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 1185 - 07 19.02.2022 - ®epepancHan ciyxba no Haasopy B chepe 34paBoOOXpPaHEHNS + YTpaTua cuiy

OEOEPAJIbHAS CNYXKBA MO HAL30PY B COEPE 3[IPABOOXPAHEHUA
MPUKA3
MOCKBA

19 cpespans 2022 r. Ne 1185

06 yTBepxxaeHnn hopM MPOBEPOYHLIX IMCTOB (CMNCKOB KOHTPOJIbHBIX BOMPOCOB, OTBETLI Ha KOTOpPbLIE
CBUAETENbCTBYIOT 0 CObA0AEHNN NAK HeCOBOAEHNN KOHTPOJIMPYEMbIM NNLOM 00653aTeNbHbIX
TpeboBaHuin), ncnosiblyembix PegepansHoi cnyxb6oi no Hag3opy B chepe 34paBOOXPaHEHUS 1 ee
TeppuTopuasbHbIMI OpraHaMu Npu oCyLLecTBaeHnn heaepanbHOro rocy4apCcTBEHHOr0 KOHTPOIA
(Hap3opa) B cchepe obpalleHns NeKapCTBEHHbIX CPENCTB

3aperncTtpupoBaH MuHtocTom Poccun 25 despans 2022 r.
PernctpaunoHHbin Ne 67499

B cooTBeTCTBUN C YacTblo 1 cTaTbn 53 GenepanbHoro 3akoHa oT 31 utona 2020 r. Ne 248-03 "0
rocyfapCTBEHHOM KOHTpoOe (HaA30pe) U MyHUUMNaabHOM KOHTpone B Poccunckon ®epepaunn’
(CobpaHue 3akoHogaTenbcTBa Poccuinckon ®epepaumm, 2020, Ne 31, cT. 5007), nyHkTOM 3 TpeboBaHui K
pa3paboTke, coaepxaHuto, 0bLecTBEHHOMY 06CYXXAEHMIO NMPOEKTOB (hOPM NMPOBEPOYHbIX JINCTOB,
YyTBEPXOEHMIO, MPUMEHEHMIO, aKTyasm3aLnm hopM NPOBEPOYHLIX IMCTOB, @ TakXe C/lydan 0643aTeNbHOro
NPYMEHEHNS MPOBEPOYHbIX TIMCTOB, YTBEPXKAEHHbIX NOCTaHOBNEHUeM MpaBuTenbCcTBa Poccunckon
®epepaumnm ot 27 okTabpsa 2021 r. Ne 1844 (CobpaHue 3akoHoaaTensCTBa Poccuinckon ®enepauun, 2021,
Ne 44, cT. 7443), v nyHKTOM 3 MM0N0XXEHNS 0 (hefepaibHOM rocy4apCTBEHHOM KOHTpoOe (Haa3ope) B cdepe
obpalleHns NeKapCTBEHHbIX CPEACTB, YTBEPXKAEHHOr0 NOCTaHOBNEHMEM [paBNTeNbCTBa Poccuinckom
®epepaumm ot 29 noHa 2021 r. Ne 1049 (CobpaHme 3akoHogaTenbCTBa Poccuinckon ®epepaumm, 2021, Ne
27, cT. 5427), npnKasbliBalo:

1. YTBepanTb NpunaraemMble hoOpMbl MPOBEPOYHBIX JINCTOB (CIMCKOB KOHTPOJIbHLIX BOMPOCOB, OTBETHI Ha
KOTOpble CBUAETENbCTBYIOT 0 COBOAEHUN NN HECOBNIOAEHUN KOHTPOANPYEMbIM NLLOM 0693aTesNbHbIX
TpeboBaHuin), ncnonb3yembix PegepanbHOn cyx60i Mo HaA30py B chepe 34paBOOXPAHEHNSA 1 ee
TeppuTopManbHbIMU OpraHaMm Npy oCyLLEeCTBAeHUY hefepalibHOro rocyJapCTBEHHOr0 KOHTPOIA
(Hap3o0pa) 3a obpallleHneM NeKapCTBEHHbIX CPeACTB:

1.1. dopMy NPOBEPOYHOr0 JIMCTa (CMUCKA KOHTPOJIbHBLIX BOMPOCOB, OTBEThI Ha KOTOPbLIE CBUAETENLCTBYIOT O
cobnoaeHnn nam HecobnoAeHNN KOHTPOINPYEMBIM NNLLIOM 06513aTenNbHbIX TpeboBaHWi), NCMNOJIb3YEMOro
depepansHOM Cy>x60 No Haa30py B Chepe 34paBOOXPAHEHMNS N ee TepPUTOPUabHEIMI OpraHaMun npu
OCyLLLeCTBJIEHUN (hefepasbHOro rocyaapCTBEHHO0 KOHTPOASA (Haa3opa) B chepe obpalleHns
NEKAPCTBEHHbIX CPEACTB (XpaHeHNEe NeKapCTBEHHbIX CPEACTB A5 MeANLMHCKOr0 NPUMEHEeHUNS)
(mpunoxeHwne 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. Mpu3HaTb yTpaTMBLWINM CUNy Npruka3 ®enepansHon Cny>xbbl N0 Hag30py B chepe 34paBoOXpaHeHUs OT 9
Hoabpsa 2017 r. Ne 9438 "O6 yTBEpXAEHUN (POPM MPOBEPOYHbLIX INCTOB (CMMCKOB KOHTPOJIbHbIX BOMPOCOB),
ncnonblyembix degepancHon cnyx60m No Haa3opy B chepe 34PaBOOXPAHEHNS U ee TEPPUTOPUASIbHBIMM
opraHamu rnpu NpoBefeHNIN NJAaHOBbLIX MPOBEPOK MpU OCYLLECTBAEHUN (hefepalibHOro rocy4apCTBEHHOMO
Hana3opa B cdhepe obpalleHns IeKapCTBEHHbIX CPeacTB" (3aperncTprupoBaH MUHUCTEPCTBOM OCTULUK
Poccuiickon ®epepaumm 25 aHeaps 2018 r., peructpaunoHHbIn Ne 49781).

PykoeoaunTtens A.B.Camoniosa
MpunoxeHune Ne 1

K Nnpuka3sy PegepasnbHON ciyx0bbl

no HaA3o0py B chepe 34paBoOOXPaHeHns
oT 19 dpeBpans 2022 r. Ne 1185

®opma
QR-kon

MpPOBEPOYHBbIA NNCT

(CMMCOK KOHTPOJIbHBLIX BOMPOCOB, OTBETHI HA KOTOPbIE CBUAETENLCTBYIOT 0 COBNOAEHUN U
Hecob1t0AeHUN KOHTPOIMPYEMBIM JIMLIOM 0053aTe/NbHbIX TPebOBaHMI), UCMONb3yeMblit DefepasibHoN
cnyx601 No Haf30py B chepe 34PaBOOXPAHEHNS U € TEPPUTOPMAIbHBIMU OpraHaMi NMpu OCyLLECTBIEHUN
(hefepasbHOro rocyjapCTBEHHOro KOHTPONA (Haa30pa) 3a obpalleHeM 1eKapCTBEHHbIX CPELCTB
(XpaHeHVe NeKapCTBEHHbIX CPEACTB A1 MeAULIMHCKOrO MPYMEHEHNS)

1. HaumeHoBaHWe BUAa KOHTPONS (HafA30pa), BKAOYEHHOIO B eAUHbIN peecTp BUAO0B helepasbHOro
rocyfapCTBEHHOIro KOHTPONSA (Hag3opa): efepanbHbIi roCyAapCTBEHHbIN KOHTPOb (Haf3op) B cdepe
obpalleHmns nekapCcTBEHHbIX CPeACTB.

2. HanMeHoBaHMe KOHTPOJIbHOr0 (HaA30pHOM0) opraHa 1 PeKBM3UTbl HOPMATUBHOIO MPaBOBOro akTa 06
yTBEPXLEHUW (hOPMbI MPOBEPOYHOI0 INCTA:

3. CNCOK KOHTPOJIbHbIX BOMPOCOB, OTPaXatoLWMX coaep>kaHne o0bs3aTenbHbIX TpeboBaHWI, OTBETHI Ha
KOTOpble CBUAETENLCTBYIOT O COBMOAEHNN NN HECOBNIIOAEHNN KOHTPOMPYEMBIM NINLLOM 06513aTeNbHbIX
TpeboBaHWiA:

Ne n/n

CnnCoK KOHTPOJIbHBIX BOMPOCOB, OTPaXkaloLmx cogep)xaHue obsasaTenbHbix TpeboBaHUn

PeKBM3MTbl HOPMATUBHLIX MPABOBbLIX aKTOB C YKa3aHWEM UX CTPYKTYPHbIX eANHNL, KOTOPbIMW YCTaHOBJIEHSI
obs3aTenbHble TpeboBaHMS

OTBeThI Ha BOMpoCHl, coaepxalumecs B CrMcke KOHTPOJIbHbIX BOMPOCOB

MNpumevaHmne

OopraHu3auns onToBOW TOProB/N N€KAPCTBEHHbIMU CPpeACcTBaMM 419 MeANLUHCKOro MpMMEeHeHNs
anTeyHas opraHn3auns Kak CTPYKTYpPHOE nogpa3feneHme MeaUUNHCKOM OpraHn3aunm
MeOULUHCKME opraHu3aumm n nx obocobneHHble nogpasaeneHus (ambynatopun, penbaliepckme un
dhenballepcko-aKyLlepckne NyHKThI, LeHTPbI (0TaeneHus) obuien BpadyedbHon (CeMeNHON) NPaKTUKK),
PacnosoXXeHHbIe B CENIbCKMUX HAaCeIeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aLmm

ocyuwlecTeadowmne po3HNYHYO TOProBJ1tl0 IEKAPCTBEHHBIMW MNMpenapaTaMn Ana MEANLUNHCKOIO NPUMEHEHNA:
anTe4yHasa opraHmM3sauua

VHAUBMAYaNbHbIA NpeanpuHUMaTeb
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o0bocobneHHble Noapa3zaeneHns (ambynatopum, denbaliepckne n Genballepcko-akyLepckne nyHKThbI,
LeHTpbl (oTaeneHmns) obwen BpayebHoON (CeMeNnHON) NPaKTUKK)

na

HeT

HenpUMeHNMo

ha

HeT

HenpuMeHnMo

na

HeT

HenpMMeHnMo

®epepanbHbIN 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "06 obpalueHun nekapcTBeHHbIX cpeacTs" (CobpaHune
3aKoHogaTenbcTBa Poccminckonm ®epepaunn, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 4188) (panee - 61-93);
MpaBuna Hagnexalen NPaKTUKN XPaHEHNS U MEPEBO3KMW JIEKAPCTBEHHLIX NPenapaToB A5 MeAULMHCKOro
NPUMEHEHUS, YTBEPXXAEHHbIe NPYKa3oM MUHUCTEPCTBa 34paBooxpaHeHmns Poccuinckon depepauun ot 31
aBrycta 2016 r. Ne 646H (3apernctpmpoBaH MnHucTepcTBom tocTuumum Poccunckon depepaunn 9 sHeaps
2017 r., pernctpaumoHHbin Ne 45112) (nanee - MNpaBuna Hagnexalen NpakTUKK XpaHeHus); MNpaBuna
Hagaexxallen anTe4YHoN NPaKTMUKN IeKapCTBEHHbIX NMpenapaToB 419 MeANLUHCKOro MPpMMEHeHNS,
yTBEPXAEHHbIE NPUKa3oM MUHUCTEPCTBa 34paBooxpaHeHuns Poccuinckon ®epepaumm ot 31 aBrycta 2016
r. Ne 647H (3apernctpupoBaH MMHUCTEPCTBOM 0CTULMK Poccuinckon ®epepaunn 9 sHeapsa 2017 r.,
perncTpaumnoHHbin Ne 45113) (ganee - NpaBuna Hagnexallen anTe4yHoM NpakTuKK); NpaBuia xpaHeHus
JleKapCTBEHHbIX CPEACTB, YTBEPXAEHHbIe Npuka3oM MUHMUCTEPCTBa 34PaBOOXPaAHEHNS 1 COLMANbHOIO
pa3suTns Poccuinckon ®egepauum ot 23 aBrycta 2010 r. Ne 706H (3apernctpnpoBaH MMHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 4 oktabpa 2010 r., pernctpaumoHHbin Ne 18608) ¢ uaMeHeHMsAMM,
BHECEHHbIMW NPKa3oM MUHNCTEePCTBA 34PaBOOXPaHEHNS N COLMANBbHOIO pa3BUTUSA POCCUINCKON
®epepaunm ot 28 aekabps 2010 r. Ne 1221H (3apeructpnpoBaH MUHNCTEPCTBOM OCTULIMM POCCUIACKON
®epepaumnmn 4 hespans 2011 r., peructpaunoHHbin Ne 19703) (manee - MpasBuaa xpaHeHuns); PeweHne
CoBeTa EBpa3ninckon 3KOHOMMYECKOoW KoMmuccum oT 3 Hosibpst 2016 r. Ne 80 "06 yTBepxaeHuu Mpasun
HaZnexallen AMcTpubbioTOPCKOM NPaKTUKK B paMKax EBPa3nMncKoro 3KOHOMMYECKOro coto3a”
(ohpmumanbHbI canT EBPa3MNCKOro 3KOHOMUYECKOro coto3a http://www.eaeunion.org/, 21 Hos6ps 2016 r.)
(nanee - MNpaBuna Hagnexawen AUCTPUOLIOTOPCKON NPaKTUKN)

