpakTukm EAIC

XapaKTepuCTUKYy CBOWCTB MCC/IeAyeMOoro BellecTBa (leKapCTBEHHOMO CPeACTBaA), BKAOYAs YUCTOTY,
CTabunbHOCTb M TOMOreHHOCTL?NOANYHKT "a" NyHKTa 65 MpaBun Hagnexallen nabopaTopHON NPaKTUKK
EASC

MHOopMaLMo 0 CroHcope (pa3paboTymke) n ncnbiTaTeNbHON NabopaTopun:

Ha3BaHME N apec CrnoHcopa (pa3paboTymka)?noanyHKT "6" nyHkTa 65 MpaBui Hagnexallen
nabopatopHon npakTmkn EA3C

Ha3BaHWA 1 agpeca 3a4eNCTBOBaHHbIX UCMbITAaTE/bHBIX NabopaTopUn 1 NCNbITaTENbHbLIX
NAoWaaoK?NoANyHKT "6" nyHKTa 65 Mpasun Hagnexawen nabopaTopHon npakTukm EAIC

hamMnnns, M, 0THECTBO (NPY HaNNYMK) U aapec PYKOBOAUTENS NCCNea0BaHUA?NOANYHKT "6" nyHKTa 65
Mpasun Hagnexxallen nabopaTtopHon npakTuku EASC

hammunnsa, nMs, 0THECTBO (NPY HaNM4YMK) K aapec BeayLero nccaenoBaTena?noanyHkT "6" nyHkTa 65
Mpasun Hagnexallen nabopaTtopHon npakTuku EASC

haMuanm, UMeHa, oT4ecTBa (NpY HaAM4YUK) CcNeLmanncTos, NPeACTaBMBLUNX CBOM OTYEThl AN COCTaBEHNS
OKOHYaTeNbHOro oTYeTa?noAnyHKT "6" nyHkTa 65 MpaBun Hagnexaulen nabopaTopHon NpakTukm EA3C
[aTbl, yKa3aHHble KakK faTbl Ha4yana 1 3aBepLUeHNs SKCNeprMeHTOB B paMKax BCero uccnefoBaHns n ero
3TanoB?noAnyHKT "B" NyHKTa 65 MpaBun Hagnexalen nabopaTopHon npakTuku EAIC

Lenu 1 3agavn nccnegoBaHna?noanyHKT "r" nyHkTa 65 MNpaBun Hagnexallen nabopaTopHON NPaKTUKK
EASC

onMcaHne UcnoJsib3yemblX MaTeprnanos U METOLOB UCCeL0BaHUN:

onucaHne Uccneayemoro BellecTBa (leKapCTBEHHOMO CPeACTBA), BKIOYAA CBEAEHUS O ero (pUsnyeckunx,
XUMUNYECKINX, Bonormyeckmx n apmMaLeBTMYECKNX CBONCTBAX, COCTaBE rOTOBOW JIEKAPCTBEHHOW
opMbI?NoANyHKT "A" nyHKTa 65 Mpasun Hagnexallen nabopatopHon npakTuku EASC

XapaKTepUCTMKa U 060CHOBaHME TeCT-CUCTEMbI, 0TOBPAHHON AN AOKJINHNYECKUX
MCCNepoBaHMN?NOANYHKT "4" nyHKTa 65 Mpasun Hapgnexallen nabopatopHon npakTukn EASC

BWA, BO3PACT, KOJIMYECTBO XXUBOTHbIX B KaXKLOWN rpynne, noJ, nokasaTesb MacChl Tefa, UCTOYHUK U TUn
KopMa (B C/lyYae MCnosib30BaHNS BNONOrMYeCKON TECT-CUCTEMbI (MKMBOTHLIX)?NOANYHKT "4" NyHKTa 65
Mpasun Hagnexallen nabopatopHon npakTuku EASC

peXXnM 003MPOBaHNS, KPAaTHOCTb 1 NyTb BBEAEHMA NCCeLyeMOoro BelecTsa (J1leKapCTBEHHOro
cpencTBa)?noAnyHKT "a" nyHkTa 65 MpaBun Hagnexallen nabopaTopHon npakTmkn EA3C

CXeMa npoBeLeHNs OOKANHNYECKOro (HEKJIMHMYECKOr0) NCCef0BaHNA NCCIeayeMoro BeLecTsa
(nekapcTBeHHOro CpeacTBa)?noanyHKT "a" nyHkTa 65 MpaBun Hagnexalen NabopaTOPHON NPaKTUKK
EASC

onMcaHne MeToM0B CTaTUCTNYECKON 06paboTKM pe3ynbTaToB?NOANYHKT "A" nyHKTa 65 MNpaBun
Hagnexallen nabopaTopHon npakTmkn EA3C

CCbUIKM Ha pykoBoAcTBa OpraHu3aum 3SKOHOMUYECKOro COTPYLHNYECTBA U Pa3BUTUSA, NHble JOKYMEHThI Mo
NPOBELEHNIO NCCIeL0BAHNI, NMPM3HABaEMbIe B rOCydapCTBax-41eHax?noanyHKT "e" nyHkTa 65 Mpasun
Hagnexallen nabopaTtopHon npakTmkmn EA3C

pe3ynbTaThbl:

KpaTKuin 0630p pe3ynbTaToB?NOANYHKT "X" nyHKTa 65 MpaBun Hagnexallen nabopaTopHON NPaKTUKY
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EA3C

BCA MH(OPMaLMA N faHHble, NpefyCMOTPEeHHbIe MIaHOM NCCNefoBaHNA?NOANYHKT X" nyHKTa 65 Mpasun
Hagnexawen nabopaTopHon npakTmkn EA3C

npefocTaB/ieHme pe3ybTaToB, BKOYAs pacyeTbl, KOJMYECTBEHHOE onpeaesieHne CTaTUCTUYeCcKon
3Ha4MmocTu, obobuwatowme Tabauubl (rpaukn) ¢ COOTBETCTBYIOLLEN CTaTUCTUYECKON 06paboTKom 1
KOMMEHTapUAMN K HUM?NOANYHKT "X" NyHKTa 65 MNpaBun Hagnexatlen nabopaTtopHoi npakTukn EASC
oueHKa 1 0bcy)xaeHne pesynbTaToB 1 BbIBOALI?MOANYHKT "X" NyHKTa 65 MpaBna Hagnexallen
nabopaTtopHon npakTukn EA3C

3aknoyeHue npeactasutens COK ¢ npuioXeHneM CrMcka NpoBeLeHHbIX MHCMEKLMIA Mo NCCIef0BaHNIo C
yKa3aHVeM ux LaT, 0TYETOB O NPoBeAeHHbIX MPoBepKax C yBeJoMJIeHNeM PYKOBOACTBA
nccnenoBaTeNibCcKon nabopaTopun 1 PyKOBOAMTENS NCCNEA0BaHUA?MOANYHKT "3" nyHKTa 65 Mpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

MecTa XpaHeHusi nfaHa, npob nccneayeMoro BellecTBa (lekapCcTBEHHOro cpeacTaa) n obpasuos
CpaBHEHUS (KOHTPOMbHbLIX 06pa3L0B), NEPBUYHBLIX AAHHBLIX 3aKJIIOYUTENLHOr0 0TYETA?NOANYHKT "1" NYyHKTa
65 MpaBun Hagnexawen nabopaTopHom npakTuku EA3C

2.12XpaHATCa 1 B apxmBax:

niaH nccnenoBaHus, NeperuYHbIe AaHHbIe, Npobbl NCCneayeMoro BelLecTBa (N1eKkapCTBEHHOro CpeacTsa) 1
06pa3L0B CpaBHEHNS (KOHTPOJIbHLIX 06Pa3L0B) 1 3aKJIIOYMTENbHBIA OTYET 0 KaXKAOM UCCNEA0BaHNNTMYHKT
66 MpaBun Hapgnexawen nabopaTopHoW NpakTukm EAIC

JIOKYMEHTbI O MPOBEAEHHbIX NHCMEKLUAX N ayauTax?nyHKT 66 MpaBun Hagnexalen nabopaTopHomn
npakTukn EA3C

LOKYMEHTbI 0 KBaMukKaumax, obydeHunn, onbite 1 LOMKHOCTHbIE MHCTPYKLMM NepcoHana?nyHKT 66
MpaBun Hagnexallen nabopaTopHon NpakTukm EAIC

LOKYMEHTbI U 0THeThbl 06 nCcnonb30BaHuK 1 Kanubposke 0bopyaoBaHMA?NYHKT 66 MNpaBun Hagnexallen
nabopaTopHoi npakTnku EA3C

LOKYMEHTbI 0 BanuaaLnm KOMMNbIOTEPU3NPOBAHHBLIX CUCTEM?NYHKT 66 MpaBun Hagnexallen nabopaTopHon
npakTuky EA3C

LOKYMeHTbl 060 Bcex npeabiaywunx COMN?NyHKT 66 MpaBun Hagnexallen nabopatopHon npakTuku EASC
LOKYMEHTbl 0 KOHTPOJIe COCTOSHUSA OKpYXXKatoLlen cpelbl?nyHKT 66 MNpasnn Hagnexawen nabopaTopHown
npakTnkn EA3C

OKOHYaTe/IbHOE peLleHre 0 BpeMeHU XpaHeHna Nobbix MaTepranoB NCCNefoBaHUATNYHKT 66 Mpasun
Haponexallen nabopaTopHon npakTuky EASC

2.13[0oCTyn K apXvBy UMeeT Ji1 NepcoHan, yrnoJHOMOYEHHbIN PYKOBOACTBOM?NYHKT 68 lMNpasun
Hagnexallen nabopaTtopHon npakTmkn EA3C

2.14PernctpupyeTcs in cybbekToM o0bpalleHNss NeKapCTBEHHbIX NPenapaToB NepeMeLleHne JaHHbIX U3
apxvBa B apxuB?NyHKT 68 Mpasun Hagnexallen nabopatopHon npakTuky EA3C

4. BuZ KOHTPOJIbHOro (Haf30pHOro) MeponpuaTus:

5. aTa 3anosiHeHNs NPOBEPOYHOro nCTa:

6. O6beKT rocy4apCTBEHHOr0 KOHTPOAS (HaA30pa), B OTHOLLIEHUN KOTOPOro NpOBOANTCS KOHTPOJIbHOE
(Hag3o0pHOE) MeponpuaTre:

7. Qamuang, UM 1 0TYECTBO (MPU HAAMYUN) TPaXKAAHWHA AN UHAMBUAYANLHOMO NpeanpuHNUMaTens, ero
NAEHTUDUKALMOHHBIA HOMEP HaoronaaTesbLnKa 1 (Man) OCHOBHOW rOCYAapCTBEHHbIN PErNCTPALMOHHbIN
HOMEep UHAMBMAYANLHOMO NPeanpuHNUMaTens, agpec perncTpaumm rpaxxaaHnHa i MHAMBNAYaabHOr 0
npeanpuHMMaTens, HanMeHOBaHNE IOPUANYECKOr0 NNLA, Ero NAEHTUMUKALNOHHLIA HOMep
HasioronsaTenbLinKa 1 (M1KM) OCHOBHOW roCyAapCTBEHHbIN PErMCTPALMOHHbLIA HOMEP, aapec PUANYECKOro
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nnua (ero punmanos, NpeacTaBUTENbCTB, 000COBNEHHBIX CTPYKTYPHbIX NMOAPA3AENEHWNIA), ABNSIOLWNXCS
KOHTPOIMPYEMbIMU NINLLAMU:

8. MecTo (MecTa) NnpoBeAeHMa KOHTPOJIbHOIO (Ha430pHOIr0) MEPONPUATMS C 3aN0JTHEHNEM MPOBEPOYHOI 0
JincTa:

9. PeKBM3UThI PeLlEHNSt KOHTPOJILHOIO (HaA30PHOM0) OpraHa O NPOBEEHNN KOHTPOJILHOMO (Ha[30PHO0)
MeponpusaTns, MOAMUCAHHOMO YNONHOMOYEHHBIM [OJXKHOCTHBIM JIMLIOM KOHTPOJIbHOMO (Ha30pHOr0)
opraHa:

10. Y4eTHbI HOMEpP KOHTPOILHOIO (HaA30pPHOr0) MEPONPUATUS:

11. Jo/mKHOCTb, DaMuans N MHULMaNbl O/KHOCTHOrO M@ KOHTPOJIbHOrO (HaA30pHOr0) OpraHa, B
LOMKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C MOJIOXKEHNEM O BUE KOHTPOJSA, OOJIKHOCTHbLIM
pernamMeHToM Uan SOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHNE MONHOMOYNIA MO BUAY KOHTPOAS, B
TOM Yucsie NpoBefeHNe KOHTPOIbHbIX (HaA30PHbIX) MeponpusaTUiA, NPOBOASALLEr0 KOHTPObHOE
(Hapa30pHOE) MeponpuATME 1 3aNOJHAIOLLEr0 MPOBEPOYHbIN JINCT:

12. NMoanucu foMKHOCTHbIX UL KOHTPOJIbHOIr0 (HaA430pHOr0) opraHa, y4acTBYIOLMX B MPOBEAEHNN
KOHTPOJIbHOI0 (HaZ30pHOIr0) MeponpuaTmns:

(BOSHKHOCTY, haMnAnM N MHULMANbI)
13. NMoanuck pykoBOAMTENS FPYNNbl AO/KHOCTHbIX JINL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYHOLLNX
B NPOBEAEHNN KOHTPOJIbHOrO (Haf430pPHOIr0) MeponpuATUS:

(BO/MKHOCTL, (haMuUAns N NHULMANbI)

MpunoxeHue Ne 9
K npuka3y PenepanibHol cny»xbbl Mo Hag3opy B chepe 34paBooxpaHeHus oT 16 ceHTs6ps 2022 r. Ne 8700

dopma

MpOBEPOYHbIA NNCT

(CMMCOK KOHTPOJIbHBLIX BOMPOCOB, OTBETHI HA KOTOPbLIE CBUAETENLCTBYIOT 0 COOMI0AEHUN NN
Hecobt0AEHUN KOHTPOIMPYEMBIM NMLLOM 06513aTeNbHbIX TpeboBaHMin), UCNonb3yemblin defepasibHON
cnyx601 No Haf30py B chepe 34PaBOOXPAHEHNS U €€ TEPPUTOPMAIbHBIMU OpraHaMi NMpy OCyLLECTBIEHUN
(hefiepasbHOro rocyjapCTBEHHOro KOHTPONSA (Haa30pa) B chepe 06palleHNs NeKapCTBEHHbIX CPeaCTB
(KNMHMYeCKMe NCCneaoBaHNS NNIEKapPCTBEHHbIX MpenapaToB Aas MEANLUHCKOrO NPUMEHEHMs)

1. HaumeHoBaHWe BMAa KOHTPOAA (Hag30pa), BKJKYEHHOr0 B eANHbIA peecTp BMAO0B (hefepanbHoro
roCyfapCTBEHHOr0 KOHTPoNs (Hag3opa):

2. HaMeHoBaHMe KOHTPOJILHOrO (Hafl30pHOM0) OpraHa U PeKBM3NTbI HOPMATUBHOMO MPABOBOr0 akTa 06
yTBEPXXAEHUN HOPMbI NPOBEPOYHOr0 NIUCTA:

3. CNMCOK KOHTPOJIbHbIX BOMPOCOB, OTPaXatoLWwmnx coaepxaHne obs3aTenbHbix TpeboBaHWA, OTBETHI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBMOAEHNN NN HECOBNIIOAEHNN KOHTPOMPYEMBIM NINLLOM 06513aTesNbHbIX
TpeboBaHwuii:

No

n/n
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Cnuncok KOHTPOJIbHbIX BOMPOCOB, OTPaXkatoLLmx cofep>kaHne obsa3aTenbHblix TpeboBaHWi

PeKBM3MTbl HOPMATUBHLIX MPABOBbLIX aKTOB C YKa3aHMEM UX CTPYKTYPHbIX eANHWNL, KOTOPbIMW YCTaHOBJEHSI
oba3aTenbHble TpeboBaHMS

OTBeTbl Ha BOMNPOCHI, coaepxatumecs B CriMcke KOHTPOJIbHbLIX BOMPOCOB

MNpumevaHmne

Oa
HeT
HenpMMEeHNMo

PeweHune CoeeTa EBpa3mninickonn IkoHoMmYeckon Komuccum oT 3 Hosbps 2016 r. Ne 79 "06 yTBepxaeHUN
MpaBun Hagnexallen KJIMHWYeCKOW NPakTUKM EBpasninckoro sKoOHoOM14eckoro corsa" (OduumanbHbii
CcanT EBpa3ninCcKoro aKOHOMMYeCcKoro cotosa http://www.eaeunion.org/, 21 Hosbps 2016 r.) (nanee -
MpaBuia Hagnexawen KNMHN4eckon npakTukn EAIC); ®epepanbHblin 3aKoH oT 12 anpens 2010 r. Ne 61-
®3 "06 obpaleHnn nekapcTeeHHbIx cpeacTs" (CobpaHne 3akoHoaaTenbCTBa Poccuinckon Pepepaunn,
2010, Ne 16, cT. 1815; 2022, Ne 13, cT. 1953) (nanee - 61-03); PeaepasibHblil 3aKoH 0T 21 Hosbps 2011 r. Ne
323-®3 "06 ocHOBax 0XpaHbl 340p0BbA FpaxaaH B Poccuiickon Gegepauun” (CobpaHne 3akoHoAaTeIbCTBA
Poccninckon ®epepaunn, 2011, Ne 48, cT. 6724; 2022, Ne 24, cT. 3926) (ganee - 323-03); Tnosble NpaBnia
0643aTeNbHOr0 CTPaxoOBaHUSA XMN3HN 1 300POBbA MaLMEHTA, Y4aCTBYIOLWEr0 B KIMHNYECKUX NCCIeA0BaHMAX
NeKapCTBEHHOro NpenapaTa, YTBepXXAeHHble NoCTaHoBAeHUeM lNpaBuTenscTBa Poccuinckon depepaLmm ot
13 ceHTa6psa 2010 r. Ne 714 (CobpaHune 3akoHogaTenbCcTBa Poccunckon ®epepaumm, 2010, Ne 38, cT. 4832;
2014, Ne 43, cT. 5892) (panee - Tunosble NpaBuia 0643aTeNbHOr0 CTPAaX0BaHWS XXU3HU 1 300POBbS
naumneHTa, y4acTBYIOLWEro B KIIMHUYECKUX UCCNef0BaHNAX IeKapCTBEHHOr o npenapaTa); Mpasuna
HaZNexallen KIMHUYECKOW NPaKTUKKW, YTBEPXXAEHHbIE NPUKa30M MUHUCTEPCTBA 34PaBOOXPaHEHNS
Poccuinckon ®egepaumm ot 1 anpens 2016 r. Ne 200H (3apernctpnposaH MUHUCTEPCTBOM OCTULN
Poccninckon degepaunn 23 asrycta 2016 r., peructpaunoHHbin Ne 43357) (nanee - lNpaBnna Haanexawen
KJUHUYECKON NpakTukK); NMpasnna Hagnexxallen Nnpon3BoLCTBEHHOW NPAKTUKN, YTBEPXKLEHHbIE MPUKA3OM
MuHMCTEpCTBa NPOMbILLIEHHOCTM 1 Toproeaun Poccunckon ®epepaunn ot 14 nioHd 2013 r. Ne 916
(3apernctpupoBaH MnHncTepcTBom tocTuumm Poccminckon ®epepaunm 10 ceHTabps 2013 r.,
perncTpaumoHHbIin Ne 29938), ¢ MU3MEHEHUAMN, BHECEHHBIMU NPUKa30oM MUHNCTEPCTBA NPOMBbILLIIIEHHOCTU U
Toproeau Poccuinickon ®epepaumm ot 18 aekabps 2015 r. Ne 4148 (3apeructpuposaH MUHNCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 28 nekabpsa 2015 r., pernctpauunoHHbin Ne 40323) (nanee - MNpasuna
Hag/ieXxallen Npon3BoACTBEHHON NPaKTUKK); NopsaaoK oCyLeCcTBAeHNA hapMakoHaa30pa, YTBEPXKAEHHbIN
npukasom ®enepanbHon cnyxbbl N0 Hag30py B chepe 3apaBooxpaHeHuns ot 15 espana 2017 r. Ne 1071
(3apeructpmnpoBaH MuHUCTepcTBOM tocTulmm Poccuinckon ®egepauum 20 mapta 2017 r.,
pernctpaumnoHHbin Ne 46039), C U3MEHEHUAMU, BHECEHHBIMM NPUKa3oM PeaepasibHon Cny>XObl M0 Hag3opy
B Chepe 3apaBooxpaHeHuns ot 16 nona 2020 r. Ne 6252 (3apernctpuposaH MMHNCTEPCTBOM LOCTULIAN
Poccuinckon ®epepaummn 10 ceHTabps 2020 r., peructpaunoHHbin Ne 59745) (nanee - Nopsaok
ocyLLecTB/eHNsa (hapMakoHaa3opa)

1. O6wme nonoxeHns

1.1KnnHn4yeckoe nccnenoBaHue iekapCTBeHHOro npenapaTa A8 MeAULMHCKOro NpUMeHeHns NpoBOANTCS
JIN B YYpPEX[EeHUN Ha OCHOBAHWW pa3peLleHns Ha NpoBeaeHne KINHNYECKOro NCccieoBaHns, BbIAaHHOIO
MuHNCTepCcTBOM 34paBooxpaHeHuns Poccuinckon ®epgepaumm?yacTb 4 ctaTbm 38, yactu 1, 2 ctatbm 39 61-
®3; nyHKTbI 5, 6, 21 MNMpaBua Hagnexalen KIMHNYECKON NPaKTUKK

1.2KnnHn4yeckoe nccnenoBaHne IekapcTBeHHOro npenapaTa 419 MeAUUMHCKOro MpMMeHeHnsa NpoBOANTCS
JIn B COOTBETCTBUMN C OroBopom?4acTb 1 ctaTtbn 41 61-03

1.3D,OFOBOp 0 nNpoBedeHNN KNINHNYECKOro nccnenoBaHna IEKapCTBEHHOI O nNpenapaTa and MegnunHCKoro
NPUMEHEHNA COAEPXUT N
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YCJIOBUSA U CPOKM NPOBEAEHNSA AaHHOM0 NCCNefoBaHnA?nyHKT 1 yactn 2 ctaTbun 41 61-03

onpegneneHne oben CTOMMOCT NPOrpaMMbl laHHOMO NCCNeA0BaHNS C YKa3aHMEM CyMMbl,
npefHa3HavaloWwencs ons sbinaaT UCCIefoBaTENO 1 COMCCNeoBaTeNAM?NYHKT 2 YacTn 2 cTaTbn 41 61-
®3

onpegeneHvne popMbl NpeacTaBieHnsa pe3ynbTaToB AaHHOMO UCCNeA0BaHNSA B YNOJHOMOYEHHbI
thenepanbHbIN OpraH NCAOJHUTENBHON BAACTU?NYHKT 3 YacTu 2 cTaTbn 41 61-03

2. He3aBUCKMMBIN 3TUYECKUn KoMuTeT (ganee - HIK)

2.1BxopaT nu B coctaB HIOK nunua, obnagatowme Heo6xo4MMbIM ONbITOM U KBaMdukaumen ans
3KCMEPTHOM OLLEHKUN HaYYHbIX, MEANLIMHCKUX N 3TUYECKMNX aCNEKTOB MIaHNPYEMOro KJIMHNYECKOro
nccnenoBaHMA?NyHKT 11 MpaBua Hagaexalwen KIMHNYECKON NPakTuKm

2.2H3K ocyLiecTBsiSeT /M CBOK OeATe/IbHOCTb B COOTBETCTBUN C YTBEPXKAEHHLIMU UM CTaHLAPTHLIMU
onepaunoHHbIMK Npouenypamm (ganee - COM)?nyHKT 12 MpaBna Hagnexallen KIMHUYEeCKON NPaKTUKK

2.3COrMbl H3K cogep»xaT /v, B TOM YuUche:

TpeboBaHMA K COCTaBY U KBanUUKaLmm Y1eHoB?NYHKT 12 MpaBui Hagnexallen KJIMHNYECKON NpakTuKm
cBefeHns 06 yupeantene?nyHKT 12 MNpaBua Hagnexalen KIMHNYECKON MPakTUKK

NopsAO0K OpraHM3aLumy NpoBefeHns 3acefaHnn?nyHKT 12 MpaBun Hagaexxallen KANHNYECKON NPaKkTUKu
NOpPSAOK PAaCCMOTPEHMNSA LOKYMEHTOB U MPUHATUS MO HUM peleHnn?nyHKT 12 MpaBua Hagnexallen
KJINHNYECKOW MPaKTUNKK

2.4B xope npuHaTKA peweHnin HOK paccMoTpeHbl au:

NPOTOKOJ KIMHAYECKOr0 MCCNefoBaHNA?NOANYHKT "a" nyHKTa 13, noanyHKT "X" nyHkTa 15 lMNpasun
HaZfiexallen KIMHUYeCKOW NPaKkTUKM

bpouwitopa nccnenoBaTena?noAnyHKT "6" nyHkTa 13 MpaBun Haanexallen KANHNYECKON NPaKTUKK
MH(OPMALMOHHBIN TNCTOK NauneHTa?noAnyHKT "B" nyHKTa 13, nognyHKT "r" nyHkTa 15 MNpasun
Hag/ieXallen KIMHNYECKON NPaKTUKn

cBefeHns 06 onbiTe paboThl M KBanUgMKaL M NCCefoBaTens No COOTBETCTBYIOLWEN CNeLmnanbHOCTK,
BKJII0Yas ero onblT paboThl MO NPOBEAEHUIO KIUHUYECKUX UCCIef0BaHMN?NOANYHKT "r'" nyHkKTa 13,
noanyHKT "6" nyHkTa 15 MpaBua Hagnexxalen KINHUYECKON NPaKTUKK

CBeLleHns 0 MeJULIMHCKUX OpraHu3aLmsax, B KOTOPbIX Npeanosiaraetcs NposefeHne KINMHUYeCKoro
nccnenoBaHnA?noaAnyHKT "a" nyHkTa 13 MpaBua Hagnexallen KIMHUYECKON NPaKTUKK

CBeLleHuns o npegnosiaraeMblx CpOKax NpoBeleHnsa KINHUYECKOro NccieloBaHMA?NoANyHKT "e" nyHkTa 13
MpaBna Hag/exallen KIMHNYECKOM MPaKTUKM

KOMMa Aoroesopa 0653aTenbHOro CTpaxoBaHMAa?noaNyHKT "x" nyHkTa 13 MpaBun Hagnexawen
KJUHUYECKON NPaKTUKY;

TunoBble NpaBuia 0653aTeNbHON0 CTPAX0BAHMA XXU3HW U 300POBbSA NMaLMeHTa, y4acTBYIOLEro B
KJIMHNYECKUX NCCNeoBaHNsAX JIeKapCTBEHHOro npenapaTa

MHopMaLMsa 0 COCTaBe NEKAPCTBEHHOIO NpenapaTa?noanyHKT "3" nyHkTa 13 MpaBua Hagnexallen
KJINHNYECKOW MPaKTUKK

MaTepuasbl, COAepKallue onmcaHme AenCTBUNA, HanpaB/eHHbIX Ha NpUBAeYeHne NauneHToB, 340POBbIX
N06pPOBONbLIEB K YHaCTUIO B KJIMHNYECKOM UCCIef0BaHUN?NYHKT 13 MpaBui Hagnexallen KIMHNYeCKon
NPaKTUKK

NMCbMEHHbIE MaTepmuasibl, KOTopble ByayT NpefoCTaBeHbl YH4aCTHUKAM KJIMHUYECKOr0 NCCe0BaHUS,
cogepxxalime B TOM Ymcie MHHOPMaLMIo 0 BbiJlaTaxX U KOMMNeHcaunsax y4acTHUKaM KINHNYECKOro
nccnenoBaHnMAa?NyHKT 13, nognyHKT "4" nyHkTa 15 MpaBuna Hagnexallen KIMHNYeCKoW NPakTuKm

2.5MpuHATbIe peweHns HIK 3a00KyMeHTMpPOBaHbl MN?NYHKT 14 MMpaBua Hagaexallen KJINMHNYECKon
NPaKTUKN
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2.6060 BCeX NPUHATLIX pelleHnax HIK B NMCbMeHHOM Buae coobLLaeT M UccaenoBaTesito, OpraHusaTopy
KJIMHUYECKOr0 UCCNefoBaHNA?NYHKT 16 MpaBua Hagnexallen KJINMHUYECKOW NPaKTUKK

2.7B xone npoBefeHnsa KIMHMYeCKoro nccaenosaHma HIK obecneynsaet nu:

nepruoamnyeckoe (He pexxe 04HOro0 pasa B rof) pacCMOTPEHUe AOKYMEHTauMn nccnefoBaHna?noanyHKT "s"
nyHKTa 15 MpaBun Hagnexallen KANHNYECKON NpaKTUKK

corslacoBaHMe rnonpaBoK B MPOTOKO KJIMHUYECKOro UCCegoBaHNA?NOANYHKT "X" nyHkTa 15 Mpasun
Hagnexxallen KIMHNYECKON NPaKkTUKM

2.8B cnyyae npuBaedYeHnsa AN8 NPUHATAA pelueHnid au, obnagaowmx cneymanbHbIMW 3HaHUAMIN B
COOTBETCTBYWOLWNX 061acTax, HIK He monyckaeT M UX K y4acTUIO B MPEHUSX 1 FOS10COBAHNIO?MOANYHKT
"e" nyHKTa 15 MpaBun Hagnexxallen KINHNYEeCKON NpakTUKu

2.9H3K obecneyeHa nn 3awmTa Npas, 6€30NacHOCTL M OXpaHa 340P0BbSA YYaCTHUKOB KJIMHMYECKOro
nccnenoBaHna?nyHKT 10, nognyHKT "a" nyHkTa 15, nyHKT 17 MNpaBua Haanexalwlen KINHNYeCcKon
NPaKTUKN

2.10H3K obecrneyeHo N XxpaHeHne OOKYMEHTOB, CBA3aHHbLIX C MPOBEAEHNEM KINHUYECKOrO
nccnenoBaHna?nyHKT 18 MpaBua Hagnexallen KIMHUYECKON NPaKTUKK

3. OpraHu3aums, ocyLecTBaswan NposeLeHne KINHNYECKoro nccnegosatHma/lopuanyeckoe nuuo, Ha
UMS KOTOPOro BbiAaHO pa3peLLeHne Ha NPOBEAEHNE KINHNYECKOr0 NCCNea0BaHNs

3.1Mony4eHo nn paspeleHne MMHUCTEPCTBa 34paBooXpaHeHmna Poccninckon degepaumm Ha NpaBo
NpoBeLEeHNA KIIMHNYECKOrO NCCeoBaHMa 00 Havanla ero nposefeHnsa?d4acTb 1 ctatbmn 39 61-03 ;
NYHKT 21, noAnNyHKT "a" nyHKTa 22 MNpaBun Hagfiexxawen KIMHNYECKON NPaKTUKN

3.206ecne4yeHo N NpoBeeHNe KIMHNYECKOr0 NCCeA0BaHNA IeKapCTBEHHOMO NpenapaTa B COOTBETCTBUM
C NPOTOKONOM?MYHKTbI 7, 20 Mpasun Hagnexallen KNMHUYECKON NPakTuKu

3.3060 BCex M3MEHEHNAX B MPOTOKOJ KJIMHNYECKOr0 NCCIeA0BaHNA, B Cy4asax HeobxoanmMoCcTn nx
BHeceHus, coobiaeTcs M B MMHUCTEPCTBO 34paBoOXpaHeHus Poccuinckon ®epepaunn?yacts 4 ctaTbmn 40
61-03;

nyHKTbl 20, 31 MpaBun Hagnexalen KNNHNYECKON NPaKTUKK

3.406ecneyeHo nn pacnpepeneHne npas n 0643aHHOCTEN MEXAY BCEMU IMLLaMIK, YHaCTBYOLWMMA B
KJVHUYECKOM UCCNea0BaHNN?NOANYHKT "6" nyHKTa 22 MNpaBun Hagfiexalwen KIMHNYECKON NPakTUKn

3.5YTBEpXXAEHbI I AOKYMEHTLI MO NMOPSALKY NPOBEAEHNS KIMHNYECKOro nccnenoBaHus, cbopy,
perncTpaumm n NpeacTaBAeHNO AaHHbIX B COOTBETCTBUM C MPOTOKOJIOM 1 [MpaBunamMu Hagfiexallen
KAIMHUYeCKon npakTukuy (aanee - COM opraHunsaTopa)?noanyHKT "B" nyHKTa 22 MNpaBua Haanexawlen
KJINHNYECKOW MPaKTUKK

3.606ecneyeH nn nepecmoTp BpoLltopbl NCCefoBaTe A MO MepPe NOJYy4YEHNS HOBbIX faHHbIX, HE pexe
OAHOro0 pa3a B roA?noAnyHKT "r" NyHKTa 22, NyHKT 28 lNpaBuna Hagnexxalwen KINHNYeCKON NpakTuKm

3.706ecnevyeHo i1 NpeaocTaBeHNe akTyabHOW peaakuun bpoltopsl nccnenosatento n HIKy?noanyHKT
"r'" nyHkTa 22 MNpaBun Hagnexallen KIMHNYeCKOW NpakTUKK

3.806ecneyeHo N BHeApeHMe 1 Noaaep)XxaHme cuctem obecneyeHns U KOHTPOS KayecTBa B
cootBeTcTBUM ¢ COIM opraHusaTopa?noanyHKThl "4", "p" nyHkTa 22 lMpasui Hagnexallen KIMHN4ecKomn
NPaKTUKK

3.9Mony4eHo N corsacue BCex NPMBAEYEHHbIX K y4aCTU0 B KNIMHNYECKOM UCCnefoBaHn CTOPOH Ha
npenocTaB/ieHMe NPSMOro A0oCTyna KO BCEM AaHHbIM KJANHUYECKOro NUCCiefoBaHus, Heobxoanmoe ans
Lenen MOHUTOPUHIa U aynTa KayecTBa NPOBeAEHUS KJIMHNYECKOr0 NCCed0BaHNA?NOANYHKT "e" MyHKTa
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22 MpaBwni Haanexallen KINHNYECKON MPaKTUKK

3.10Ha3Ha4eHbl An nrua, obnagatoLine COOTBETCTBYIOWEN KBaMdUKaLnen, oas okasaHms
KOHCY/IbTaTUBHOM NOMOLLM UCCNEef0BaTeNAM?NOANYHKT X" NyHKTa 22 MNpaBun Hagnexallen KANHNYeCKon
NpaKTUKK

3.1106ecneyeHa 1M KOHOUAEHLMANBHOCTb JIMYHbIX AaHHbIX Y4aCTHMKa UCCNef0BaHnsa NOCPeaCTBOM
NCMOJIb30BaHWA NMPUCBOEHHOI0 eMy MAEHTUPUKALMOHHOIO KOAA?NOANYHKT "3" nyHKTa 22 lNpasun
Hag/1eXallen KNIMHNYECKON NPaKTUKn

3.1206ecneyeHo in BefeHne NHANBUAYAbHOW PErMCTPALMOHHON KapTbl KaXXA0ro y4acTHMKa
KJINHNYECKOro UCCAefoBaHnA?NoANyHKT "n" nyHKTa 22 MpaBui Hag exallen KIMHNYECKON NPakTuKm

3.13CchopMuMpOoBaH Ji HE3ABUCUMbI KOMUTET MO MOHUTOPUHTY OaHHbIX AJ15 OLEeHKM NPOBOAMMOrO
KJINHNYECKOro UCcaenoBaHMa?noanyHKT "K" nyHkTa 22 MNpaBun Hagnexallen KANHNYECKON NPaKTUKN

3.1406ecneyeHo in XpaHeHne LOKYMEHTOB, OTHOCALLUMXCA K KIMHWYECKOMY UCCAe0BaHNI0, B Te4eHne
YCT@HOBJIEHHOIr0 CPOKa?NoANyHKT "N" NnyHkKTa 22 MpaBun Hagaexalen KIMHNYECKON NPakTUKn