1.YTBepxxaeHa nn pykosogutenem cybbekTa obpalleHns NeKapCTBEHHbIX CPEACTB CMCTEMa KavecTBa?
NyHKTbI 3, 4 NpaBW HagneXXallen NpakTUKN XpaHeHns; NyHkTol 3, 7, 8, 9, 11, 59 - 66, 67 MNpaBun
HaZfiexxallen anTe4yHon NpakTuKy; NyHKTb 6, 10 - 15 MpaBun Hagnexawen ANCTpMOLIOTOPCKON NPaKTUKN

2.Ha3HayeHo nu pykoBoaunTenem cybbekTa obpalleHns nekapCTBEHHbIX CPeACTB NNLO, OTBETCTBEHHOE 3a
BHeZpeHune n obecneyeHne cMcTeMbl KayecTsa?

NyHKT 5 MNpaBun Hagnexallen NpakTUKN XpaHeHns; NyHKTbl 6, 10 MNpaBun Hagnexallen anTeyHon
NPaKTUKuY;

NyHKTbI 8, 17 - 21 MpaBun Hagnexxallen aucTpnbbloTOPCKON NPaKTUKK

3.MimeeTca M OOKYMeHTaumMsa CUCTeMbl Ka4yecTBa, B TOM Y1C/e CTaHAapTHbIe onepaLyVoHHble npoLeaypbl
(nanee - COM)?

NyHKTbI 3, 41 MNpaBua Hagnexxalen npakTUKN XpaHeHus; NyHkTol 4, 5, 37, 39, 40, 68 MNpaBun Hagnexxallen
anTeYHON NPaKTUKK;

NyHKTbI 7, 38, 52, 53 MpaBun Hagnexallen ancTpmubbloTOPCKON NPaKTUKN

4.TIOHATHO NN colep)KaHMe OOKYMEHTOB, OAHO3HA4YHO, HE AOMYCKAET ABYCMbIC/IEHHbIX TOJIKOBAHWNA?
NyHKT 41 MpaBun HagfiexXalen NpakTUKN XpaHeHus; NyHKT 55 MpaBun Hagnexalwen aucTpubbloTOPCKON
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NpPaKTnKM

5.MepecMaTpuBaloTCs v PEryASPHO U NOALEPKMBAIOTCS B aKTyaslbHOM COCTOSIHUM AOKYMEHTbI?
NyHKT 60 MpaBun Hagnexallen ANCTPUOLIOTOPCKON NPaKTUKK

6.CoxXpaHSATCA M 3anNnCK, OTHOCALLMECS K BbINMOJIHEHWIO BCEX AENCTBUIA, KAacalLMXCA NOJYHEHHON MK
NOCTaB/IEHHON NPOAYKLMN, @ TaKXXe 3anuncu no okasaHunto 6poKepCcKkux ycayr (Hanpumep, 3asBKK, CHETa,
TOBapHble HaKNagHbIE) Nan Apyrue 3anncy B 31eKTPOHHOM BUAE WK MHOW hopme?

NyHKT 61 MpaBua Hagnexalen guCTpmbbIOTOPCKON NPaKTUKN

7.MmeloTCa Nn yTBEPXKAEHHbIE, NOANNCaHHbIE N AAaTUPOBAHHbLIE OTBETCTBEHHbLIM IMLOM NPOLEAypbI?
NyHKT 56 MpaBua Hagnexawen oUCTpmObIOTOPCKON NPaKTUKK

8.MetoTCa N yTBEPXKAEHHAs, NoANNCAaHHAs U AaTUPOBaHHasA OOKYMeHTauns?
NYyHKT 56 MpaBna Hagnexalen gUcCTpmbbIOTOPCKON NPaKTUKK

9.[laTnpoBaHbl NN U NOAMNNCAHbLI UCMPaBiieHNs, BHECEHHbIE B JOKYMEHTaLuo?
NyHKT 57 MpaBun Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

10.BHeceHbl 1 ncnpasnieHns Takum 06pa3omM, 4Tobbl COXpaHAnacb BO3IMOXXHOCTb MPOYTEHNS
nepBoOHaYanNbHbIX 3anncen?
NyHKT 57 MpaBun Hagnexxallen gucTpnbbuIOTOPCKON NPaKTUKK

11.03HakoMeH S NepcoHan C JOKYMEHTaMM Mo XpaHeHUIo 1 (MnKn) nepeBo3Ke JIeKapCTBEHHbIX
npenapaToB, ONNCbIBAOLLMMUN AENCTBUS, BbINOSHAEMblE CYyObEKTOM 0b6paLleHns NEKAPCTBEHHbIX
npenapaToB, HanpaBaeHHble Ha cobnoaeHne TpeboBaHWA?

NYHKT 43 Mpasua Hagnexxallen NnpakTUKN XpaHeHus;

NYHKT 12 MpaBun Hagfaexalen anTe4yHon NPaKkTUKK

12.0npepeneHa M OTBETCTBEHHOCTb paboTHNKOB CybbekTa obpalleHns NnekapCTBEHHbIX MpenapaTos 3a
HapyweHwne COIM?
NoANYHKT "6" nyHKTa 4 MpaBuni Hagnexalen NpakTUKN XpaHeHUs

13.3aKk/Il04€eH /i1 B fOrOBOPE, N0 KOTOPOMY OCYLLECTBASETCS nepefada AedaTeNbHOCTU Ha @y TCOPCUHT C
yKa3aHunem 06g3aHHOCTEN KaX 10 U3 CTOPOH, Nopsiiika OeACTBUIA U OTBETCTBEHHOCTU CTOPOH?

NYHKT 6 MNpaBui Hagexallen NPakTUKN XpaHeHuns;

NyHKT 12 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK;

nyHKTbl 110 - 112 MpaBun Hagnexalen oucTpmbbloTOPCKON NPaKTUKN

14 WcnonHseT nn oba3aTeNbCTBa N0 AOFOBOPY ayTCOPCUHIa KBANUPULUPOBAHHLIA NepCoHan?
NyHKT 6 MpaBuna Hagexallen NPakTUKN XpaHeHns;
NyHKT 113 MpaBun Hagnexawen ANCTpMbLI0TOPCKON NPaKTUKN

15./imetoTCs M NOMeLLeHUs, KOTopble He0bX0AMMbl AN UCNOAHEHWA 06593aTeNbLCTB MO 4OroBOpY
ayTCOPCUHTra (0HO 13 YC/IOBMIA OOrOBOpPa ayTCOPCUHIa) B COOTBETCTBUM € TpeboBaHmamu MpaBun
Hagnexxallen NpakTUKN XpaHeHna?

NyHKT 6 MpaBuna Hagexallen NPakTUKN XpaHeHns;

nyHKT 113 MpaBun Hagnexalen GUCTPUOLIOTOPCKON NPaKTUKIK

16.MmeeTcs nn obopynoBaHMe, KOTOPOe HeOBX0AMMO ANA NCMONHEHNS 0653aTeNbCTB N0 4Or0BOPY
ayTCOpCUHra (04HO M3 YCI0BUIA AOroBOpa ayTCOPCUHIa) B COOTBETCTBMUM C TpeboBaHusAMM Mpasun
Hagnexallen NpakTUKN XpaHeHna?

NYHKT 6 MNpaBun Hagnexallen NPakTUKN XpaHeHus;

NyHKT 113 MpaBun Hagnexalen GUCTPUOLIOTOPCKON NPaKTUKK
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17.0cBeoMnseTcs M LOKYMEHTaIbHO CMOAHUTEb NO AOFOBOPY ayTCOPCUHIa (04HO U3 YCI0BUIA
[lOroBOpa ayTCopCcuHra) 060 Bcex hakTopax, CBA3aHHbIX C JIEKAPCTBEHHLIMU NpenapaTaMu nan
AeATeNbHOCTbIO, NepefaBaeMon Ha ayTCOPCUHI, KOTOPbIE MOFYT NPeACTaBAaTb ONACHOCTL A4JiF ero
nomMeleHnin, obopynoBaHus, NnepcoHana?

NYyHKT 6 MpaBuna Hagexallen NPakTUKN XpaHeHuns;

NyHKTbl 115 - 116 MpaBun Hagnexalwen oucTpmbbloTOPCKON NPakTUKN

18.UmeeTcs nn y cybbekTa obpalleHns N1eKapCTBEHHbIX CPeACcTB HEOOX0AUMBIN NepcoHan?
NYHKT 7 MNpasun Hagnexallen NpakTUKN XpaHeHus;

NyHKT 12 MpaBun Hagexalwen anTe4yHon NPakTuKu;

NYyHKTbI 16, 22, 23 MNpaBun Hagnexawen AUCTPpMBbLI0TOPCKON NPaKTUKK

19.meeT nn nepcoHan HeobxoaMMy0 KBanngrKauno n onbiT paboTbl?
NyHKT 8 MNpaBui Hagexallen NPakTUKN XpaHeHuUs;
NyHKTbI 13, 16 MNpaBun Hagnexallen anTe4HoN NPaKTUKy

20.3aKkpenneHbl M B 4OSKHOCTHbIX MHCTPYKLNAX 0093aHHOCTM M OTBETCTBEHHOCTbL PaboTHNKOB CybbekTa
obpalLeHmnsa NeKapCTBEHHbIX NPenapaToB, B TOM Y/C/ie OTBETCTBEHHOI0 AnLa?

NyHKT 9 MNpaBna Hag/exallen NPakTUKN XpaHeHns;

NYHKT 24 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

21.MpoBOAATCA NN MOAMOTOBKN (MHCTPYKTaXu) NepcoHana B COOTBETCTBUY C MJAHOM-rpadnukom?
NyHKT 9 MNpaBna Hagexallen NPakTUKN XpaHeHns;

NyHKTbl 14, 15, 17 MNpasun Hagnexallen anTeqyHon NpakTuKK;

NYHKTbI 25 - 27 MNMpaBun Hagnexawen ANCTPpMObLI0TOPCKON NPaKTUKK

22.ApXMBUPYIOTCS JIM B COOTBETCTBMM C 3aKOHOAATeIbCcTBOM Poccuitckon ®epepaumm 06 apxvBHoOM aene
LOKYMEHTbI 0 MPOBEAEHNN NOArOTOBKU (MHCTPYKTaxa) nepcoHana?
NyHKTbI 9, 10 NpaBun Hagnexalen NpakTUKM XpaHeHNs

23.MmeeT nn cybbekT obpalleHuns 1eKapCTBEHHbIX MpenapaToB NMoMeLLeHNa A8 OCYLLEeCTBIEHNS
LeATeNIbHOCTU MO XpaHeHMIo JleKapCTBEHHbIX NpernapaTos?

NyHKT 11 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NyHKT 18 MpaBua Hagnexalen anTeyHon NpakTuky;

NYyHKTbI 29 - 31 MNpaBun Hagnexalen ANCTPMOLIOTOPCKON NPaKTUKY

24.06ecneyeHa /in BO3MOXHOCTbL HecnpenaTCcTBEHHOro BX04a W BbIX04a A5 JNL, C OrPaHUYEeHHbIMU
BO3MOXHOCTAMM UJIN BO3MOXXHOCTb Bbi30Ba (hapMaLleBTUYecKoro paboTHKKa (B ciyyae, ecau
KOHCTPYKTMBHAsA 0COOEHHOCTb 34aHUsi He MO3BOJISET) A5t 06CAYKMBAHNS YKa3aHHbIX JILL B COOTBETCTBUN
C TpeboBaHNAMN 3aKOHOJATENbCTBA O 3alUTE UHBANUO0B?