3.15B cnyyYae npekpaLleHns KNMHM4eckon pa3paboTkn nccaenyemoro N1eKapCTBEHHOr0O npenapaTa
coobLueHo 1 06 3TOM BCEM Y4aCTBYIOLNM B KJIMHNYECKOM UCCIeA0BaHUN CTOPOHAM?NOAMNYHKT "M" NyHKTa
22 lMNpaBni Hagnexallen KNNHNYECKON NpakTuKK

3.16Bce nvua, NpuBaeYeHHble K NpoBeaeHNt0 Nt060ro 13 3TanoB KAMHUYECKOr0 UccnenoBaHns, obnagatoT
JIN COOTBETCTBYIOLLIEN KBaMMKaUMENn?noaAnyHKT "n" nyHkTa 22 MNpaBun Hagexalen KINHNYeCcKon
NPaKTUKK

3.17

OpraHn3aTopoM KANHUYECKOro MCCAeoBaHNA UM NPUBIEYEHHbLIM UM IOPUANYECKUM JIULLOM MPK
MCMNO/b30BaHUN 3NIEKTPOHHBLIX CUCTEM Ans PaboThl C AaHHBIMU KAVMHWYECKOr0 UccnefoBaHns u (nnm)
3N1eKTPOHHBIMU CUCTEMAMU YAaSeHHOr0 AOCTYNA K YKa3aHHbIM [aHHbIM:

LOKYMEHTaJIbHO O(POPMIIEHO JIN COOTBETCTBME CUCTEM 3NEKTPOHHON 06paboTKM AaHHbIX TpeboBaHNAM K
NOAHOTE, TOYHOCTU M HALEXHOCTU AaHHbIX, @ TakXKe CTabunbHOCTbL AoCcTUXeHMs TpebyeMoro pesynbTaTa
(oanee - BannAauns AaHHbIX)?NoANYHKT "a" nyHKTa 23 MpaBuna Hagnexallen KIMHNYECKON NPaKTUKK
yTBepxxaeHbl N1 COMMbl UCNOb30BaHUS INEKTPOHHbLIX CMCTEM?NOANYHKT "6" nyHKTa 23 Mpasun
Hag/ieXallen KIMHNYECKON NPaKTUKn

obecneyeHa nun paboTa 3NEKTPOHHLIX CUCTEM TaK, YTOObI NP N3MEHEHNW BBELEHHbIX AaHHbLIX BHOCUMbIE
n3MeHeHus Hblan 3a40KYMEHTUPOBaHbI U paHee BBeLeHHble faHHble He Obinn yaaneHbl?noanyHKT "B"
nyHkTa 23 MpaBuna Hagnexallen KJIMHNYECKON NPaKTUKK

obecneyeHa N cucTeMa 3alnThl JaHHbLIX KIMHUYECKOro NCCNefoBaHns, NpeaoTepaLlatoLlas
HeCaHKLMOHMWPOBaHHbIN AOCTYN K AaHHbLIM, B TOM YUCJ1e NOCPEACTBOM YTBEPXKAEHMS CMCKa JnLL,
UMeLLNX AOCTYN K fAaHHbIM KJIMHUYECKOro CC/Ie0BaHNSA C NPaBOM BHECEHUSA B HUX U3MEHEHUN 1
pe3epBHOr0 KOMMPOBaHMNS AaHHbLIX?NOANYHKT "r'" nyHKkTa 23 MpaBun Hagaexalen KINHNYECKON NPaKTUKN
obecneyeHa N COXPaHHOCTb MAaCKUPOBKYM KIMHNYECKOr0 UCCeA0BaHMA, MPOBOAMMOrO CEMNbIM METOLOM,
npu BBoAe 1 06paboTke faHHbIX B 3/IEKTPOHHON CUCTEME?NOANYHKT "A" nyHKTa 23 MpaBun Hagnexallewn
KMHUYECKON NPaKTUKK

3.18MoaTBEpXAeH Nn (hakT NpefoCTaBeHnsa ncciefoBaTeso U MeAULNHCKON opraHmn3aLmm npoToKona
KJINHNYECKOro nccaenoBaHns 1 6poLuiopsl B TEKYLLEN pegakumny 40 NOAMMCAHUSA C MeANLMHCKON
opraHu3auunen gorosopa Ha NPOBeAEHNE KIMHNYECKOr0o NCCNeaoBaHNA?NYHKT 24 MpaBuna Hagaexallen
KJINHNYECKOW MPaKTUNKK

3.19Mony4eHo M NNCbMEHHOE Corflacue NCCiefoBaTens u ynoJHOMOYEHHOrO Ml MeANLUHCKON
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opraHusauunm Ha:

npoBefieHne KJIMHNYEeCKOro UcciefoBaHna B COOTBETCTBUN C NPOTOKOJIOM, [paBuiamMun Haanexatllen
KJINHNYECKOW NpakTukm n TpeboBaHMAMN 3aKoHogaTeNnbCTBa Poccuiickon degepaunn B cchepe obpalleHuns
JIeKapCTBEHHbIX CPeACTB?NOANYHKT "a" NyHKTa 25 MpaBua Hagnexallen KIMHUYECKON NPaKTUKK
cobnofeHne npoLeaypbl perucTpaunm n NpeacTaBaeHnsa AaHHbIX KIUMHUYECKOr0 UCCNef0BaHNA?MOANYHKT
"6" nyHkTa 25 MpaBun Hagnexallen KINHNYECKON NPaKTUKN

npoBeAeHNe MOHUTOPUHIA U ayaAnTa?noAnyHKT "B" NyHKTa 25 MNpaBun Hagnexallen KNMHNYeCcKowm
NPaKTUKN

XpaHeHne LOKYMEHTOB, CBA3aHHbIX C NpoBeAeHNeM KJIMHUYECKOr0 uccnenoBaHns, 4o Tex nop, noka
OpraHM3aTop KAUHUYECKOro NCCnefoBaHns He COOBLLMT nccaefoBaTenNio U MeAULUHCKON OpraHu3aLmy,
YTO AaHHble JOKYMEHTbI MOTYT BbITb YHUUTOXEHbI?NOANYHKT "r'" nyHkTa 25 MpaBun Hagnexallen
KJUHUYECKON NPaKTUKK

3.203akn04eH nn goroeop obsa3aTesibHOro CTPaxoBaHUa pUcKa NPUYNHEHNS BPeaa XU3HU, 300PO0BbI0
nauneHTa B pesynbTaTe NPOBEAEHNS KIIMHNUYECKOrO nccnegoBaHma?yactu 1, 14 ctaton 44 61-03

NYHKT 26 MpaBui Hagnexalen KIMHNYECKON NPaKTUKu;

NyHKTbl 13(2) - 13(6), 15, 16, 18 Tunosbix NpaBus 06593aTesIbHOro CTPaxoBaHWNS XWU3HW U 300POBbS
nauneHTa, Y4acTBYIOLLEro B KINHMYECKUX NCCIeLOBaHUSAX NeKapCTBEHHOMO nNpenapaTa 418 MeaAnLMHCKOro
npuMeHeHus

3.2106ecneyeHo in COOTBETCTBUE CPOKOB A0roBopa 0653aTeNIbHOr0 CTPaxoBaHNS XNU3HW U 300POBbS
naumeHTa, y4acTBYIOLLEro B KIIMHUYECKUX UCCNef0BaHNAX IeKapCTBEHHOr 0 npenapaTa, Cpokam
npoBeeHNs KJIMHNYECKOro NcciefoBaHnsa IeKkapCTBEHHOro npenapaTta 418 MeANLUHCKOro
npuMeHeHna?4acTb 7 cTaTbn 44 61-03

3.22[Mony4eHo U 3aJOKYMEHTVUPOBAHO JK:

cornacue HIK Ha npoBefeHne KIMHUYECKOro UCCnenoBaHns Ha 6ase MeanLUMHCKOM OpraHm3auun?nyHKT
27 NpaBun Hagnexalen KNMHNYECKON MPaKTUKK

noaTBepXaeHune Toro, 4To HIK B cBOEN AeATeNbHOCTM PYKOBOACTBYeTCS [MpaBuiaMmn Hagnexallemn
KJIMHNYECKOW MPaKTUKN?NYHKT 27 MNpaBui Hagexallen KIMHUYeCKOW NpakTuKm

3.23/ccnenyemMble nekapCTBEHHbIE NpenapaTsl, UCNoJib3yeMble Npu NpoBeaeHnN KINHUYECKOro
nccnenoBaHms:

Npou3BeLEHbI NI B COOTBETCTBMM C TpeboBaHUsMU MpaBun Hagnexxallen Npon3BoLCTBEHHOW
NpPakTUKN?4acTb 18 ctaTbm 5 61-03 ;

NYHKTbI 3, 29 MpaBua Hagnexallen KIMHNYECKON NpakTuKky;

npunoxxeHue Ne 13 K MNpaBmnam Hagnexallen Npon3BOACTBEHHON NPaKTUKK

MMEIOT S COOTBETCTBYIOLLME MOKa3aTe M KayecTBa, XPaHATCA U TPAHCNOPTUPYIOTCA B COOTBETCTBUM C
MpaBunamu Hagnexallen NPakTUKN XPaHEHNS 1 NEPEBO3KUN SIeKapCTBEHHbIX NpenapaToB?4yacTb 18 cTaTbu
561-03;

NYHKTbI 3, 29 MpaBui Hagnexallen KIMHNYECKON NpakTuKky;

npunoxxeHue Ne 13 K MNpaBunam Hagnexallen npon3BOACTBEHHON NPaKTUKK

3aKOAMPOBaHbI 1 MapKMPOBaHbI N B LIENsIX obecneyeHns MacKMpoBKM?4acTb 18 cTaTbn 5 61-03 ;
NYyHKTbI 3, 29 MNpaBun Hagnexalen KIMHNYECKON MPaKTuKK;

npunoxeHune Ne 13 K MpaBniamM Hagnexxallen Npon3BoACTBEHHON NPaKTUKN

3.24Ha nepBuYHYI0 U/MAK BTOPUYHYIO YNaKOBKY JIEKAPCTBEHHbIX NPENapaToB, NpeaHa3HaYeHHbIX 415
KJMHNYECKUX UCCNEeN0BaHUIA, HAHECeHbI NN HaaAnucK: "Ons KIMHUYECKUX UCCNefoBaHUA"?4acTb 8 CTaTbK
46 61-03 ;

NyHKT 29 MpaBua HagneXxalen KIMHNYECKON NPaKTUKK
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3.2506ecneyeHo i NPUMEHEHNE CUCTEMbI KOAMPOBAHUS NCCIeAYEMOr0 IEKapCTBEHHOMO NpenapaTa,
BKJItOYalOLLEeN B cebs MexaHM3M, NO3BOJIAOLWMNIA B SKCTPEHHLIX C/TyYasx 6bICTPO MAEHTUMMLMPOBATL
[AaHHbIN NeKapCTBEHHbIN NpenapaT, NPy 3TOM He AOMNYCKatoLWwen BOSMOXXHOCTM HE3aMEeTHO PacKpbITb
kKoa?nyHKT 30 MpaBun Hagnexallen KIMHNYECKON NPaKTUKM

3.2606ecneyeHo i Haanyme NCCcaenyemoro IekapCTBEHHOr0 NpenapaTa B KoJiMyecTse, Heobxoaumom ans
NPoBeAEHNS KIIMHNUYECKOrO NCCNefoBaHMA?NYHKT 32 MpaBun Hagsiexalen KIMHNYECKON NPakTUKN

3.27ToATBEPXXAEHO 1N KAYeCTBO UCCIeAYEeMOro JIeKapCTBEHHOro npenapaTta?nyHkT 32 Mpasun
Hagaexxallen KIMHNYECKON NPaKTUKN

3.28JokyMeHTUpyeTCs M nHopMaLms o:

NOCTYNAeHUN NCCNefyemMoro IeKkapCTBEHHOro NpenapaTta B MeAnLUMHCKUE opraHn3aumnmn?nyHKT 32 Mpasun
Hagnexxallen KIMHNYECKON NPaKTUKN