NyHKT 21 MpaBua Hagexallen anTe4yHon NPakTuKn

25./MimeeTca nn BbiBECKa (yKa3aTesb) C yKa3aHMeM BCex HeobX04MMbIX PEKBU3NTOB?
NYHKT 22 MpaBui Hagnexallen anTeyHom NpakTukm

26./meeTca nn obopynoBaHme (B XOpPOLIEM COCTOAHUM 1 YUCTOE), NpUHaanexallee cybbekTy obpalueHuns
NeKapCTBEHHbIX CPEACTB Ha NpaBe COBCTBEHHOCTU WU Ha MHOM 3aKOHHOM OCHOBaHWUW?

NyHKT 11 MMpaBui Hagnexallen NnpakTuKyY xpaHeHus; n. 4 NpaBua XxpaHeHUs lekapCTBEHHbIX CPeaCTB;
NyHKTbI 18, 30 MNpaBun Hagnexallen anTe4YHoN NPaKTUKK

27.06ecne4mnBaloT v NMOMELLEHNA A8 XpPaHEeHNA IeKapCTBEHHbIX NpenapaToB 6e3onacHoe pasfesibHoe
XpaHeHune 1 nepemMelleHne eKapCTBEeHHbIX NpenapaTos?
NyHKT 12 MpaBua Hagnexalen NpakTUKN XpaHeHNs;

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp. 6 n3 74



n. 2 MpaBuna XpaHeHNs NeKapCTBEHHbIX CPeACTB;
nNyHKT 20 MpaBua Hagnexallen anTeyHom NpakTuKmn

28./IMeeTCs nv 30Ha TOProBAN TOBapaMmn anTeYHOro acCopTMMeHTa ¢ obecneyeHneM MecT XpaHeHus, He
A0MnycKawLWwymM cBoboAHOro A0CTyMNa NoKyrnaTeNen K ToBapaM, OTNyCKaeMbiM B TOM YUC/IE MO peLenTy?
NYHKT 24 MpaBua Haanexallen anTe4YHon NpakTuKK

29.06ecneyeHo nn pykooauTenemM cybbekTa obpallleHns NeKapCTBEHHbIX CPEACTB, UMEOLWUM JINLLEH3MIO
Ha (hapMaLeBTUYECKYI0 AeATENbHOCTb, HaJlnyne MUHUMabHOr0 acCopTUMeHTa?
NyHKT 38 MpaBua Hagnexxallen anTevyHou NPaKTUKM

30.MmeeTca nn 30Ha pa3fesbHOr0 XpaHeHUa ogexxabl paboTHMKOB?
NYHKT 24 MMpaBui Hagnexallen anTeyHom NpakTuKm

31.0npeneneHsl v pykosogutenem cybbekTa obpalleHnsa nekapCTBEHHbIX CPEACTB UHbIE 30HbI U (1n)
MOMeLLeHNs B COCTaBe MOMELLEHNIA CybbeKTa PO3HNYHOM TOProBam?
NYHKT 25 MpaBua Hagnexallen anTeyHom NpakTuKm

32.CocTaBnseT v naowanb NOMeLLeHNN, HE0OX0AMMbIX A5 OCYLLECTBAEHNS OEATENbHOCTM MO XPaHEHMIO
JIeKapCTBEHHbIX NnpenapaToBs, He MmeHee 150 KB. MeTpoB?

NyHKT 13 MpaBun Hagfexalen NPakTUKM XpaHeHus; NnyHKT 23.1 MpaBua XpaHeHUs JIeKapCTBEHHbIX
cpencTs

33.Co0TBETCTBYET JIM MIOLWAAb MOMELLEHWNA, HEOBXOAUMBIX A5 OCYLLECTBAEHNS AEATENbHOCTYN N0
XPaHEHUIO IeEKapCTBEHHbIX NPenapaToB, 06beMY XpaHMMbIX JIeKaPCTBEHHbIX MpenapaTos?
NyHKT 13 MpaBun Hagfexxalen NPakTUKN XpaHeHUs

34.MetoTCs I NOMeLLLeHNa AN XpaHEeHNS OrHeONaCHbIX U B3PbIBOOMACHbLIX JIEKAPCTBEHHbIX CPeacTB?
NYHKT 13 MpaBua XpaHEeHNS NeKAPCTBEHHbIX CPeACTB; NYHKT 32 MpaBun Hagnexallen ancTpubbioTopCcKom
NpaKkTUKK

35.COOTBeTCTByIOT nn noMelleHna ona XxpaHeHnsa orHeonacCHbIX U B3PbIBOOMACHbIX IeKapCTBEHHbIX
cpencTs?
NYHKTbI 14 - 21 MpaBun XpaHeHNa NeKapCTBEHHbIX CPeACTB

36.CoO0TBETCTBYIOT /I XpaHeHWe OrHeonacCHbIX U B3PbIBOOMACHbLIX IEKAPCTBEHHbIX CPecTB?
NyHKT 51 Mpasun Hagnexxallen NpakTUKY XpaHeHus; NyHKTbl 15, 19, 20, 21 MNpaBun xpaHeHus
NleKapCTBEHHbIX CpeacTB

37.UmeeTcq nm 0603HaYeHHAs 30Ha WK OTAENbHOE NOMELLEeHNE AN NPUEMKMN NEeKapPCTBEHHbIX
npenapaTos?

NyHKTbl 14, 15, 16 MNpaBun Hagnexallen NpakTUKN XpaHeHus;

NYyHKT 23.1 MNpaBua XpaHeHUs NeKapCTBEHHbIX CPeACTB;

NYHKT 24 MpaBui Hagnexallen anTeyHon NpakTukK; NyHKT 33 MNpaBun Hagnexallen aucTpubboToOpCKon
NPaKTUKK

38.06ecneyeHa nn B 30He NPUEMKM 3aLUMTa OT BO3LENCTBUSA MOrOLHbIX YCI0BUN?
NyHKT 33 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

39.06ecnevyeHa i1 B 30HE OTIPY3KM 3aLlMTa OT BO3AENCTBUA NOrOAHbIX YC/IOBMIA?
NyHKT 33 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

40.MpenycMoTpeHa N B 30HE NMPUEMKN O4YUCTKA Tapbl?
NyHKT 33 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

41.VmeeTca N 0603HaYeHHas 30Ha UKW OTAE/IbHOE MOMeLLeHne SKcnegnLmm?
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NyHKTbI 14, 16 MNpaBua Hagnexxawen npakTUKN XpaHeHns; NyHKT 23.1 MNpaBun XpaHeHNS NeKapCTBEHHbIX
CpencTs;
NyHKT 33 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

42.meeTca nn 0b603HavYeHHas 30Ha UK OTAENbHOE MOMELLLEHNE OCHOBHOMO XPaHEHNS IeKapCTBEHHbIX
npenapaTos?

NyHKTbI 14, 16 MNpaBua Haanexxalen npakTUKN XpaHeHuns;

NYyHKT 23.1 MpaBnn XpaHeHUs NeKapCTBEHHbIX CPEACTB

43.metoTca 1 0603HaYEHHbIE 30HbI MW OTAE/bHbIE MOMELLEHUS XPaHEHUS IeKapCTBEHHLIX NPenapaTos,
Tpebyowunx cneunanbHbIX YCA0BUA?

NyHKTbl 14, 15, 16 MNpaBun Hapnexallen NpakTUKN XpaHeHus;

NyHKT 23.1 MpaBun XpaHeHNa NeKapCTBEHHbIX CPeaCcTB

44 . metoTca nn 0603HaYEHHbIE 30HbI MW OTAE/bHbIE MOMELLEHUS AN XPaHEHUS BbISIBIEHHbIX
hanbCMULNPOBaHHBIX, He[0BPOKAYeCTBEHHbIX, KOHTPA(AKTHbIX JIEKAPCTBEHHbIX MPEnapaToB, a Takxe
JIeKapCTBEHHbIX NpenapaToB C UCTEKLIUM CPOKOM rogHOCTU?

NyHKTbl 14, 15, 16 MNpaBun Hagnexallen NpakTUKN XpaHeHus;

MYHKT;

NyHKTbI 32, 81 MpaBun Hagnexalen GUCTPUObLIOTOPCKON NPaKTUKN

45/meeTca nn 0bo3HaveHHas 30Ha UK OTAENbHOE NoMelleHne, obecneynBatowme Tpebyembie ycnoBms
XPaHEeHUs IeKapCTBEHHbIX NPenapaTos, 41 KAPaHTUHHOIMO XpaHeHNs IeKapCTBEHHbIX NpenapaTos?
NyHKTbl 14, 15, 16 MNpaBun Hagnexallen NpakTUKN XpaHeHus

46.MImeeTCa M B NOMELLEHUAX U 30HaX, NCMONb3yeMbIX 419 XPaHEHUA JIeKapCTBEHHbIX NpenapaTos,
ocBelleHune?

NyHKT 17 MpaBui Hagnexallen NpakTUKN XpaHeHs;

NYHKT 28 MpaBua anTe4HON NPakTUKK

47.imeeTca v BaAnAMpoBaHHasa CUCTEMA, 3aMeHALLANA pa3feneHne 30H XpaHeHus, B TOM Yyucne
NoCcpeaCcTBOM 3/1eEKTPOHHON 06paboTKM AaHHbLIX?

NyHKT 18 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NyHKT 32 MpaBua Hagnexxallen gucTpnbbIoTOPCKON NPaKTUKK

48.06ecneynBaeT M CMCTEMA, 3aMeHAOLLAaa pa3feneHne 30H XxpaHeHus, TpebyemMblin ypoBeHb
6e3onacHocTn?

NyHKT 18 MpaBui Hagnexalen NpakTUKN XpaHeHNS;

NYyHKT 32 MpaBun Hagnexxallen aucTpnbbI0TOPCKON NPaKTUKK

49./metoTCa M aAMUHUCTPATUBHO-OLITOBbLIE MOMELLEHNS, OTAE/IEHHbIE OT 30H XPaHEHNS JIeKapCTBEHHbIX
npenapaTos?

NyHKT 19 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NyHKT 37 MpaBun Hagnexxallen gucTpnbbIOTOPCKON NPaKTUKK

50.XpaHATCca M B NOMeLLLeHMAX 415 XpaHeHWs JIeKapCTBeHHbIX NpenapaToBs NnuLleBble NpoayKThl,
TabayHble N3Oenusi, HaMMTKK, a TakXXe JIEKaPCTBEHHbIE NpenapaThl, MpefHa3Ha4YeHHble 419 JTNYHOTO
NCNoJsib30BaHMA paboTHUKaMK cybbekTa obpalleHns NekapCTBEHHbIX NpenapaTos?

NyHKT 20 Mpasun Hagnexxallen NnpakTUKN XpaHeHus;

NyHKTbI 37, 76 MpaBun Hagnexalen GUCTPUObLIOTOPCKON NPaKTUKN

51.MoanepXXMBalOTCs N B MOMELLEHUSAX 1 (MK) 30HaX TeMMepPaTypPHbIE PEXNMbI XPaHEHNS 1N BNIaXKHOCTb,
COOTBETCTBYIOLME YCIOBUSM XPaHEHUS, YKa3aHHbIM B HOPMATWUBHOWM AOKYMEHTALMI, COCTABASIOLLEN
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perncTpaLmoHHoe [oCbe JIeKapCTBEHHOMO NpenapaTa, MHCTPYKLUM N0 MeAULNHCKOMY MPUMEHEHNIO
JleKapCTBEHHOr0 npenapaTa ¥ Ha ynakoBKe JIeKapCTBEeHHOro npenapata?

NyHKT 21 MpaBua Hagnexalen NnpakTuKn XxpaHeHus; n. 3 MNpaBua XpaHeHNS NeKapCTBEHHbIX CPeACTB;
NYHKT 76 MpaBun Hagnexxallen gucTpnbuIoTOPCKON NPaKTUKK

52.0cylwecTBseTCs i M3ydYeHne pacnpefeneHns TemnepaTypsl (fLasee - TeMnepaTypHOe KapTupoBaHue)
B NOMeLLeHnaxX (30Hax), NCNosb3yeMblX 15 XpaHEHNS JIeKapCTBEHHbIX NpenapaTos?

NYHKT 22 MpaBui Hagnexallen NpakTUKN XpaHeHs;

NyHKT 39 Mpasun Hagnexxallen oucTpnbbLIOTOPCKON NPaKTUKK

53.Pa3melleHo v obopyaoBaHue A9 KOHTPOS TeMnepaTypbl B MOMELLEHUSAX (30HaX) B COOTBETCTBUM C
pesysbTaTaMmy TeMnepaTypHOro KapTUpPoBaHUS, Ha OCHOBaHMM NPOBEAEHHOIr0 aHan3a n OLLeHKN PUCKOB?
NYHKT 22 MpaBui Hagnexalen NpakTUKN XpaHeHns;

NyHKT 39 MpaBun Hagnexxallen gucTpnbbLIOTOPCKON NPaKTUKK

54.MoBTOpseTCS I TeMNepaTypHOe KapTUPOBaHMe B COOTBETCTBUNY C pe3yibTaTaMu aHasi3a 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.PerncTpupytoTcsa am pesynbTaThl TEMNEPaTYPHOro KapTUPOBaHUA B CrieLmnasibHOM XYypHane (kapTe)
permcrpaumm Ha byma)kHOM HoCUTene u (1n) B SNEKTPOHHOM BUAE €)KeLHEBHO, B TOM Y/C/1Ee B BbIXOAHbIE
N Npa3gHUYHbIE OHKU?

NYyHKT 23 MpaBua Hagnexalen NpakTUKN XpaHeHus; NyHKT 7 MpaBua XpaHeHNS NeKapCTBEHHbIX CPeACTB

56.XpaHnTCs 1 XypHan (KapTa) peructpaumm B Te4eHne aByx net?
NYHKT 23 MMpaBui Hagnexallen NnpakTUKy XxpaHeHus; NyHKT 7 MpaBuia XpaHeHUs NeKapCTBEHHbIX CPeACTB

57.YTBepXXAeH I KOMMJIEKC Mep, HarpasJ/ieHHbIX Ha MUHUMM3aLMIO PUCKa KOHTaMUHaLUY MaTepuasios Uin
NleKapCTBEHHbIX MpenapaTos, Npu ycoBun cobniofeHns 3almnTbl OT BO3AENCTBNA (DakTOPOB BHELLIHEN
cpenbl?

NYHKT 24 MpaBua Hagnexallen NpakTUKn XpaHeHuns

58.MpoBoaunTcsa nu ybopka NnoMeLeHni (30H) 419 XpaHeHWS IeKapCTBEHHbIX MPenapaToB B COOTBETCTBUM C
COMamn?

NyHKT 25 MpaBun Hagfexalen NPakTUKN XpaHeHUs;

NyHKT 35 MpaBun Hagnexxallen gucTpnbbLIOTOPCKON NPaKTUKK

59.[lonyckaeT nnM oTAeNKa NOMeLLeHUA (BHYTPEeHHE NOBEPXHOCTY CTEH, MOTOJIKOB) A1 XpaHEeHMS
JleKapCTBEHHbIX NMpenapaToB BO3MOXXHOCTb NMPOBEAEHNSA BIaXXHOW Y6opKun?

NYyHKT 25 MpaBui Hagnexallen NpakTUKKU XpaHeHs;

NYHKT 6 NpaBun XpaHeHNa NeKapCTBEHHbIX CPeACTB;

NYHKT 23 MMpaBui Hagnexallen anTeyHom NpakTuKm

60.06ecneymBaeT M yCTaHOBKa 060pya0BaHNSA 019 XPAaHEHNUS NIeKapCTBEHHbLIX CPEACTB B MOMELLEHMAX
LOCTYMHOCTb ANS NPOBeAeHNs yoopkun?

nNyHKT 10 MpaBwi XpaHeHNs NeKapCTBEHHbIX CPELCTB;

NyHKTbI 19, 31 MNpaBun Hagnexallen anTe4YHoN NPaKTUKK

61./iMmeeTca nu oToeNbHasA 30Ha (MOMeLleHNe, WKadbl) AN XpaHeHUs 0bopya0BaHUS, MHBEHTapS U
MaTepranoB Ana ybopku (04MCTKM), @ TakKe MOIOLWMX N AE3NHDULNPYIOLLNX CPeACcTB?
NyHKT 25 MpaBua Hagnexallen NpakTUKn XpaHeHuns
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62.06ecnedyeHa /i 3aLMTa NOMELLEHUA AN XPAaHEHUS JIeKapCTBEHHbIX MpenapaToB OT MPOHNKHOBEHWS
HaCEeKOMbIX, FPbI3yHOB WUN APYTUX XXUBOTHbLIX?

NYHKT 26 MpaBua Hagnexalen NpakTUKN XpaHeHNS;

NYHKT 27 MpaBui anTe4yHoN NpakTUKK;

NyHKT 36 MpaBun Hagnexxallen aucTprbbIOTOPCKON NPaKTUKK

63.MpenycMoOTPeHO N pa3aeseHne NOTOKOB NepeMeLLEeHNs IeKapCTBEHHbIX NpenapaTos (C MOMeHTa
nocTynaeHna 0o MOMeHTa OTNPaBKK CO CKﬂa)J,a) Mexay rnoMeLwleHnamMm n (I/IJ'IVI) 30HaMW ONa XpaHeHUA
JleKapCTBEHHbIX NpenapaTos?

NYHKT 28 MpaBun Hagexalen NPakTUKN XpaHeHns

64.06ecneyeHbl 11 NOMELLEHNS AN XPaHEHUS NIeKapCTBEHHbLIX CPeACTB CTeNNa)kaMu, LKadamu,
noagoHaMu, NOATOBapHUKaMn?
NyHKT 5 lNpaBun XxpaHeHa NeKapCTBEHHbLIX CPELACTB

65.MapkunpoBaHbl N cTeNNaXu (WKadbl) 418 XpaHEHUS IeKapCTBEHHbLIX NpenapaTos?
NyHKT 29 MpaBun Hagsexalen NPakTUKN XpaHeHUs

66.1 aeHTUdMLMPOBaHbI N CTeNNaxKu, WKadbl, NONAKKN, NpefHa3HaYeHHble 015 XPaHEHWS JIEKAPCTBEHHbIX
cpencTs?
NyHKT 10 MNpaBun XpaHeHNsa neKapCTBEHHbIX CPeacTB

67./MeroTCA NN CTennaxHble KapTbl, HaX0AALWMECA B BUAVMON 30HE?
NYHKT 29 MpaBua Hagnexxallen npakTUKyU xpaHeHus; NyHKT 10 MpaBun XxpaHeHUs neKapCTBEHHbIX CPeACTB

68.MpuMeHAeTCa N1 SINEKTPOHHAA cncTemMa 06paboTKM AaHHbIX?
NYHKT 29 MpaBui Hagnexallen NnpakTUKu XxpaHeHuns

69.06ecneyeHa N1 NAEHTUDMKALNA NeKapCTBEHHbIX NpenapaToB B COOTBETCTBMM C MPUMEHSEMON
cybbekToM obpalleHns neKapcTBEHHbIX NpenapaToB CUCTEMOW yyeTa?
NYHKT 29 MpaBu Hagnexallen npakTUKy XxpaHeHuns

70.MoMeLLeHbl 1M NeKapCTBEHHbIE NpenapaThl, B OTHOLLEHUN KOTOPbIX Cy6bekToM obpalleHns
NeKapCTBEHHbIX MPenapaToB He MPUHATO pelleHne 0 fanbHenweM obpaLleHnn, namn NeKapCcTBeHHbIe
npenapatsl, 0bpalleHne KOTOPbIX MPUOCTAHOBIEHO, @ TakXe BO3BpaLleHHble CybbekTy obpalyeHuns
NleKapCTBEHHbIX MpenapaToB JleKapCTBEHHbIE NpenapaThl B 0TAe/IbHOe noMeLleHne (30Hy)?

nyHKT 30 MpaBua Hagnexalen NpakTUKN XpaHeHNS;

NyHKT 32 Mpasua Hagnexxallen aucTpnbbI0TOPCKON NPaKTUKK

71.M30n1poBaHbl M NeKapCTBEHHbIE NMpenapaThl, B OTHOLIEHUN KOTOPLIX Cy6beKTOM obpalleHns
JIEKApPCTBEHHbIX NPENapaToB He MPUHATO PELLUEHNE 0 fabHeNwWweM obpalleHnun, Nan IeKapCTBEHHbIE
npenapaTsl, obpaLleHne KOTOpPbIX NPUOCTAHOBJIEHO, @ TakXXe BO3BpalleHHble CybbekTy obpalleHns
JleKapCTBEHHbIX NpenapaToB JIEKaPCTBEHHbIE NpenapaThl B OTAEbHOE NMOMeLLeHNe (30HY) C MPUMEHEHNEM
CUCTEMbI 3JIEKTPOHHOWN 06paboTKn AaHHbIX, obecneymnBatoLLen pasgeneHne?

nyHKT 30 MpaBun Hagnexallen NpakTUKN XpaHeHus; NyHKT 32 MpaBun Hagaexallen oUCTpubbIOTOPCKONA
NPaKTUKN

72.MapaHTUPYIOT S NPeANPUHATbLIE Mepbl N30JIALMK JIEKapCTBEHHbIX NpenapaToB UCKIII0YeHne nx
nonagaHus B obpalieHne?

nyHKT 30 MpaBna Hagnexalen NPakTUKN XpaHEeHNS;

NyHKT 32 MpaBui Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

73.XpaH$ITC$I NI neKapCTBEHHbIE NMPenapaThbl, NoanexXxatline npeaMeTHO-KoIM4eCTBEHHOMY YYHeTY B
MEeTaNNMM4YeCKNX Nnn nepeBaHHbIX LLIKanaX, oneYvyaTblBaeMbIX NN I'IJ'IOM6I/IpyeMbIX B KOHLE pa6oqero OHA?
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NyHKT 31 MpaBun HagseXxalen NPakTUKN XpaHeHUs

74.XpaHATCA M NeKapCcTBEHHbIE NpenapaThl, cogep)xaline HapkoTuyYeckme cpeicTBa U NCUXOTPOMHbIe
BELLEeCTBa, B COOTBETCTBMM C 3aKOHOAaTeIbCTBOM Poccminckon defepaunm 0 HapKOTUYECKMX CpeacTBax U
NCUXOTPOMHBIX BelecTBax?

NyHKT 32 MpaBun Hagnexxallen NpakTUKY XpaHeHus; NyHKTbI 9, 65 MpaBun XxpaHeHNsa NeKapCTBEHHbIX
CPencTs;

NyHKT 32 MpaBua Hagnexxallen gucTpnbbIOTOPCKON NPaKTUKK

75.XpaHATCSA NN NeKapCTBEHHbIE NpenapaThl, COAepXKallne CUIbHOLENCTBYOLNE U SA0BUTLIE BELLECTBA,
HaxoaALmMecs nof KOHTPOJIEM B COOTBETCTBMM MeXAYHapOLHbIMY NPaBOBLIMW HOPMaMK, B NOMeLLEHNAX,
060pyA0BaHHbIX MHXEHEPHBLIMU N TEXHUYECKUMW CPpeacTBaMU OXPaHbl, aHa0rMYHbIMU NPeayCMOTPEHHbLIM
LN XpaHEHUS HAapPKOTUYECKNUX U NCUXOTPOMHbIX 1EKAPCTBEHHbIX CPeacTB?

NYHKT 33 MMpaBu Hagnexallen NnpakTUKM XpaHeHus; NyHKTol 9, 67 MpaBun XpaHeHUsa NeKapCTBEHHbIX
CPeLCTB; NyHKT 32 MpaBua Hagnexxallen aucTpubbloTOPCKON NPaKTUKK

76.XpaHATCA N1 NeKapCTBEHHbIE NpenapaThl, Cogep)Kalne HapkoTuYeckme cpeacTea U NCUXOTPOMHbIe
BelleCTBa, COBMECTHO C JieKapCTBEHHbLIMUM NpenapaTaMi, cogep>xalnummn CI/IJ'IbHO)J,eI7ICTByIOLLI,VIe nnn
A00BUTbIE BELLECTBA, Ha pa3HbIX MNoJKax cenda (MeTanam4yeckoro wkaga) nam B pasHbeix cendax
(MeTannnyeckux Wwkadax), onevyaTbiBAaEMbIX UM NAOMOMPYEMbIX B KOHLLE paboyero oHa?