0 BO3BpaTe NCCNedyeMoro NeKapCTBEHHOr0 NpenapaTa?nyHKT 32 MNpaBu Haanexxalen KINHNYeCcKon
NPaKTUKN

06 YHMYTOXXEHNN NCCNegyeMoro 1eKapCTBEHHOro NpenapaTa?nyHKT 32 MNpaBua Hagnexallen
KNMHNYecKomn NPaKTUKN

3.290cyLecTBNseTCA MM NOCTOSHHAA OLeHKa 6e30nacHOCTY NCCNeayeMoro 1eKapCTBEHHOro
npenapaTa?nyHKT 32 MpaBua Hagnexallen KJIMHUYECKON NPaKTUNKM

3.3006ecneyeHo 1 cy6bekTOM 0bpallleHns NeKapCTBEHHLIX NPenapaToB yBEAOMJIEHNE BCEX BOBIEYEHHbIX
B NPOBeAEeHNEe KINHNYECKOro NCCNefoBaHNS NNL, O AaHHbIX, KOTOpble MOy T Heb1aronpusaTHO 0TPa3nUTbCS
Ha 6€30MacHOCTU NauneHTOB?NYHKT 32 MpaBun Haanexallen KANHNYECKON NPaKTUKy

3.3106ecneveHo nn coobeHne 060 BCEX Cepbe3HbIX N HEMPEeABUAEHHbIX HEXEeNaTebHbIX PeakLnsx:
BCEM BOBJIEYEHHBIM B MPOBeAeHNe KJIMHNYEeCKOro NCCeLoBaHUS NMMUAMNYHKT 3 cTaTbk 64 61-03 ;
NyHKT 33 MpaBun HageXxalwen KNINHNYECKON NPaKTUKN

depepansHoOM cnyxbe No Haf30py B chepe 34paBOOXPaHEHNS Yepe3 aBTOMaTU3MPOBAHHYIO
MH(OPMaLIMOHHYI0 cncTeMy Poc3apaBHad3opa iMbo Nno SNEKTPOHHOW MoYTe
pharm@roszdravnadzor.ru?nyHkT 3 cTaTbn 64 61-03 ;

NYyHKT 33 MpaBu Hagnexalen KIMHNYECKON NPaKTUKuY;

noanyHKT "1" nyHkTa 6, NnyHKTbl 10, 11, 12 MNopagka ocyLlecTeaeHUs papMakoHaa3opa

3.3206ecneyeHo nn NpefcTaBneHre B Poc3apaBHaA30p Nepuoanyecknx 0T4eToB no 6es3onacHoCTy
nccnenyemoro/paspabaTtbiBaeMoro npenapaTta (nanee - POOB) B cooTBeTCTBMM C [opsiakoM
ocyLlecTB/eHUs papMakoHaa3opa?nyHKT 33 MNpaBui Hag exallen KIMHNYECKON NPakTUKK; NognyHKT "3"
nyHKTa 6, NyHKTbI 12, 30, 31, 33 MNMopsaka ocywecTBieHUs hapMakoHaL30pa

3.3306ecneyeHo in coobleHne B Poc3apaBHaa30p 0 NeTasbHbIX U (MAN) XKU3HEYTPOXKAOLNX CEPbEe3HbIX
HenpeaBUAEHHbIX HEXENaTe IbHbIX peakumMax Ha NCCNefyeMbI B XOAE KJIMHNYECKUX NCCNeaoBaHNii
JIeKapCTBEHHbIV MpenapaT, B CPoK He bonee 7 KasneHAapHbIX AHEN (eCiM MHOe He NpefyCMOTPEHO
0000pEHHBIM NMPOTOKOJIOM KJIMHMYECKOr0 UCCNenoBaHNA)?NyHKT 22, 25 Mopsaaka oCcyLeCcTBAEHNS
(hapMakoHaza30pa;

nyHkTbl 1.2.1, 1.3.1 MpunoxeHus Ne 11 k MNpaBunam Hagfexalen KnnHn4eckom npaktnkn EA3C

3.3406ecneveHo nu coobieHne B Poc3apaBHaA30p O Cepbe3HbIX HEMPeABUAEHHbLIX HEXXeNnaTeNbHbIX
peakumsx, 3a NCKIYEHNEM peakLMi, yKa3aHHbIX B CTPOKe 3.33 HacTOoALLEero NPOBEPOYHOro JINCTA, B CPOK,
He npeBbIWaloWmin 15 KaneHgapHbIX AHeN?NYyHKTbI 23, 25 Mopaaka ocywecTBaeHns hapMakoHan3opa
nyHKTbl 1.2.1, 1.3.1 MpunoxxeHus Ne 11 K MpaBunam Hagnexalyen KAMHu4eckom npaktukm EA3C

3.3506ecneyeHo M HanpasaeHme coobueHun B PoczgpasHagsop n H3K 06 nHon nHdopmauum no
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6e30nacHOCTK, KOTOPas MOXET U3MEHATb OLLEHKY COOTHOLLEHUS MoJib3a-pUCK NCCefyeMoro npenapara, B
CPOK, He npeBbiwaowmnin 15 kaneHfapHbix AHeN?NyHKT 24 MNopsika oCyLecTBeHnsa (hapMakoHaa30pa;
nyHKT 1.5 MpunoxeHns Ne 11 K MpaBuaam Hagnexallen KanHndeckon npaktukm EASC

3.3606ecneyeHo i NpoBeAeHNE MOHUTOPUHIA KJIMHUYECKOr0 NCC/1eloBaHMNA B COOTBETCTBUN C
npoTokonom, COMamu, TpeboBaHnAMY 3aKoHOAaTENLCTBA Poccuinckon depepauun 06 obpalteHnn
JIeEKapCTBEHHbIX CPeACTB?NYHKT 34 lNpaBun Haglexxalen KIMHNYECKON NPakTUKN

3.37Ha3HayeHo nn cybbekToM obpalleHns NekapCTBEHHbIX NpenapaToB (ur3nyeckoe nmuo, obnagaroulee
HaY4YHbIMK 1 (M1K) CneunanbHbIMU 3HAHUAMW, 018 NPOBEAEHNS MOHUTOPUHIa KJNHNYECKOro
nccnenoBaHna?nyHKT 34 MpaBua Haaexallen KIMHUYECKON NPaKTUKK

3.38MMpoBeaeHne MOHUTOPUHIA KIIMHUYECKOr0 MCCNeaoBaHns obecnevymBaeT nu:

cobniogeHune COM opraHu3aTopa KJAMHUYECKOro NccaefoBaHMsa U NPMBAEYEHHOIO UM IOPUANYECKOTO
ua?nyHKT 34 MpaBua Hagnexallen KIMHNYECKON NPaKTUKK

NPOBEPKY HaNN4Yns KBaanpuKauum nccaenoBaTtesisa n pecypcoB MeanLUMHCKON opraHu3aumm, HeobxoamMbix
AN19 NpOBeAeHMSA KIIMHUYECKOro nccaenosaHms, Bkatovasa nabopatopun, obopynosaHme un
nepcoHan?noanyHkT "6" nyHkTa 36 MNpaBun Hagnexallen KIMHUYECKON NPaKTUKN

KOHTPOMb y4eTa, pacnpefeneHns n ycaoBrun XpaHeHns uccnegyemelx npenapaTos?nognyHKT "B" nyHKTa 36
MpaBna Hagnexxawen KINHNYECKON NpakTUKm

KOHTPOJIb COBII0AEHUS NCCIef0BaTENIEM YTBEPXKAEHHOMO NPOTOKOA U BCEX N3MEHEHUI K HEMY?MOAMNYHKT
"r'" nyHKTa 36 MNpaBna Haanexxalwen KINHNYECKON NMpakTUKn

KOHTPOJIb NOATBEPXKAEHNA haKTa NoJsyveHns 4o06pPOBONLHOrO MMCbMEHHOIO COMrIaCchsa KaX4oro y4acTHUKa
KJIMHNYECKOr0o UCC/IeLoBaHNA 40 HaYvana ero y4acTus B KJIMHUYECKOM NUCCNefoBaHUN?NOANYHKT “4" nyHKTa
36 MpaBua Hagnexallen KIMHNYECKON NPaKTUKK

Ha/Myne y nccaefnoBaTens TekyLen pegakuum 6poLutopbl, UHbIX LOKYMEHTOB W MaTepnanoB, HE06X0AMMbIX
ANS MPOBEAEHNS KIMHNYECKOro NCCefoBaHna?noaAnyHKT "e" nyHkTa 36 [MpaBuna Hagnexallen
KJINHNYECKOW MPaKTUNKK

[0BeeHne [0 uccaenoBaTesien He06X0AUMON Ast NPOBEAEHNA KINHNYECKOr0 NCCNea0BaHNS
NHpOpMaLUN?NOANyHKT "X" NyHKTa 36 MNpaBun Haanexallen KINHUYeCKoOn npakTUKu

nposepky cobnogeHns nccnegosatenem Kputeprnes oTbopa y4aCTHUKOB KIANHNYECKOTO
nccnenoBaHnA?noAnyHKT "3" nyHKTa 36 MpaBun HageXxalwen KINHNYECKON NPaKTUKN

NPOBEPKY NMPaBUJIbHOCTY, NOJIHOTLI U CPOKOB PErnCTpaLmm AaHHbIX KJIMHUYECKOr 0o
nccnenoBaHna?noaAnyHKThl "n", "K" nyHkTa 36 MpaBuna Hagnexallen KJIMHNYECKON NPaKTUKK

NPoBEPKY Nnopsiaka BegeHNs [OKYMEHTOB KJIMHUYECKOr0 NCCNeA0BaHNA?NOANYHKT "n" nyHKkTa 36 Mpasun
Hagaexxallen KINHNYECKON NPaKTuKN

cooblleHne nccnenoBaTesto 0 NobbIX AOMYLIEHHbIX B UHAMBUAYANLHON PErncTpaLmoHHON KapTe olwmnbkax,
nponyckax n Hepa3bopumBbix 3anNMcAX?NoANyHKT "n" nyHKTa 36 MpaBuna Hag exallen KIMHNYeCKon
NPaKkTUKK

KOHTPOJIb 3@ TeM, YTOObl NCMIPaBAEHNS B MHANBUAYAJIbHON PErNCTPaLUNOHHON KapTe 6blin caenaHsl,
JNaTUPOBaHbl, 06BACHEHbI U NOAMNUCAHbI UCCeoBaTeNeM?NoANyHKT "n" nyHkTa 36 MpaBun Hagnexallewn
KJIMHNYECKOWN NPaKTUKK

cooblieHne uccneposatento 06 0TKIOHEHUAX 0T NpoTokona, COM opraHusaTopa, TpebosaHuii Mpasmn
HagneXxallen KINHNYECKON NPaKTUKN 1 3aKoHoAaTeNbCTBa Poccuinckon ®enepauun o6 obpalieHun
NEKaPCTBEHHbIX CPEACTB?NOANYHKT "M" NnyHKTa 36 MpaBua Hagnexallen KANHNYECKON NPpakTUKy
NPUHATE Mep MO YCTPaHEHMUIO 1 HeAoMNYLLEHNIO MOBTOPEHNS OTKIOHEHW 0T npoTokona, COTM
opraHu3aTtopa, TpeboBaHui MpaBun Hagnexxallen KIMHUYECKON NPaKTUKKN 1 3aKOHO4aTeNbCTBA
Poccuinckon ®epepaumm 06 obpallleHnn nekapcTBEHHbIX CPeACcTB?MOANYHKT "M" nyHKTa 36 Mpasun
Hagnexallen KIMHNYECKON NPaKkTuKu
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3.39MoaTBep>XXAeH NN hakT NpeacTaBAeHUS MMCbMEHHbIX 0TYETOB M0 MOHUTOPUHTY KJIMHWYECKOro
nccnenoBaHns HazHa4yeHHbIM IMLLOM B NOPSAKE U CPOKK, yCTaHoBNeHHble COI opraHunsaTopa?nyHKT 37
MpaBna Hag/exallen KIMHNYECKOM NPaKTUKM

3.40Coaep)xaHne 0THETOB MO MOHUTOPUHTY KIVMHUYECKOr0 MCCNeaoBaHNs COOTBETCTBYET /M TpeboBaHMAM
MpaBna Hagfexallen KIMHNYECKOW NPakKTUKN?NyHKT 37 MNpaBuni HagNexallen KNMHNYeCKoW NPakTUKK

3.410cyWwecTBASETCS NN 3KCNEPTaMK HE3aBMCMMas OT MOHUTOPWHIa OLEHKa COOTBETCTBUS MPOBOAMMOr0
KJIMHNYECKOro nccnenoBaHuns npotokony, COM opraHusaTopa, TpeboBaHNAM 3aKOHOLATENbCTBA
Poccuinckon ®egepaumm 06 obpallleHnn nekapCTBEHHbIX CPeACTB (fanee - ayanT KJIMHWYECKOro
nccnenoBaHns)?nyHKT 38 MNpaBun Hagiexalwen KIMHNYECKON NPakTUKN

3.42ﬂ,)‘|ﬂ npoeefeHnda ayanTa KIMHNYECKOro nccnegoBaHma HadHa4eHbl Jn KBaJ'IVI(DVILI,I/IpOBaHHbIe,
He3aBNCMMble OT BCEX CYOHbEKTOB KINHNYECKOro NCCef0BaHNA MLa, UMEIOLLNE ONbIT MPOBEAEHUS
ayanToB?NyHKT 38 MpaBua Hagnexallen KJIMHNYECKON NPaKTUKM

3.430praHn3aTopoM KANHNYECKOro NCCNef0OBaHNS YTBEPXKAEH N NaH U 06beM ayanTa KIAUHNYECKOro
nccnepoBaHMA?nyHKT 38 MNpaBun Hagnexallen KIMHUYeCKoW NpakTUKm

3.4406ecneyeHo M NpekpaLleHne y4acTusa B KIMHUYECKOM UCCeN0BaHNN UCCNenoBaTENS U MEANLUHCKON
opraHu3auun, B 4eATENIbHOCTW KOTOPbIX 0OHapy)XeHbl CEPbE3HbIE 1 (MAKN) MOBTOPSAOLWMECS CyYaun
HecobtoaeHna yCTaHOBEHHbIX TpeboBaHWI K MPOBEAEHMNIO KJIMHNYECKOr0 NCCAefoBaHNA?NYyHKT 39
MpaBuna Hagexallen KIMHNYECKOM NPakTuKK

3.4506ecneyeHo N1 BHECEHME N3MEHEHUI B MPOTOKO KJUHUYECKOro NCCNef0BaHUS B CnyYae
obHapy>XeHnsa cepbe3HbIX 1 (UAK) NOBTOPSAIOLLINXCA Cy4aeB HecobtogeHNs yCTaHOBAEHHbIX TpeboBaHUN K
NPOBeLEHMIO KJIMHNYECKOro nccinefoBaHna?nyHKT 39 Mpasui Hagnexallen KINHNYECKON NpakTuKu

3.4606ecneyeHa Jin BO3MOXXHOCTb MPUHATUS PELLEHNS 0 MPUOCTAHOBAEHUN W MPEKpaLLeHUN
KJIMHUYECKOr0 NCC/Ie00BaHNA JIEKAPCTBEHHOMO NpenapaTa 419 MeANLIMHCKOr0 MPUMEHEHMNS B C/lyYae
BO3HMKHOBEHMSA OMACHOCTM A5 XXU3HWU, 300PpOBbS NaLMeHTa (NaLneHTOoB), y4acTBYOLWEro (y4acTBYOLWNX) B
KJIMHNYECKOM nccnegoBaHnm?yacTb 6 ctaTtbn 40 61-03

3.47MncbMeHHoe coobLleHne 0 3aBepLleH, NMPUOCTAHOBIEHUN UN NPEKPALLLEHNIN KIIMHUYECKOr O
nccnepoBaHWs HanpasneHo v B MUH3ApaB Poccum B CPOK, He MpeBbILLaoLWLni Nt pabovmnx gHen Co AHS
3aBeplueHnsa?HacTn 6, 7 ctaton 40 61-03 ;

NyHKT 40 MpaBui Hagnexallen KIMHNYECKON MPakTuKm

3.48MMpwn NnpoBeAeHNN MHOTOLLEHTPOBLIX KINMHUYECKMX NCCnenoBaHuin obecneyeHo nu:

npoBefeHne KJINHNYECKOro NccneioBaHns BCEMU MegULMHCKUMM OpraHn3aumamMm B CTPOrom
COOTBETCTBMUM C MPOTOKOJIOM KJIMHUYECKOro uccnenoaHna?foanyHKT "a" nyHkTa 41 MpaBun Hagnexallen
KJINHNYECKOW MPaKTUNKK

pa3paboTka MHANBUAYaAJIbHBIX PEFUCTPALIMOHHBIX KapT, MO3BOJIAOLWMX cobpaTh TpebyeMble faHHbIE U3
BCEX MEeAMLMHCKUX OpraHm3auun?loanyHkT "6" nyHkTa 41 MpaBun Hagnaexxalwen KANHNYECKON NPaKTUKN
JNIOKYMEHTaIbHOE 3aKpenfieHne npas 1 0653aHHOCTEN MeQULIMHCKUX OpraHn3aunii u
nccneposatenen?MoanyHkT "B" nyHKTa 41 MNpaBun Hagnexallen KINHUYECKON NPaKTUKK
npefocTaBieHne MeaNLUNHCKMM OpraHu3aumsam n nccnegosatenam npotokona, COMN opraHusaTopa,
WHCTPYKLUMW MO 3aNOJNHEHNIO UHANBUAYANbHBIX PEruCTPaLNOHHBIX KapT A0 HaYvana KINHUYECKOro
nccnepoBaHna?loanyHKT "B" nyHKTa 41 MNpaBua Hagnexallen KINHNYeCKON NpakTUKK

3.49MoAaTBepXaeH M hakT NpencTaBieHNs B TPEXMECSAYHbIN CPOK 0TYeTa 0 pe3yfbTaTax KJINHUYECKOro
nccneposaHns B MuHsgpas Poccnn?nyHkThl 9, 61 MNpaBun Hagfiexalen KIMHNYeCKON NpakTUKy YacTtb 11
cTaTbn 40 61-03
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4. OpraHun3sauuns paboTel nccnenoBaTens

4.1PykoBOAMTENIEM MEAVNLIMHCKON OpraHnsaumnm obecnevyeHo nu:

Ha3Ha4yeHWe 0TBETCTBEHHOIO NCCNIeA0BaTENS, MMetoLWwero nevebHyo cneumanbHOCTb, COOTBETCTBYIOLLYIO
NPOBOAUMOMY KJIMHUYECKOMY NCCNEAOBAHUIO, CO CTaXKeM paboTbl MO NporpaMmaM KJIMHNYECKUX
nccnefoBaHWU He MeHee YeM Tpu rofga?yacTb 1 ctatbmn 40 61-03

NyHKT 42 MpaBun Hagsexalwen KNINHNYECKON NPaKTUKN

2) Ha3Ha4YeHne conccnenoBaTeNen U3 Yucia Bpayen 3Ton MegMUNHCKON OpraHu3aumm?yacTtb 1 ctaTbn 40
61-03;

NYHKT 42 MpaBun Hagaexawen KNINHNYECKON NPaKTUKn

coobleHne B YNOJHOMOYEHHbIV hefepasibHbI OpraH NCMONHUTENbHOWN BNaCTU, BblAABLUMIA pa3peLleHne Ha
npoBefeHne KIMHNYECKOro NCCnefoBaHus, 0 Havane KJIMHUYeCKOoro UccieloBaHns, B CPOK, He
npesbilaloWmin Tpex paboynx gHen co OHS Havana NPoBeAEeHNS Takoro nccnenoBaHMa?4acTb 3.1 cTaTbu
40 61-03

NPUHATME PELLEHNS O NPUOCTAHOBIEHNN KIIMHMYECKOr0 NCCNef0BaHNS NeKapCTBEHHOMO NpenapaTa Ha
6aze yypexxaeHuns, B ciy4ae BO3HUKHOBEHMNSA OMACHOCTU S XU3HW, 340POBbA NaUMeHTa, Y4aCTBYIOLWEro B
KJIMHNYECKOM NCCnefoBaHnn?y4acTb 6 ctatomn 40 61-03 ;

NyHKT 58 MpaBun Hagnexalwlen KJIMHNYECKON NPaKTUKM

4.206ecne4yeHo 1 NOATBEPXKAEHO S O3HAKOMJIEHWE NCCefoBaTeNs U comccneoBaTenei:

C pe3ynbTaTaMun AOKJIMHMYECKOro UCcnefoBaHNA UCCelyeMoro JleKapCTBEHHOro npenapaTa, akTyabHOW
Bepcuen bpowtopbl nccnegoBaTensa?yacts 3 cTaTbn 40 61-03 ;

NyHKT 43 MpaBun HageXxalwen KNINHNYECKON NPaKTUKN

NMPOTOKOJIOM KJIMHUYECKOro UcCcieloBaHMA JIeKapCTBEHHOro npenapata?yactb 3 cTaTbn 40 61-03 ;

NYHKT 43 MpaBua Hagexallen KIMHNYECKON NPakTuKm

OOKYMeHTaMn N JaHHbIMWA, NMeLWWMK OTHOLLEHWE K NpoBedEHNIO KITMHNYECKOro VICCJ'IeJJ,OBaHI/IH?HaCTb 3
ctaten 40 61-03 ;

NyHKT 43 MpaBun HagseXxalwen KNINHNYECKON NPaKTUKN

4.30cyuwecTBneH i oTOOp NaLMEHTOB - YH4aCTHMKOB KIIMHMYECKOr0 UCCNe0BaHNA, KOTOpbIE Mo
MeLMLMHCKMM NOoKa3aHWaM MOryT 6biTb MPUBEYEHbI K Y4acTUI0 B KIIMHUYECKOM 1CC/ief0BaHum
JIeKapCTBEHHOro npenapaTta?yacts 2 ctatbn 40 61-03 ;
NYHKT 44 MpaBun Hagnexxallen KIMHNYeCKON NPakTuku

4.406ecne4yeHo M OKazaHne MeanLMHCKON MOMOLLM YHaCTHUKaM KAMHUYECKOro nccnenoBaHms
JleKapCTBEHHOr 0 npenapaTta?yacTb 2 cTaTbn 98 323-03 ;

YyacTb 2 cTaTbn 40 61-03 ;

NyHKT 44 MNpaBun HagsexXalwen KNINHNYECKON NPaKTUKN

4.5/ccnepoBaTenb pacnonaraeT Jin pecypcaMm, HeobxoaMMbIMU 15 NPOBEAEHNS KINHNYECKOr o
nccnepoBaHus, BKoYas nabopaTtopumm, obopyLoBaHMe U NepcoHan?nyHKT 46 MNpaBun Hagnexallen
KJMHUYECKON NPaKTUKK

4.606ecnevyeHO 1 yBeAOMJIEHNE NeYaLLMX Bpayel Y4aCTHUKOB KJIMHNUYECKOro nccaenoBaHmsa 06 yyactum
nocNefHNX B KIMHNYECKOM NCCNef0BaHNN?NYHKT 47 MpaBui Hag exallen KIMHNYECKON NPakTuKm

4.706ecnevyeHo 1n cobnoaeHne NPOTOKONA KJIMHUYECKOro UccnenoBaHna?nyHkTol 3, 7, 48, 50 Mpasun
Hagnexallen KIMHNYECKON NPaKTUKN

4.8Bce OTKJIOHEHMA OT NPOTOKOJIa KIIMHUYECKOro NccnefoBaHua ohopMIeHbl N nccnefoBaTtesieM
AOKYMEHTaNbHO?NYHKT 48 lNpaBua Hagnexxawen KIMHNYECKON NpakTuKm

4.906ecneyeHo nu HarfpaBJieHNEe OpraHn3aTopy KJINHNYECKOro nccnenoBaHna corjlacoBaHmsa Bcex
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OTKJIOHEHW OT NMPOTOKOJIa KJIMHNYECKOr0 NCCNegoBaHNA?NYHKT 48 lMNpaBun Hagnexallen KInHNYeCcKon
NPaKTUKN

4.10WccnepnosaTtensb nponHpopmmposa anm HIK o:

OTKJIOHEHMSX OT MPOTOKOJ1a UM U3MEHEHMNAX NMPOTOKOJIa KJIMHUYECKOr0 NCCNefOoBaHNATNYHKT 48,
NOANYHKT "a" nyHKTa 49 MNpaBun Hagnexallen KIMHNYECKOW NPakTUKK