NYHKT 34 MpaBui Hagnexalen NpakTUKN XpaHeHNS;

NYHKT 68 MNpaBna XpaHeHNs NeKapCTBEHHbIX CPeaCcTB

77.XpaHATCA 1 CUIbHOLENCTBYIOLLME U A00BUTbIE IEKAaPCTBEHHbIE CPEACTBA, He HaxoasaLmecs nog
MeXX[YyHapoAHbIM KOHTPOJIEM, B METANIMYECKMX LKadaXx, oneyaTbiBaeMbIX MU NJOMOUPYEMbIX B KOHLIE
paboyero gHa?

NYHKT 69 MpaBua XpaHeHWs IeKapCTBEHHbIX CPEACTB

78.ImeeTcs nn oxpaHHas cucTema, No3BoasALWas NpefoTBpaLlaTh HENPaBOMEPHOE NMPOHUKHOBEHWE B
nobble noMeLleHns (30HbI) 415 XPaHEHNA IeKapCTBEHHbIX NPenapaToB?

NyHKT 35 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NYHKT 34 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

79.MIMeeTCs CMCTEMA KOHAULMOHUPOBAHNS B MOMELLEHNAX ANF XPAaHEHUS NEKAPCTBEHHbIX CPEACTB C
pa3mMelleHneM 1 0bcnyXuBaHMeM COrflacHoO AOKYMEHTaLMM No ero UCnonb3oBaHuio (3KCnayaTaumum)?
NyHKTbI 21, 36, 37 lNpaBun HageXxalwen npakTUKN XpaHeHus;

NYHKT 4 MNpaBun XpaHeHNS NeKapCTBEHHbIX CPeACTB;

NYHKTbI 26, 33 MNpaBuna Hagnexxalen anTe4yHon NPaKTUKK;

nyHKT 40 Mpasun Hagnexxallen aucTpnbbLIOTOPCKON NPaKTUKK

80.UmeeTca nu xonoaunsHoe obopynoBaHMe (C yKazaHNeM HauMeHOBaHWS, MapKu, MIHBEHTAPHOI O HOMepa,
TemMnepaTypHOro pexxrMa, EMKOCTH) C pa3MeLLleHneM 1 06CaTy>KMBaHWEM COrlacHO AOKYMEHTaLMN Mo ero
NCrnonb30BaHMo (3KcnayaTaumm)?

NyHKTbI 21, 36, 37 MNpaBua Hagexallen NPakTUKN XpaHeHns;

NYHKT 4 [paBun XpaHeHNa NeKapCTBEHHbLIX CPeACTB;

NYyHKTbI 26, 33 MNpaBun Hagnexallen anTe4yHon NpakTuKy; NyHKT 40 MNpaBun Hagnexalen
ANCTPMOBIOTOPCKON MPaKTUKM

81.MeeTCA M OXpaHHasa 1 NoXXapHasa CUrHaaM3aumsa C pa3MmeLleHnem 1 06Cny>KMBaHMeM CornacHo
AOKYMEHTaLMN MO ero MCnoJsib30BaHuto (3KcnayaTaumm)?

NyHKTbI 21, 36, 37 lNpaBun Hagnexxalwen npakTUKN XpaHeHus;

NyHKT 40 MpaBua Hagnexalwen gUCTpmbbIOTOPCKON NPaKTUKK
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82.MlMeeTcs M cmcTeMa KOHTPOAA JOCTyna € pa3MeLleHmeM 1 06CnyXnBaHMeM COriacHO LOKYMeHTaLnm
Mo ero UCrosb30BaHuMio (3KCnayaTaumm)?

NyHKTbl 21, 27, 36, 37 MpaBna Hagnexalen NpakTUKN XpaHEeHNS;

NyHKTbI 32, 34 MNpaBun Hagnexallen AMcTpubbioTOPCKOM MPaKTUKK

83.0npeneneHo nu npaso goctyna COM?

NyHKTbI 27, 37 MNpaBui Haanexxallen npakTUKN XpaHeHuns;
NYHKT 32 MMpaBu Hagnexallen anTeqyHom NpakTuKky;

NyHKT 32 MpaBua Hagnexxallen aucTpnbbI0TOPCKON NPaKTUKK

84./lmeeTCs M BEHTUNALMOHHAS CUCTEMA C pa3MelleHneM 1 06CTy>KMBaHWEM COrlacHO AOKYMEHTaLuMm no
ero UcnoJsib3oBaHWIo (3Kcryataunm)?

NyHKTbI 21, 36, 37 MNpaBua Hagexallen NPakTUKN XpaHeHuns;

NYHKT 4 [paBun XpaHeHNa NeKapCTBEHHbLIX CPeACTB;

NYyHKTbI 26, 33 MNpaBun Hagnexallen anTe4yHon NpakTuKy; NyHKT 40 MNpaBun Hagnexalen
ANCTPMOBIOTOPCKON MPaKTUKM

85.MeeTcA M cnucTema yBRaXKHEHUS U (MAK) OCyLLEHNS BO3AyXa C pa3MeLLeHneM N 06CnyXMBaHNEM
COrflaCcHO AOKYMEeHTaLuMmM Mo ero UCrnoJsib30BaHmMIo (3KkcnayaTaumm)?
NyHKT 44 MpaBui Hagnexalwen gucTpmbbloTOPCKON NPaKTUKK

86.meeTCq M TepMOrnrpoMeTpbl (MCUXPOMETPbLI) UK MHOe 060pyLoBaHNe, NCMO/b3yeMoe ANd
perncrTpauumn TemnepaTypbl U BNaXKHOCTU, C pa3MeLLeHneM 1 0bCcnyXnBaHmeM CorfacHoO AOKYMeHTaLmMmn no
ero Ucnosib3oBaHWIo (3KcnyaTaunm)?

NyHKTbI 21, 36, 37 MNpaBun Hagnexallen NPakTUKN XpaHeHns;

NYHKT 7 MpaBui XpaHeHUs NeKapCTBEHHbIX CPeacTs;

nyHKT 40 Mpasun Hagnexxallen aucTpnbbLIOTOPCKON NPaKTUKK

87.Pa3meLleHbl 1 n3MepuTenbHble YacTn NpubopoB ANa perncTpauumn napamMeTpoB BO3Ayxa Ha
PaCcCTOAHUN He MeHee 3 M OT ABEPEN, OKOH U OTOMUTESbHbLIX NpubopoB 1 Ha BbicoTe 1,5 - 1,7 M oT nona?
NYHKT 7 MNpaBun XxpaHeHNs NeKapCTBEHHbIX CPELCTB

88.Mpowso nm obopyaoBaHne, 0THOCALLEECA K CPeACTBaM N3MEPEHMI: MEPBUYHYIO MOBEPKY U (1K)
KannbpoBKy [0 BBOAA B 3KCMyaTaLuto?

NyHKT 38 MpaBua Hagnexxallen NnpakTUKN XpaHeHus;

NYHKT 7 MpaBui XpaHeHUs neKapCTBEHHbIX CPeacTs;

NyHKT 33 MpaBua Hagnexxallen anTevyHou NPakTUKK;

NyHKT 41 MpaBun Hagsiexalwen aAucTpubbOTOPCKON MPaKTUKK

89.Mpowno nm obopyaoBaHne, OTHOCSLLEECS K CPeACTBaM N3MEPEHWIA: MEPBUYHYIO MOBEPKY U (1K)
KannbpoBKy nocne peMoHTa?

NyHKT 38 MpaBun HagsexXalen NPakTUKN XpaHeHUS;

NyHKT 7 MNpaBun XpaHeHNa NeKapCTBEHHbLIX CPEACTB;

NyHKT 33 MpaBua Hagnexalen anTeqyHon NpakTuKK;

NyHKT 41 MpaBun Hagnexxallen gucTpnbbuIOTOPCKON NPaKTUKK

90.Mpowno nu obopyaoBaHme, OTHOCALLEECH K CPeACTBaM U3MEPEHUIA: NEPUOANYECKYIO NOBEPKY U (1nn)
KannbpoBKy B npoLecce skcnayaTauum?

NyHKT 38 MpaBui Hagnexalen NpakTUKN XpaHeHNs;

NYHKT 7 MNpaBun XpaHeHNa feKapCTBEHHbIX CPeACTB;

NyHKT 33 MNpaBun HagexXalwen anTe4yHom NPaKkTUKK;

NyHKT 41 MpaBun Hagnexxawlen gucTpnbsI0TOPCKON NPaKTUKK
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91.0cyLLecTBASETCA JI PEMOHT, TEXHNYEeCKoe 06CyXBaHMe, NoBepka u (nan) kannbposka obopyaoBaHNA
B COOTBETCTBUY C YTBEP)KAAEMbIM NAAHOM-FPatMKoM?

NyHKT 39 MpaBua Hagnexallen NpakTUKN XpaHeHus; NyHKT 41 MpaBun Hagaexawen GucTpubsioTopCKon
NpakTUKK

92.06ecneyeHbl M Ha BPeMS PEMOHTA, TEXHUYECKOro 06Cny>XnBaHuns, NoBepky 1 (naun) kKanubposkm
obopyfoBaHUA 1 CPeaCcTB n3MepeHnsa TpebyemMble yCI0BNS XpaHEeHNS IeKapCTBEHHbIX NpenapaTos?
NyHKT 40 Mpasun Hagnexxallen NpakTUKN XpaHeHns; NyHKT 43 MpaBun Hagnexalwen ANCTpmbsioTOPCKOon
NPaKTUKK

93.JI0KYMEHTUPYIOTCS U apPXUBUPYIOTCA JIN JOKYMEHTHI, CBA3@HHbLIE C PEMOHTOM, TEXHUYECKUM
obcnyxmBaHMeM, NoBepKo 1 (nnm) kannbposkon obopynoBaHNA N CPEACTB U3MEPEHMNA?
nNyHKT 40 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NyHKT 44 MpaBun Hagnexxallen gucTpnbbIOTOPCKON NPaKTUKK

94./cnonb3yoTCa M AN ONepaTUBHOIO BbISBAEHNS OTKJIOHEHWI OT TpebyeMbix YCN0BMIA XpaHEHNS
CUCTEMbl CUrHann3aumun?
NyHKT 42 MpaBun Hagnexallen gucTpnbbuIoTOPCKON NPaKTUKK

95.TeCTMpyOTCS NN CUCTEMBI CUTHAM3auMKn ana obecnedyeHms nx Hagaexawero MyHKLMOHNPOBaHNA?
NYHKT 42 MpaBui Hagnexalen gucTpmbbloTOPCKON NPakTUKK

96.BanmanpoBaHo nam BepuduLMpoBaHO KOMMNbIOTEPU3NPOBAHHbLIE CUCTEMBI?
NyHKT 45 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

97.ImeeTCa MM NUCbMEHHOE AeTallbHOE ONMUCaHNE KOMMbIOTEPU3NPOBAHHON CUCTEMbI B aKTya/lbHOM
COCTOAHNN?
NYyHKT 46 MpaBna Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

98.PerncTpupyeT M KOMNbIOTEPN3MPOBAHHAA CUCTEMA BCE N3MEHEHUS B CUCTEME C YKa3aHWeM
Nnonb30BaTeNs, COBEPLUAIOLLErO 3TN N3MEHEHNA?
NyHKT 47 MpaBua Hagnexalen gucTpmbbloTOPCKON NPaKTUKK

99.Ha3Ha4eHbl I OTBETCTBEHHbIE PAaOOTHMKM 3a BBOA AAHHbLIX B KOMMbIOTEPU3MPOBAHHYIO CUCTEMY WK KX
n3MeHeHune?
NyHKT 47 MpaBun Hagfexalen aucTpubbloTOPCKON MPaKTUKK

100MpenycMoTpeHbl N PU3NYECKMNE UK 3SIEKTPOHHbIE CPEACTBa A4 3alWMThl 4aHHbLIX OT CJIyYalHOro MUn
HenpPaBOMEPHOIr0 BHECEHNS N3MEHEHWIA?
NyHKT 48 MpaBua Hagnexalen gucTpmbbIOTOPCKON NPaKTUKK

101PerynsapHo n NnpoBepseTcs AOCTYNHOCTb COXPaHEHHbIX AaHHbIX?
NyHKT 48 MpaBui Hagnexalen gUCTpmbbIOTOPCKON NPaKTUKK

102Co30at0TCs 1 XpaHATCA pe3epBHble KOMUN COXPAHEHHbIX AaHHbIX?
NyHKT 48 MpaBun Hagnexxallen gucTpnbbLIOTOPCKON NPaKTUKK

103MpenycMoTpeHbl v NpoLesypbl, onpenenstowmne nopsaoK LeicTBuMiA B cyyae cboes B paboTe cucTemsl
WK BbIXO[a €€ U3 CTPOS, @ TaKXXe Mepbl M0 BOCCTAHOB/IEHMIO AAHHbIX?
NyHKT 49 MpaBua Hagnexallen ANCTpUOLIOTOPCKON NPaKTUKM

104KBanuncunumposaHo 1 (1aun) BannanpoBaHo am Katyesoe obopyaoBaHMe 1 NpoLeccsl Ao Havana
akcnayataumm?
nyHKT 50 Mpasun Hagnexxallen gucTpnbLIOTOPCKON NPaKTUKK

105KBanncunumposaHo 1 (1aun) BannanupoBaHo am Katoyesoe obopyaoBaHme 1 npoLeccel nocne noboro
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3HAYNTENIbHOTO U3MEHEeHWs (HanprMep, Nnocsie PEMOHTA WU TEXHUYECKOro 06CyKUBaHNA)?
nyHKT 50 MpaBua Hagnexaluen ANCTPUOLIOTOPCKON NPaKTUKK

106/imetoTcsa N OTHETHI, B KOTOPbIX 0606LLEHbI NONYyYEHHbIE pe3y/ibTaThl, @ TakXe AaHbl 06bSCHEeHNS
BbISIBIEHHbLIM OTKJIOHEHNSM?
nyHKT 50 MpaBun Hagnexaluen ANCTPUOLIOTOPCKON NPaKTUKK

1070dopmnsioTCs i LOKYMEHTasIbHO OTK/IOHEHUS OT YCTAHOBJIEHHbIX npoLenyp?
nyHKT 50 MpaBun Hagnexalwen gUCTpMbbIOTOPCKON NPaKTUKN

108Pa3pabaTbiBaloTCS M MepbI, HAaNPaBEHHbIE Ha UX YCTPAHEHUE, @ TakXXe Ha NpefoTBpaLLeHne nx
nosssieHns B byaylem (KoppekTupyLwme n npegynpexaatLwmne oencTamnsa)?
nyHKT 50 MpaBun Hagnexxallen gucTpnbbLIOTOPCKON NPaKTUKK

1090cyLLecTBAAIOTCA N BCe AeNCTBMA CybbekTa obpalleHns NeKapCTBEHHbIX MPenapaToB MO XpaHEHWIO
JIEKAPCTBEHHbIX MpenapaToB TakMM 06pa3oM, 4TOoObl MAEHTUYHOCTb U Ka4eCTBEHHbIE XapaKTEPUCTUKM
JIEKApPCTBEHHbIX NPenapaToB He BblAn yTpayeHbl 1 CObNAaNnCh YCI0BUS X XPAaHEHUS, YKa3aHHbIe B
WNHCTPYKLMM NO MEANLIMHCKOMY MPUMEHEHMIO N Ha YNaKOBKE NeKapCTBEHHOro npenapaTta?

NYHKT 44 MpaBun Hag exXalwen NPakTUKN XpaHeHns

1100cyLLecTBAAOTCA 1 BCe AenCTBUSA CybbekTa obpallleHns NeKapCTBEHHbIX NPenapaToB Mo XpaHeHUo
NeKapCTBEHHbIX NMpenapaTos TakuM obpa3om, 4Tobbl cobnofannce YCNOBUS UX XPaHEHNS, yKa3aHHbIe B
WNHCTPYKLMM NO MEANLMHCKOMY MPUMEHEHMIO 1N Ha YNaKOBKe NeKapCTBEHHOro npenaparta?

NYHKT 44 MpaBun Hagnexxallen npakTUKY XpaHeHus

111MprHNMaOTCSA NN MePbI AN1 MUHUMK3ALMKN PUCKA NPOHUKHOBEHUSA (hanbCMpULMPOBAHHbIX,
KOHTpataKTHbIX, HeL0OPOKa4YeCTBEHHbIX JIeKapCTBEHHbIX NpenapaToB B obpalleHne?
NyHKT 45 Mpasun Hagnexxallen NnpakTUKN XpaHeHus

1120cyuwecTBnseTCa v NPOBEPKA COOTBETCTBMA NMPUHUMAEMbIX JIEKaPCTBEHHbIX NpenapaTos
TOBapPOCOMPOBOANTENLHOWN LOKYMEHTALUN MO aCCOPTUMEHTY, KOIMYECTBY U KayeCTBY, COB0AEHNIO
cneumnanbHbIX YCNOBUA XpaHeHWs (Mpu HannyYnm Takoro TpeboBaHMA B HOPMAaTMBHON LOKYMEHTALMUN Ha
JleKapCTBEHHbIV MpenapaT), a TakxXe Han4ymio NOBPeXAeHUN TPAHCMOPTHON Tapbl?

NYHKT 46 MpaBun Hagnexxallen NnpakTUKU XpaHeHns

113meloTCa NN LEHHMKM C YKa3aHMEM HaMMEHOBaHWUSA, A03UPOBKKU, KONMYECTBaA 403 B YMNaKOBKE, CTPaHbI
NPOVN3BOANTENS, CPOKA FOAHOCTM (NPU Hann4nm)?
NyHKT 35 MpaBun Hagnexxallen anTevyHom NpakTUKm

114Pa3meLLaloTcs i IeKapCTBEHHbIE NpenapaThl, 0TNyckaeMble 6e3 peuenTa, Ha BUTPUHAX C yYETOM
YCJI0BU XpPaHEHUS, NMPefyCMOTPEHHbIX UHCTPYKLUMEA N0 MeQULIMHCKOMY NPUMEHEHUIO, 1 (1K) Ha
ynakoBKke?

NYHKT 36 MMpaBui Hagnexallen anTeyHom NpakTuKm

115CobntopaeTcs nu TpebosaHne 06 OTCYTCTBUM LOCTYMa NOKynaTenen K N1eKapCTBEHHbIM NpenapaTam,
0TMNycKaeMbIM No peLenTy?
NYHKT 36 MMpaBui Hagnexallen anTeqyHom NpakTuKmn

116Pa3meLLaoTCa M NeKapCTBEHHbIE MpenapaThl, 0TNyCKaeMble Mo peLenTy Ha IeKapCTBEHHbIN
npenapar, OTAENbHO OT 6e3pelenTypHbIX IeKapCTBEHHLIX NMPENapaToB B 3aKPbIThIX WKahax C 0TMETKOM
"No peuenTy Ha JIeKapCTBEHHbIM NpenapaT”, HAHEeCEHHOW Ha MoKy Waun Wwkag?

NYHKT 36 MpaBua Hagnexalen anTeqyHon NPakTuKm

117Pa3meLLeHbl I NEKAPCTBEHHbIE MpenapaThl B MOMELLEHNAX 1 (MIn) 30HaX AN XPaHEHUS
JIEKapCTBEHHbIX NPenapaToB C y4eToM TpeboBaHMI, HOPMAaTMBHON AOKYMEHTALUN, COCTaBASIOLLEN
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perncTpaLmoHHoe LOCbe Ha JIeKapCTBEHHbIV NpenapaT, UHCTPYKLUW N0 MeAULNHCKOMY MPUMEHEHWIO,
NH(OopMaLUK, cofepKallencs Ha NepBmMyHoOn 1 (1) BTOPUYHON yrakoBKe JSIeKkapCTBEHHOro npenapaTa,
TpaHCnopTHoOW Tape?

NYyHKT 47 MpaBui Hagnexallen NpakTUKU XpaHeHus; NyHkKTol 32 - 34, 40, 42 Mpasun xpaHeHus
JleKapCTBEHHbIX CPeACTB

118Pa3mMelLeHbl 1 NeKapCTBEHHbIE nNpenapaThl

B COOTBETCTBUM C TpebOBaHMAMN HOPMATUBHON [OKYMEHTaLMM U (nnn) TpeboBaHMAMM, YKa3aHHbIMU Ha
YNakKoBKe NleKapCTBEHHOr o npenapaTa, € y4eToM:

DU3MKO-XNMNYECKMNX CBONCTB JIEKAPCTBEHHbIX MPenapaToB; PapMaKoaormMyeckmx rpynn; cnocoba
BBe[EeHMNS JIeKapCTBEHHbIX MPenapaToB; arperaTHOro COCTOSHMA (hapMaLeBTMYecknx cybctaHumn?

NyHKT 49 MpaBun HagsiexXalen NPakTUKN XpaHeHus; NyHKT 8 MpaBun XxpaHeHNS NeKapCTBEHHbIX CPEACTB

119Pa3meLLeHbl 11 NeKapCTBEHHLIE MpenapaThl 419 MeAULUHCKOr0 MPUMEHEHNS BO BTOPUYHOW
(noTpebuTenbCKon) ynakoBke 3TUKETKON (MapKUPOBKOM) HapyXXy Npu XpaHeHWUM B LWKadax, Ha cTennakax
WA nonkax?

NyHKT 41 MpaBua xpaHeHWs EKapCTBEHHbIX CPEeACTB

120Pa3MeLLeHbl M NeKapCTBEHHbIE NpenapaThl Ha CTefnaxax (B Wwkagax) nan Ha NoATOBapHUKaX
(mnopooHax)?

NyHKT 48 MpaBna Hagnexalen NpakTUKN XpaHeHNS;

NYHKT 22 MNpaBui XpaHeHNs NeKapCTBEHHbIX CPeaCcTB

121YcTaHoBMEHbI N CTENNAXKN (LKadbl) B MOMELLEHUAX 015 XPAaHEHWUS IEKAPCTBEHHbIX CPeACTB A0JIXKHbI
ObITb YCTaHOBNIEHbI TakUM 06pa3oM, 4Tobbl 0becneunTb AOCTYM K EKAPCTBEHHLIM CPEACTBaM, CBOOOIHbIN
NpoXoJ NepcoHana 1, Npu HeobxoaMMOCTH, NMOrPY304HbIX YCTPONCTB?

NyHKT 10 MpaBun XpaHeHUS NeKAPCTBEHHbIX CPENCTB

122Cobntopaetca am TpeboBaHme 0 3anpeTe pa3MeLLeHNs IeKapCTBEHHbIX NpenapaToB Ha nojy 6e3
nognoHa?

NyHKT 48 MpaBun Hagnexxallen NpakTUKY XpaHeHns; NyHKT 22 MNpaBui XpaHeHUs NeKapCTBEHHbIX
CpencTs;

nyHKT 80 MpaBun Hagnexxallen gucTpnbbLIOTOPCKON NPaKTUKK

123CobniofaeTcs im TpeboBaHMe 0 3anpeTe pa3MelleHns NoLLOHOB C JIeKapCTBEHHbIMY NpenapaTaMu B
HECKOJIbKO PsIZI0B MO BbICOTE Be3 NCMob30BaHNS CTeNNaXXen?
NyHKT 48 MpaBua Hagnexallen NPakTUKK XpaHeHns; NyHKT 22 MNpaBua XpaHEHUS NIEKAPCTBEHHbIX CPeaCTB

124He npeBbIWaeT An NpK UCNOJb30BaHUN MEXAHU3NPOBAHHbIX YCTPONCTB AN NPOBEAEHUS Pa3rpy304HO-
norpy304Hbix paboT obLias BbICOTa pa3MeLLeHNs NEKAPCTBEHHbIX CPEACTB Ha CTE/IaXaX BO3MOXXHOCTM
MeXaHN3MPOBAHHbIX MOrPy304HO-PaA3rpy304HbIX CPEACTB (MOABEMHUKN, aBTOKaphbI, Taam)?