BCEX U3MEHeHUsX, HenocpeaCcTBEHHO BANSIOWMX Ha NMPOBEeLEHNE KIIMHNYECKOro NcciefoBaHmns u (nam)
YBEJINYMBAIOLLMX PUCK MPU YHACTUN B KIMHUYECKOM NCCNefoBaHNN?NoANYHKT "6" nyHkTa 49 Mpasun
HaZfiexxallen KIMHNYeCKOW NPaKkTUKM

BCEX HeXkenaTesIbHbIX PeakLMax Ha uccaefyemblin 1eKkapCTBEHHbI NpenapaT, KOTopble ABAATCA
OLHOBPEMEHHO CEepbe3HbIMU U HEMPeABMAEHHLIMU?NOANYHKT "B" NyHKTa 49 NpaBun Hagnexallen
KMHUYECKON NPaKTUKK

HOBbIX AaHHbIX, KOTOPble MOryT CBUAETE/IbCTBOBAaTL O BO3PaCTaHUN PUCKa A8 YH4aCTHUKOB KJIMHNYECKOro
nccaenoBaHMa UM MoryT HebaaronpusaTHO NOBAUATL Ha XO4 KJIMHWYECKOro UCCaefoBaHnA?noanyHKT "r"
nyHKTa 49 MpaBun Hagnexallen KINHNYEeCKON NpakTUKn

4.1106ecneyeHo 1 NpMMEHeHNE YHaCTHUKAMUN KJIMHNYECKOro NCCeloBaHNs Nccaenyemblx
JIeKapCTBEHHbIX MpenapaToB B COOTBETCTBMM C MPOTOKOAOM?NYyHKThI 3, 50 MpaBun Hagsexalen
KNMHNYecKomn NPaKTUKN

4.1206ecneyeHo nn cobntogeHne NnpeaycMoTPEHHON NPOTOKOJIOM METOAUKM PaHAOMU3aLMN?NYHKT 50
MpaBna Hagnexxalwen KIMHNYECKON NpakTUKn

4.13PackpbiTve v paHAOMU3aLMOHHOI0 KOAa OCYLLECTBASETCS /N TOJIbKO B COOTBETCTBUN C
NPOTOKONAOM?NYHKT 50 MpaBnn Hagnexallen KIMHUYECKON NPakTKM

4.14Co06LLeH0 1 NpeXxaeBpPeEMEHHOE PacKpbITME KoAa UCCNeayeMbIX JIEKapPCTBEHHbIX NPenapaToB
opraHmM3aTopy KJANHUYECKOro nccnegoBaHma?nyHKT 50 MpaBun Hagfiexawen KIMHNYECKON NPaKTUKN

4.1506ecneyeH 1 3aJ0KyMEHTUPOBAH N y4eT UCCNiefyeMbIX JIeKapCTBEHHbLIX NpenapaTos v (1naum)
npenapaToB CpPaBHEHMWS MNOCPEACTBOM BEEHWS yYeTa ux:

noCcTynneHna?nyHKT 51 MNpaBun Haanexallen KINHUYeCKoOn NpakTUKn

(haKTNHeCKOro HannunA?nyHKT 51 MpaBun Hagnexxalen KANHNYECKON NPakTUKu

KOMNYeCTBa UCMOJb30BaHNS KaXKAbIM YH4aCTHUKOM KJIMHMYECKOro ncciefoaHma?nyHKT 51 Mpasun
HaZfiexallen KIMHUYeCKOW NPaKkTUKM

YHUYTOXEHMATNYHKT 51 MpaBun Hagexalwen KNINHNYECKON NPaKTUKN

BO3BpaTa OpPraHn3aTopy KANMHUYECKOro MccnefoBaHna?nyHKT 51 MpaBun Hagnexallen KAnHn4eckon
NpPaKTUKY

4.1606ecneyvyeHo N BeAeHNE 3aMnCeN No Y4ETY NUCCIeyeMbIX IEKAPCTBEHHbIX NPenapaToB 1 (1au)
npenapaToB CpaBHEHMSA B COOTBETCTBUN C TpeboBaHnsMM MNpaBuna HaaexXallen KNMHUYeCKown
NPaKTUKN?NYHKT 51 MpaBuna Hagnexallen KJIMHNYECKON NPaKTUKK

4.1706ecneyvyeHo nn BefeHNE 3anncen, NOATBEPXKAAOLNX, YTO YHACTHUKN KINHUYECKOr0 NCCIef0BaHUs
noslyvann nccnemyemble leKapCTBEHHbIE NpenapaThl U (1K) npenapaTbl CPAaBHEHNS B A03aX U
KoJain4yecTBax, NpeayCcMOTPEHHbIX MPOTOKONOM KJNHUYECKOro NCCNef0BaHnA?NYHKT 51 MNpasun
Hagnexallen KIMHNYECKON NPaKTUKN

4.18Y4aCTHUK KINHNYECKOrO NCCAeA0BaHNA (MaLMEHT) MAN ero 3aKOHHbIN NpeacTaBUTENb MHDOPMMpPYETCS
JIn ©ccneposaTesieM:

KJINHMYECKOe UccnenoBaHne HOCUT 3KCNepMMEHTaIbHbIN XapakTep?noanyHKT "a" nyHkTa 52 Mpasun
Hag/1eXallen KNIMHNYECKON NPaKTUKN

yyacTume B KJIMHNYECKOM NCCefoBaHMMN ABNsSeTCa fobpoBobHbIM?4acTh 1 cTaTbn 43 61-03 ;
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NoAnyHKT "a" nyHKTa 52 MNpaBua Haanexxawlen KINHNYECKON NMPaKTUKn

CYLLeCTByeT BO3MOXXHOCTb 0TKa3aTbCs OT Y4aCTUS B KIMHNUYECKOM UCCNenoBaHny Ha ntobon ctagum
NpoBeLEeHNA Takoro ncciefoBaHnA?yacTb 4 ctaten 43 61-03 ;

NOANYHKT "a" nyHkTa 52 MpaBun Hagnexalen KINHNYECKON NPaKTUKK

Lenun KINHNYECKOro NCCNefoBaHnAa?NyHKT 4 4acTn 2 cTaTbn 43 61-03 ;

noanyHKT "6" nyHkTa 52 MpaBua Hagnexxalen KITMHUYECKON NPaKTUKK

NPOSO/MKUTENBHOCTU KJIMHUYECKOr0 NCCNefoBaHUA?NYHKT 4 YyacTu 2 cTaTbn 43 61-03 ;

noanyHKT "6" nyHkTa 52 MpaBui Haanexxallen KINHNYECKON MPaKTUKK

NpnbAN3MTENBHOM KOMYECTBE YHaCTHUKOB?NOANYHKT "6" nyHkTa 52 MpaBun Hagnexallen KanHn4eckon
NPaKTUKN

BapuaHTax SieyeHuns B NpoLecce KJIMHNYECKOro UcciefoBaHnsa 1 BePOATHOCTU Cy4YalHOro pacnpeneneHuns
B OAHY W3 rpynn nevyeHnsa?nyHKT 3 4actu 2 ctaTbh 43 61-03 ;

noanyHKT "B" NyHKTa 52 MNpaBun Hagfexalwen KIMHNYECKON NPakTUKN

npoueaypax KJANHNYECKOro NCCnefoBaHuns, BKOYaa BCE MHBA3UBHLIE NpoLeaypbI?noanyHKT "M nyHKTa 52
MpaBna Hag/exallen KIMHNYECKOM MPaKTuKM

06543aHHOCTAX YYaCTHUKA KIUHUYECKOro NCCNef0oBaHNATNYHKT 5 YacTu 2 cTaTbn 43 61-03 ;

NoAnyHKT "4" nyHKTa 52 MNpaBua Hagnexallen KANHNYECKON NpaKTUKK

0XXNAaeMbIX pUckax n (unm) nosb3e A8 yH4acTHUKA KIVMHUYECKOr0 MCCnenoBaHns, B TOM Yucne ans
3MbBproHa, Nnoga unm rpyaHoro pebeHka?nyHKT 2 4acTu 2 cTaTbh 43 61-03 ;

noAnyHKT "e" nyHKTa 52 MpaBui Haanexxallen KINHNYECKON MPaKTUKK

WHBIX, MOMUMO NMpeayCMOTPEHHbIX MPOTOKOIOM, MpoLeaypax Nan MeTofax JeyeHuns, KoTopble MOryT BbiTb
LOCTYMHbl YH4aCTHUKY KJIMHNYECKOro UCCNIe0BaHUATIYHKT 2 4acTu 2 cTaTbh 43 61-03 ;

noanyHKT X" NyHKTa 52 MpaBun Hagsexawen KNINHNYECKON NPaKTUKN

KOMMNeHcaunn n (Mnn) nevyeHnn, LOCTYNHOM YYaCTHUKY KINHNUYECKOro NCCIeA0BaHNA B ClyYae NPUYNHEHNS
Bpena ero 3[0p0Bbt0 B pe3ysibTaTe y4acTUsA B KJIMHUYECKOM UCCNef0BaHUN?MYHKT 6 YacTn 2 cTaTbn 43 61-
?3;

NOANYHKT "3" NyHKTa 52 MNpaBna Hag/exallen KIMHNYECKOW MPaKTUKm

NAAHUPYEMbIX BbIMaTax y4aCTHUKY KJIMHUYECKOro NCCIeA0BaHNA 3a €ro y4yacTue B KINHNYECKOM
NCcCnenoBaHMM?NoanyHKT "n" nyHKTa 52 MNpaBua Hagnexxallen KANHNYeCKON NpakTUKn

MIAHNUPYEMbIX Pacxodax y4acTHUKa KIMHUYECKOro NCCNefoBaHus, CBA3AaHHbIX C €ro y4acTMeEM B
KJINHNYECKOM MCCIeA0BaHNN?NOANYHKT "K" NyHKTa 52 MpaBun Haanexallen KINHNYeCKON NpakTUKK

0 TOM, YTO nognmcaHne NHPOPMaLMOHHOI0 JINCTKA NaLueHTa CO CTOPOHbI Y4aCTHUKA KJIMHUYECKOro
nccnenoBaHns UM ero 3aKOHHOro NpeacTaBUTeNs, aeT pa3peLlleHne Ha JOCTYN JnLy, Ha3Ha4YeHHOMY Ans
NpoBeLeHNS MOHUTOPMHIA, ayAUTOPOB, HE3ABUCUMBIX 3TUYECKUX KOMUTETOB, YNOJHOMOYEHHbIX OPraHoB K
MeLUNLMHCKUM 3arncam y4aCcTHMUKA KIMHUYECKOro NCCnenoBaHna?noanyHKT "n" nyHkTa 52 lMpasun
Hagnexxallen KINHNYECKON NPaKTUKN

0 TOM, YTO 3aMnCK, UAEHTUPULMPYIOLLNE YHaCTHUKA KIMHNYECKOr0 NCCNIef0BaHUA, XPaHATCA B TallHe,
pacKpbITME UX JOMNYCKAETCS B COOTBETCTBUM C 3aKOHOAATEIbCTBOM Poccninckon depepaun?nyHKT 7 H4acTu
2 cTtatbn 43 61-03 ;

NOANYHKT "M" NyHKTa 52 MNpasuna Hagexallen KIMHUYeCKOW NPpakTUKm

YC/I0BUSIX 03HAKOMJIEHMS C HOBOM MHpopMaLmein, CnocobHOM NOBAUATL Ha XXeNaHue NPoAo/HKaTb y4acTme
B KJIMHNYECKOM MCCNeaoBaHUN?NOANYHKT "H" NyHKTa 52 MpaBun Hagaexalen KINHNYECKON NPaKTUKn
JiMuax, K KOTOPbIM MOXXHO 06paTUTbCS OA5 NOAYyYEeHUS AOMOAHUTENbHON NHGOPMALIMK O KNMHUYECKOM
nccnegoBaHuK, 1 NpaBax y4aCTHUKOB KJIMHMYECKOro nccnenoBaHna?noanyHKT "o" nyHkTa 52 Mpasun
Hagnexallen KIMHNYECKON NPaKTUKu