NYHKT 23 MNpaBui XpaHeHNs NeKapCTBEHHbIX CPeacTB

125He npeBbiWwaeT Ay Npu py4HOM cnocobe pa3rpy304HO-MOrpy304HbIX paboT BbICOTa YKNAAKU
JleKapCTBEHHbIX CcpeacTs 1,5 m?
NYHKT 23 lNpaBni XpaHeHNs NeKapCTBEHHbIX CpeacTB

126MpoBoANTCA NN MPUEMOYHBIN KOHTPOJIb?
NyHKTbI 44 - 49 MpaBn Hag exallen anTe4HON NPaKTUKK

127MpoBoamnTCca nn npepnpofakHas noarotoeska?
nyHKT 50 MpaBua Hagnexallen anTeyHom NpakTuKm

128|_|ep6MeLLI,aIOTCFI NIn NeKapCTBEHHbIE MpPernapaThl, Tpe6yrou.u/|e cneynanbHbIX yCJ'IOBI/IIZ XPaHEHUA N MeP
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6e3onacHoOCTK, B C/ly4ae OTCYTCTBUS BO3MOXHOCTM COBIOAEHNA YCI0BUIA XpaHEHWS B NPOLLecce NpUeMKy,
B COOTBETCTBYIOLLEE NOMeLLeHNe NN 30HY XpaHeHuna?

nyHKT 50 MpaBna Hagnexalen NpakTUKN XpaHEeHNS;

NYHKT 44 MMpaBui Hagnexallen anTeyHom NpakTuKm

129/met0TCA M NOMeLLEeHUs unn cneumnansHo 06opyaoBaHHbIE MeCTa (30Hbl) AN XpaHeHUS
NeKapCTBEHHbIX CpeacTs, TpebyloLwmx 3aWwmnTsl OT AeNCTBNS cBeTa?
NYHKT 52 MpaBui Hagnexallen NpakTUKU XpaHeHus; NyHKT 24 MNpaBui XpaHeHUs JleKkapCTBEHHbIX CPeacTB

130Co0TBETCTBYET /I XPaHEHUNE JIEKAPCTBEHHbIX CPEACTB, TPebyoLWnX 3aWmnThbl OT AENCTBUSA CBETa?
NYHKTbI 25 - 26 MpaBun XpaHeHNa NekapCTBEHHbIX CPeaCTB

131Co0TBETCTBYET I XpPaHEHUE hapMaLLeBTUYECKNX CyBCTaHUMI, Tpebyowmx 3alunTsl OT BO3AENCTBUS
BJlarn?
NYHKTbI 27 - 29 MpaBun XpaHeHNsa NeKapCTBEHHbIX CPeACTB

132Co0TBETCTBYET I XpaHEHUE hapMaLleBTUYECKNX CyBCTaHLMIA, Tpebyowmx 3alnTbl OT YIeTy4YMBaHuMA
N BbICbIXaHUA?
NyHKTbI 30 - 31 MpaBun XpaHeHNa NeKapCTBEHHbIX CPeACTB

133Co0TBETCTBYET N XpaHeHWe hapMaLleBTUYeCKUX cybcTaHLmin, Tpebyowmnx 3awmnTbl OT BO34ENCTBMUS
ra3oB, COAEPXKALLMXCA B OKpYyXaloLLlen cpene?
NyHKT 35 MpaBui XpaHeHNs NeKapCTBEHHbIX CPELCTB

134Co0TBETCTBYET I XPaHEHNE Naxyymx 1 Kpacawmx IeKapCTBEHHbIX CpeacTB?
NYHKTbI 36 - 38 MpaBun XpaHeHNa NeKapCTBEHHbIX CPeACTB

135C0o0TBETCTBYET /I XpaHEHNE Oe3NHPULMPYIOLWMX NEKAPCTBEHHbIX CPeacTB?
NYHKT 39 MpaBun XpaHeHNa NeKapCTBEHHbIX CPELCTB

136/mMeloTCs I MOMeLeHUs oA XpaHeHUs JIeKapCTBEHHOM0 pacTUTENbHOro Cbipbs?
NYHKT 43 MpaBu XpaHeHNs NeKapCTBEHHbIX CPELCTB

137Co0TBETCTBYET N XPaHEHUE NIEKaPCTBEHHOIO PAaCcTUTENbHOIO Cbipbs?
NYHKTbI 44 - 48 MNpaBun XpaHeHNa NeKapCTBEHHbIX CPeaCTB

138Co0TBETCTBYET I XPaHEHNE OrHEOMACHbIX IEKAPCTBEHHbLIX CPEACTB (JleKapCTBEHHbIE CPeacTBa,
obnafatoLlme NerkoBoCnIaMeHaoWUMUCA CBONCTBaMU) U JIeKapCTBEHHbIE CpelcTBa, obnagatowime
JIEerkoropto4mMMmm cBoncTeamm?

NyHKTbI 51 - 58 MNpaBns xpaHeHUs NeKapCTBEHHbIX CPeCTB

139Co0TBETCTBYET I XPaHEHNE B3PbIBOOMACHbIX JIEKAPCTBEHHbLIX CPEACTB (JleKapCTBEHHbIE CPeAcTBa,
obnanatowime B3pbIBYaTHIMUA CBONCTBAMU (HUTPOTrIMLIEPVH); IEKAapPCTBEHHbIE CPeaCTBa, obnafatoLme
B3PbIBOOMACHbLIMI CBOMCTBAMU (Kanns nepMaHraHaT, cepebpa HUTpaT)?

NYHKTbI 59 - 64 MNpaBun XpaHeHNa NeKapCTBEHHbIX CPeACTB

1400praHn3oBaHa 1 OTrpy3Ka JIeKapCTBEHHbIX NPenapaToB TaknM 06pa3oM, YToObl lIeKapCTBEHHbIE
npenapaThbl C MEHbLUMM CPOKOM FOLHOCTU OTMNYCKaIMCh B NEPBYIO ovepenb?

NyHKT 54 MpaBun Hagsexxalen NPakTUKN XpaHeHUS;

NyHKT 79 MpaBua Hagnexalwen gucTpmbbloTOPCKON NPaKTUKK

141BefeTcs nn y4eT NEeKapCTBEHHbIX CPEACTB C OrpaHNYeHHbIM CPOKOM FOAHOCTU Ha ByMa)kHOM HocuTene
WAV B 371EKTPOHHOM BULE C apxmBaLnein?
NyHKT 11 MpaBua XxpaHeHNs NeKkapCTBEHHbIX CPeACTB

142YcTaHoBneH nn pykoBoauTenem cybbekTa obpalleHns nekapCTBEHHbIX CPEACTB NOPSLOK BeAeHNS
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y4eTa yKa3aHHbIX JIEKapCTBEHHbIX CPeACTB?
NyHKT 11 MpaBua XxpaHeHNs NeKapCTBEHHbIX CPeACTB

143M3011pytoTCS NN NeKapCTBEHHbIE CPeACTBa C UCTEKLINM CPOKOM FOAHOCTU B CreunanbHO Bbl4eNeHHON
1 0603HaYEHHOWN (KapPaHTWUHHON) 30He?
NyHKT 12 MpaBui XpaHEHNS NeKAPCTBEHHbIX CPeACTB

14430nmpytoTCa U cneumasbHO NPOMapKUPOBaHHbIE JleKapCTBEHHbIE nNpenapaThl?
NYHKT 55 MpaBun Hagfexalwen NPakTUKN XpaHeHUs;
NYHKT 66 MpaBua Hagnexallen anTeyHon NPakTuKM

4. BuZ KOHTPOJIbHOro (Haf30pHOro) MeponpuaTUs:

5. laTa 3ano/iHeHNs NPOBEPOYHOro nCTa:

6. O6bekT rocy4apCTBEHHOr0 KOHTPOS (HaA30pa), B OTHOLLIEHUN KOTOPOro NpoBOAUNTCS KOHTPOJIbHOE
(Hag3o0pHOE) MeponpuaTre:

7. ®aMununs, UMA 1 0TYECTBO (MPU HANUYUK) rpaXKfaHUHA UIW UHAUBUAYANLHOMO NpeanpuHUMaTens, ero
NAEHTUDUKALNOHHBIA HOMEP HaNoronaaTesblnKa 1 (MaKn) OCHOBHOW rOCYAapCTBEHHbIN PErNCTPALMOHHbIN
HOMEp UHAMBMAYANLHOrO NpeanpuHUMaTens, agpec perucTpaLmm rpaxx saHnHa UM UHANBUAYabHOro
npeanpuHMMaTens, HanMeHOBaHNE IOPUANYECKOr0 NNLA, Er0 NAEHTUMUKALNOHHLIA HOMep
HanoronnaTenbLlmKa 1 (M) OCHOBHOMN rOCYAapCTBEHHLIN PErNCTPaLMOHHLIN HOMEp, afpec PUANYECKOro
nmua (ero mamanos, NpeacTaBnUTeNbCTB, 060C06AEHHBIX CTPYKTYPHbLIX MOAPA3AENeHNI), ABAIOLWMNXCS
KOHTPOJIpyEeMbIMU JINLAMU:

8. MecTo (MecTa) NnpoBeaeHNs KOHTPOJIbHOIO (HaA30pHOIr0) MEpPONPUATMS C 3aN0IHEHNEM MPOBEPOYHOr 0
mcTa:

9. PEKBM3NTbI peLLeHNs KOHTPOJIbHOIO (Ha430pPHOM0) OpraHa o0 NPOBELEHUN KOHTPOJIbHOIO (HaA30pPHOr0)
MeponpusaTUA, NOAMUCAHHOIO YNOJHOMOYEHHbLIM SO/KHOCTHBIM JIMLOM KOHTPOJIbHOr0 (HaA30pHOro)
opraHa:

10. Y4YeTHbI HOMEpP KOHTPOILHOIO (HaA30pPHOr0) MEPONPUATUS:

11. Jo/mKHOCTb, hamMnana n MHNLMANAbI SOHXKHOCTHOIO fNLa KOHTPOJIbHOro (Hag30pHOr0) opraHa, B
OOJIXKHOCTHbIe 0643aHHOCTM KOTOPOro B COOTBETCTBUWN C MOJIOXKEHNEM O BUAE KOHTPONA, AOJIXXKHOCTHbLIM
pernamMeHToOM UaN SOSHKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHME MONHOMOYNIA MO BUAY KOHTPONS, B
TOM YMCJIe NMPOBEEHNE KOHTPOIbHbIX (HaA30pHbIX) MEPONPUSTUA, NPOBOASALLEFO KOHTPOJILHOE
(Hag3o0pHOe) MeponpuATUE 1 3aNOJTHAOLLEr0 NPOBEPOYHBIA JINCT:

12. Moanucu LOAXHOCTHBIX JNLL KOHTPOJIbHOIO (HaZ30pHOM0) OpraHa, y4acTBYOLWUX B NPOBEAEHNN
KOHTPOLHOrO (Ha30PHOIr0) MEPOMPUSATUS:

(BOJHKHOCTY, haMnANM U MHULMANbI)
13. NMoanuck pykoBOAMTENS FPYNNbl AOSKHOCTHbIX JINL, KOHTPOJIbHOr0 (HaA30PHOI0) OpraHa, y4acTBYOLLUX
B NPOBEAEHNN KOHTPOJIbHOr0 (Haf430pPHOr0) MeponpuATUS:

(0O/MKHOCTL, hamMuAns 1N NHULMaNbI)
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MpunoxxeHue Ne 2

K Npuka3sy PeaepanbHOn ciyxbbl

no HaA3o0py B chepe 34paBOOXPaHEHUS
oT 19 peBpans 2022 r. Ne 1185

dopma
QR-kopg,

MpoBepPOYHbIA ANCT

(CANCOK KOHTPOJIbHLIX BOMPOCOB, OTBETHI Ha KOTOPbLIE CBUAETENLCTBYIOT 0 COBMIOAEHUN NN
Hecobt0ieHNN KOHTPOMPYEMbIM NNLOM 0053aTeNbHbIX TpeboBaHMit), MCcnosblyemblin PenepanbHOR
cny>x6boi no Haa3opy B chepe 34PaBOOXPAHEHNSA 1 €e TEPPUTOPUANIbHBIMU OpraHaMm Npu oCyLLLEeCTBAEHNN
dhenepanbHOro rocyapCTBEHHOro KOHTPOSA (Hafa30pa) 3a obpalleHneM NeKkapCTBEHHbIX CPeAcTB AN
MeONLNHCKOro NpMMeHeHns (nepeBo3ka (TPaHCMOPTUPOBKA) IEKAPCTBEHHbIX CPEACTB AAS MeAULMHCKOro
NPUMeEHEHNS)

1. HanmeHoBaHWe BUAa KOHTPONS (Haa30pa), BKAOYEHHOIO B eAUHbIN peecTp BUAOB helepasbHOro
rocyfapCTBEHHOr0 KOHTPONSA (Hag3opa): penepanbHbIi roCcy4apCTBEHHbIN KOHTPOb (Hag3op) B cdepe
obpalleHmns nekapCcTBEHHbIX CPeACTB.