0 BO3MOXXHbIX 06CTOATENLCTBAX U (MN) MPUYNHAX, MO KOTOPbLIM yHacTue AnLa B KIIMHUYECKOM
nccnenoBaHUM MoOXeT BbITb MPeKpalLeHo?noANyHKT "n" nyHKTa 52 MNpaBun Haanexallen KNMHUYeCKowm
NPaKTUKN
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060 BCeX N3MEHEHUAX B OOKYMeHTaX N JaHHbIX KIMHNYeCKOro nccaeoBaHuma, Kacatolmxca ero y4actma B
KJIMHNYECKOM I/ICCJ'Ie)J,OBaHI/II/I?I'IyHKT 55 lMpaBun HagsieXxalen KInHNYeCcKomn MPakKTUKKN

4.193aunkcnpoBaH M hakT NPenoCcTaBAeHN YHaCTHUKY KIMHUYECKOro nccnenoBaHus un (uam) ero
3aKOHHOMY NPeACTaBUTENO BPEMEHN s MPUHATUS peLlleHns 06 y4acTum Uam oTKase oT y4acTus B
KJINHNYECKOM MCCNIeA0BaHUN Nepeq noayvyeHnem NHGOPMNPOBAHHOM0 cornacua?nyHKT 54 Mpasun
Hag/ieXallen KIMHNYECKON NPaKTUKn

4.2006ecneyvyeHo v NpeaocTaB/ieHNE YHACTHUKY KIMHUYECKOr0 MCCNenoBaHns 1 (1in) ero 3akoHHOMY
npeacTaBUTeso MNOAMNMCAHHOMO U AAaTUPOBAHHOIO 3K3eMispa NHHOPMALMOHHOMO JIMCTKA NauneHTa
nepen BKJKOYEHNEM €r0 B KJIMHNYECKOEe UccnenoBaHne?nyHKT 55 MpaBuna Haanexallen KIMHNYeCcKon
NPaKTUKN

4.2106ecneyeHo v nognucaHne NHPOPMNPOBAHHOMO JIMCTKA MaLMeHTa KaXAblM y4aCTHUKOM
KJIMHNYECKOro nccnenoBaHns nnbo ero 3akOHHbIM NPeacTaBMTENEM A0 HaYvasla NPoBeAEHMNS Takoro
nccnepoBaHmMsa?yacTb 3 cTaTbn 43 61-03

NyHKTbI 4, 55 MpaBua Hagnexxawen KANHNYECKON MPaKTUKK

4.22B cnyyae yyacTusi B Ka4eCcTBe NauneHToB aeTeln obecneyeHo nn NoJiyyeHne NMCbMEHHOro Cornacmsa nx
poanTenen/ycelHoBUTENEN?4acTb 5 cTaTbn 43 61-03 ;
YyacTb 2 cTaTby 20 323-03

4.23Y4aCTHUKaMN KJIMHUYECKOro NCCIeA0BaHNSA He ABASAIOTCS /1M NaLUMeHTbl, OTHOCALLMECS K KaTeropmsam
rpaxkaaH, 0603Ha4eHHbIM YacTbto 6 cTaTby 43 61-P3 ?4acTb 6 cTaTbM 43 61-O3

4.240praHun3aTopy KJIMHMYECKOro nccaenoBaHmsa coobuiaeTcs v 060 BCeX CEPbE3HbIX HEXeNnaTebHbIX
peakuusix, 3a UCKJIIDYEHMEM TEX, KOTOPbIE B MPOTOKOJIE UK B BpoLutope onpeaesieHbl Kak He Tpebytouwne
HeMeJIEeHHOro coobLLeHNs B yCTaHOBJIEHHbIE MPOTOKOJIOM CPOKU?NYHKT 56 MpaBun Hagnexallen
KJINHNYECKOWM MPaKTUKK

4.2506ecneyeHo 1 npefoCcTaBAeHNE OPraHN3aTopy KANHUYECKOro NCccnefoBaHns nogpobHoro
MUCbMEHHOr0 OTHETa O CePbEe3HbIX HeXeNnaTesbHbIX peakunax?nyHKT 56 MpaBna Hagnexallen
KNMHNYeCcKomn NPaKTUKN

4.2606ecneyeHo v npefocTaBAeHME MO 3anNpoCcy OpraHn3aTopa KANHUYECKOro nccinenosanus, HaK,
MwuH3apaBa Poccum n (nnm) PocagpaBHaa3opa nobor AoNoJHUTENbHOM MHGOPMaLMM OTHOCUTENBHO Ciy4vas
CMepTM Yy4YaCTHMKA KJUHNYECKOro NCCNeSOBAHNS, B TOM YCSIe MPOTOKOJa BCKPLITUSA U MOCMEPTHOI0
3NUKPU3a?NyHKT 57 Mpasun Hagnexxallen KMMHNYeCKON NpakTuku

4.2706ecne4vyeHo N1 MHPOPMUPOBAHNE PYKOBOANTENS MEANLIMHCKON OpraHmn3aLmMm n opraHnsaTtopa
KJIMHUYECKOr0 UCCIe0BaHNA B CJly4ae BO3HUKHOBEHMSA OMACHOCTMW A5 XXU3HU, 340PpOBbS yYaCTHMKA
KJINHNYECKOro nccnenoBaHus, B Te4eHmne 24 yacoB?4actb 6 ctaTbn 40 61-93 ;

NyHKT 58 MpaBua Hagnexallen KIMHNYeCKON NpakTuKm

4.28B cnyvyae fOCPOYHOro NpeKkpaLleHns KIMHUYECKOro CCNeaoBaHNs UM ero NpuoCcTaHOBAEHNS
obecneyeHo M HesaMeaANNTENbHOE MH(POPMUPOBAHME UCCIedoBaTENEM U (MIN) MEANLVNHCKON
opraHVl3au,|/|e|7| Y4aCTHUKOB KJIMHNYECKOro nccnenoBaHmnd, npegoctasieHne nm HGOGXO,EI,VIMOFO
HabnogeHns N neveHna?NyHKT 58 MpaBua Hagaexallen KIMHNYECKOW MPaKTUKm

4.29B cnyyae [OCPOYHOro npekpaweHns KIMHNYeCKoro nccneoBaHns uam ero npuocTaHoBIeHNA
obecneyeHo M He3aMeaanTeNbHOE NHPOPMUPOBaHME NCCefoBaTeNeM 1 (Un) MeanLMHCKON
opraHu3auuen opraHmsatopa u HI3K ¢ npegocTtasnieHneM nogpobHOro NMCbMeHHOro 06bACHEHNA NPUYUH
NPUOCTaHOBNEHNS UK NMPEKpaLLEHNA KTNHNYECKOr0 NCCeoBaHNA?NYHKT 58 MpaBun Hagnexallen
KJINHNYECKOW MPaKTUKK
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4.3006ecne4yeHo v NOSHOE U OOCTOBEPHOE BefeHne Bcex 6e3 NCKYEHNS JOKYMEHTOB KJINHUYECKOr 0o
nccnenoBaHnA?nyHKT 59 Mpasua Hagnexallen KIMHUYeCKOn NpakTUKK

4.3106ecneyeHo M XpaHeHne NOKYMEHTOB KJMHUYECKOr0 NCCeAoBaHna?NyHKT 60 MpaBua Haanexallei
KJIMHNYECKON NPaKTUKK

4.32ViccnepoBaTtesib MPOMHGOPMUPOBaAS N PYKOBOAMTENS MELNLMHCKON OpraHn3aLmMm 0 3aBepLUEHN
KJMHWNYECKOro UCCNefoBaHnA?NyHKT 61 MNpaBun Hagnexxaten KIMHUYECKON NPaKTUKK

4.33WccnenoBaTens NpeacTaBua M OpraHnM3aTopy nccnenosaHns u HOK noaroToBAeHHbIN UM B
COOTBETCTBMUM C MyHKTOM 9 lNpaBni Hagnexxallen KANHNYECKON MPakTUKN OTYET O 3aBepLUEeHnm
KJINHNYECKOro nccaenoBaHna?nyHKT 61 MpaBua Hagnexalen KAMHNYECKON NPakTUKK

4.3406ecneyqyeHo 1 NpoBeaeHNe KINHNUYECKOr0 NCCe0BaHNs IeKapCTBEHHOr0 NpenapaTa B
COOTBETCTBUM C [paBnnaMn Hagnexallen KNMHNYECKON NPakTuKK 1 TpeboBaHUAMUN 3aKOHOAaTENbCTBA
Poccninckon ®@enepaunmn B cpepe obpalleHns ekapCTBEHHbIX CPeacTB?4acTb 1 cTaTby 38, yacTb 12
cTtatbn 40 61-03 ;

NYHKT 45 Mpasun Hagnexxallen KNMHNYECKON NPakTuKu

4. Bua KOHTPOAbLHOIo (Hag30pHOr0) MEPONPUATHUS:

5. [laTa 3anonHeHns NpoBepoOYHOro JINCTa:

6. O6bekT rocyaapCTBEHHOr0 KOHTPOS (HaA30pa), B OTHOLLIEHUN KOTOPOro NpOBOAUTCSA KOHTPOJIbHOE
(Hag3o0pHOE) MeponpuaTne:

7. ®amMunns, NMS 1 0THECTBO (MPY HAIMYUKN) FPaXKAaHUHA UKW MHOUBMUAOYAJIbHOrO NpeanpuHUMaTEeNs, ero
NOEHTUDUKALNOHHBIA HOMEP HaoronaaTesblnKa 1 (MaKn) OCHOBHOWM FrOCYAapCTBEHHbIN PErNCTPaLMOHHbIN
HOMep MHOMBUAYAIbHOIO NpeanpuHMMaTenia, agpec pernctpaumy rpaXxgaHuHa uav MHANBMUAYyanbHOro
npegnpvHuMaTens, HaMMEHOBaHME OPULNYECKOr0 LA, €ro NAEHTURONKALNOHHLIN HOMEP
HasioronsaTenbLinKa 1 (M) OCHOBHOW rOCyAapCTBEHHbIN PErnCTPaLMOHHbIN HOMEp, aapec PUANYECKoro
nmua (ero mnamanos, NpeacTaBUTENbCTB, 060C06MEHHBIX CTPYKTYPHbIX MOAPa3AeNeHN), ABASIOLLMXCS
KOHTPOIMPYyEMbIMU INLLAMN:

8. MecTo (MecTa) NnpoBeAeHMa KOHTPOJIbHOIO (Ha430pHOIr0) MEPONPUATMSA C 3aN0JTHEHNEM MPOBEPOYHOI 0
JincTa:

9. PeKBM3UThI PeLlEHNSt KOHTPOJILHOIO (HaZ30pPHOM0) OpraHa O NPOBEEHNN KOHTPOJILHOMO (Ha[30PHOM0)
MeponpusaTns, MOAMUCAHHOMO YNONHOMOYEHHbIM [OJXKHOCTHBIM JIMLLOM KOHTPOJIbHOMO (Ha30PHOr0)
opraHa:

10. Y4eTHbI HOMEpP KOHTPOILHOIO (HaA30pPHOr0) MEPONPUATUS:

11. Jo/mMKHOCTb, DaMuans n NHULMaNbI O/KHOCTHOrO M@ KOHTPOJIbHOIO (HaA30pHOr0) OpraHa, B
LOMKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C MOJIOXKEHNEM O BUAE KOHTPOJA, OOJKHOCTHbLIM
pernamMeHToM Uan SOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHNE MONHOMOYNIA MO BUAY KOHTPOAS, B
TOM Yucsie NpoBefeHNEe KOHTPOJIbHbIX (HaA430PHbLIX) MeponpusaTUA, NPOBOASALLEr0 KOHTPObHOE
(Hapa30pHOE) MeponpuATME 1 3aNOHAIOLLEr0 MPOBEPOYHbIN JINCT:

12. NMoanucu foMKHOCTHBIX UL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYIOLMX B MPOBEAEHNN
KOHTPOJIbHOrO (HaZ30pHOIr0) MeponpuaTmns:
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(BOMKHOCTHK, haMUIN N NHUL AN bI)
13. NMoanucb pyKoBOAUTENS FPYNMbl LOHKHOCTHBIX JIML, KOHTPOJLHOIO (HaA430pHOM0) OpraHa, y4acTBYLWMX
B NpoBeAEeHUN KOHTPOJIbHOr0 (Haf30pHOr0) MeponpuaTus:

(BOKHOCTL, haMuAns N NHULMaNbI)
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