2. HanMeHoBaHMe KOHTPOJIbHOr0 (Ha430pHOM0) opraHa 1 PeKBM3UTbl HOPMATUBHOIO MPaBOBOro akTa 06
yTBEpPXLEHUW (hOPMbI MPOBEPOYHOr0 INCTA:

3. CNMCOK KOHTPOJIbHBIX BOMPOCOB, OTPaXkatoLLMX cofep)aHune obszaTenbHbix TpeboBaHMN, 0TBETHI Ha
KOTOpble CBUAETENbCTBYIOT 0 CODNOAEHUN UK HECOBNIOAEHN KOHTPOIMPYEMbIM NNLLOM 06513aTesbHbIX
TpeboBaHwuii:

Ne n/n

CnncoK KOHTPOJIbHbLIX BOMPOCOB, OTPaXKaloLLnxX coaep)xaHue obasatenbHbix TpeboBaHM

PekBU3NTbI HOPMATMBHbLIX MPABOBbLIX AaKTOB C YKa3aHWEM UX CTPYKTYPHbIX eAUHNL, KOTOPbIMU YCTaHOBJIEHBI
obs3aTenbHble TpeboBaHMs

OTBeTbl Ha BOMNPOChHI, coaepxatumecs B CriMcke KOHTPOJIbHbLIX BOMPOCOB

MNpumevaHmne

opraHu3auns onToBOW TOProBJIM JIeKapCTBEHHbIMY CPpeACTBaMU 419 MEAULMHCKOrO MPUMEHEHN
anTeyYyHas opraHmM3aLns Kak CTPYKTYpHOE nogpasfeneHne megmunHCKon opraHn3agmm
MeONLUHCKME opraHu3aunm n nx obocobneHHble nogpasaeneHus (ambynatopun, penbaliepckme un
dhenballepcko-aKyLlepckmne NyHKThI, LeHTPbI (0TAeneHus) obuien BpadyebHon (CeMeNHON) NPaKTUKK),
pacrnonoXXeHHble B CENIbCKMUX HaceNeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aLmm

OCYLLECTB/ISAOLLNE PO3HNYHYIO TOPrOBJII0 IEKAPCTBEHHLIMM NpenapaTaMn Ans MeAULNHCKOr0 MPUMEHEHNS:
anTeyHas opraHm3auns
WHOVBUAYANbHBIA NpeanpuHUMaTeNb

obocobneHHble Noapa3zaeneHns (ambynatopum, penbaliepckmne n enballepcko-aKyLepckne NyHKThbI,
LeHTpbl (oTaeneHus) obuuen BpavyebHon (CeMeNnHON) NPaKTUKK),

na
HeT
HenpUMeHUMOo
na

HeT
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HenpUMeHMMOo
na

HeT
HenpnMmeHnmo

®epepanbHbIN 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "06 obpalLeHun nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHoaaTeNnbCTBa Poccninckon Pepepaunn, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 4188) (ganee - 61-93);
MpaBuna Hagnexalen NPaKTUKN XPaHEHNS U MEPEBO3KMW JIEKAPCTBEHHLIX NPenapaToB 415 Me4NLMHCKOro
NPUMEHEHNS, YTBEPXXAEHHbIe NprKa3zoM MUHUCTEPCTBa 34paBooxpaHeHmns Poccuinckon depepauun ot 31
aBrycta 2016 r. Ne 646H (3apernctpmpoBaH MUHUCTEPCTBOM tOCTULMK Poccunckon depepaunn 9 sHeaps
2017 r., peructpaunoHHbin Ne 45112) (panee - Mpasuna Hafnexallen NPakTUKN XpaHeHus); PelleHune
CoBeTa EBpa3uninckon sakoHoMumYeckon komuccum oT 03.11.2016 Ne 80 "O6 yTBepxaeHUn MpaBu
HaZnexallen AncTpubbioTOPCKOM MPaKTUKK B paMKax EBPa3nMncKoro 3KOHOMMYECKOro coto3a”
(ocbuumanbHbIN CanT EBpasninCcKoro aKOHOMUYeckoro cotosa http://www.eaeunion.org/, 21 Hosbps 2016 r.)
(nanee - PeweHune Ne 80)

1.CornacyloTcs nun € nojsy4vaTeNieM 0CTaTOYHbIe CPOKM FOAHOCTM NOCTaBAEMbIX NEKAPCTBEHHbIX
npenapaToB?

NyHKT 56 MpaBun Hagnexxallen NnpakTUKN XpaHeHUs

2.0uKcnpyeTca in cybbekToM obpalleHns nekapcTBEHHbIX NpenapaToB MH(OpMaLMa 0 NepeBo3Ke
NeKapCTBEHHbIX MpenapaToBs?

NyHKT 58 MpaBun Hagnexxallen NnpakTUKN XpaHeHns

3.0cyLecTBnAeTCA I UHOPMUPOBaHMeE OTNPaBUTENS 1 (MK) NoslyvaTens eKapCTBEHHbIX MpenapaTos 0
BbISIB/IEHHbIX B MPOLIEeCCe MepeBO3KM Cyvasx HapyLUeHUa TeMNePaTyPHOro pexnMa xpaHeHna?

NyHKT 61 MpaBun HageXalen NPakTUKN XpaHeHUs

4.0cyLLecTBNAETCS M MHDOPMUPOBAHME OTAPABUTENS 1 (MIK) NoNyYaTeNs NeKapCTBEHHbLIX MpenapaTos 0
BbISIB/IEHHbIX B MpoLLecce NepeBo3KMn Clyvasx HapyLLeHWs NOBpeXXAeHUs YNakoBKun?

NyHKT 61 MpaBui Hagnexallen NpakTUKy XpaHeHuns

5.MpepoctaBnsoTca n cybbekToM obpalleHns nekapCTBEHHbIX NpenapaToB Mo 3anpocy noayyYatens
NeKapCTBEHHbIX NMpenapaToB CBeAEeHUs 0 COBMI0AEHUN TEMIEPaTYPHOr0o PeXnMa npyu NepeBoske
NEeKapCTBEHHbIX NpenapaToBs?

NyHKT 61 MpaBun HageXalen NPakTUKN XpaHeHUs

6./icnonb3yoTCs M ANg NepeBO3KM JIeKapCTBEHHbLIX NMPenapaToB TPAHCMOPTHbIE CpeacTBa?

NYHKT 62 MpaBua Hagnexxallen NnpakTUKN XpaHeHuns

7.06ecneymBatoT M TPaHCMOPTHbIE CpeAcTBa M 060pyAOBaHNE A5 NePeBO3KMN JIeKapCTBEHHbIX
npenapaToB KayecTBo, I EKTNBHOCTb M 6@30MacHOCTb IeKapCTBEHHbIX NpenapaTos?

NYHKT 62 MpaBun HagsexXalen NPakTUKN XpaHeHUs

8./cnonb3yeTcs nn npu nepeBo3ke TePMoNabnnbHbIX IEKAPCTBEHHbIX MPenapaToB CneLnain3mpoBaHHoe
obopygnoBaHune?

NYHKT 62 MpaBui Hagnexallen NnpakTUKy XxpaHeHuns

9.06ecneynBaeT nu cneunannsvpoBaHHoe obopynoBaHue nogaepXxaHuve Tpebyembix TemMnepaTypHbIX
PEXMMOB XpaHEeHUS JleKapCTBEHHbIX MpenapaTos?

NYHKT 62 MpaBun Hagnexxallen NnpakTUKN XpaHeHns

10.Mpwn nepeBo3Ke NeKapCTBEHHbIX NpenapaToB cobAaeTCa n YCI0BME OTCYTCTBUSA NPSAMOro KOHTaKTa
XN1af03/1EMEHTOB C JIEKAaPCTBEHHbLIMY NpenapaTaMn B M30TEPMUYECKUX KOHTEeNHepax?

NYHKT 63 MpaBua Hagnexxallen NnpakTUKN XpaHeHuns

11.PykoBoaunTtenem cybbekTa obpalleHns NekapCTBEHHbIX NpenapaToB MPOBOAUTCA I UHCTPYKTaX O
nopsiike NOArOTOBKM N30TEPMUYECKUX KOHTENHEPOB K MEepeBO3Ke IeKapCTBEHHbIX MpenapaTos (C y4eToM
CEe30HHbIX 0COBEHHOCTEN), @ TaKXXe 0 BO3MOXXHOCTW NMOBTOPHOMO MCMO/b30BaHNA XJ1af03/1eMEHTOB?

NYHKT 63 MpaBu Hagnexallen NnpakTUKM XpaHeHuns
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12.Mpowno nm obopyoBaHMe, OTHOCALLEECS K CPeACTBAM U3MEPEHUIA: MEPBUYHYIO NOBEPKY U (1)
KannbpoBKy 40 BBOAA B IKCMyaTaLMio, NEPUOSUYECKYIO MOBEPKY W (1un) kKanubpoBKy B npouecce
3KcnayaTayumn?

NYHKT 64 MpaBui Hagnexallen NnpakTUKy XpaHeHuns

13.[locTaBnaoTCA /i NEKApCTBEHHbIE NpenapaTsl No afpecy, yKasaHHOMY B TOBapOCOMPOBOANTESbHbIX
OOKyMeHTax?

NYHKT 65 MpaBua Hagnexallen NPakTUKN XpaHeHns

14.CobntofatoTcs M YCNOBUA XPaHEHNA IEKAPCTBEHHbIX NMPEnapaToB B MOMELLEHNAX Ha TPaH3UTHbIX
cknagax?

NYHKT 67 MpaBun Hagnexxallen NnpakTUKY XpaHeHns

15.06ecneynBaeTcs in 6€30NaCHOCTb JIEKAPCTBEHHbIX MPenapaToB Ha TPaH3UTHbIX CKnagax?

NYyHKT 67 MpaBua Hagnexallen NPakTUKN XpaHeHns

16.BnvseT nn TpaHCNoOpTHas Tapa Ha KayecTBo, 3hheKTUBHOCTb 1 6€30MacHOCTb IEKAPCTBEHHbIX
npenapaTos Npu UX nepesoske?

NYyHKT 68 MpaBua Hagexallen NpakTUKN XpaHeHns

17.06ecneynBaeT N TPaHCMOPTHAs Tapa 3alUnTy OT BO3AENCTBUSA (PaKTOPOB BHELLIHEN Ccpenbl?
NYHKT 68 MpaBua Hagnexallen NPakTUKN XpaHeHns

18.

BbibupaeTcs nm TpaHCNOpTHasA Tapa, yNakoBKa C Y4€TOM: YCTaHOBJIEHHbIX TpeboBaHWI K YCIOBMAM
XPaHeHNs N NepPeBO3KN JIEKAPCTBEHHbIX MpenapaToB, 06bemMe, He0BX0AMMOM A1 pa3MeLLeHns
NeKapCTBEHHbIX MpenapaToB, KonebaHUsax TeMnepaTypbl OKPY>XatOLWEeN cpeabl, AANTENbHOCTN NepPeBO3KY,
BKJ1t04a@s BO3MOXKHOE MPOMEXYTOYHOE XpaHeHWe eKapCTBEHHbIX NpenapaTos?

NYHKT 69 MpaBun HageXxalwen NPakTUKN XpaHeHUs

19.

Ha TpaHCNOpTHYIO Tapy, KOTOpas He nNpefHa3HavyeHa 4S9 noTpebuTenen n B KOTOPYO MOMELLEHDI
JleKkapCTBEHHbIE nNpenapaThl, HAHOCUTCS S MHOPMALMA O HAUMEHOBAHUN, CEPUN NEKAPCTBEHHbIX
npenapaTos, AaTe BbiMyCKa, KOINYeCTBE BTOPUYHbIX (MOTPebUTeNbCKINX) YNaKoOBOK EKAPCTBEHHbIX
npenapaTos, MPOU3BOAMTENE JSIeKapCTBEHHbIX NpenapaTos C YKa3aHWeM HauMeHOBaHuM 1
MeCTOHax0XAeHns (aapec) Npon3BOANTENS NEeKAapCTBEHHbIX NPEenapaToB, a TakXe 0 CPOKe roAHOCTU
JIEKAPCTBEHHbIX MpenapaToB 1 06 yCI0BMAX UX XPAaHEHNS N MEPEBO3KM, HE0OX0aMMble
npegynpeauTesibHble HAANUCU U MAHUNYNATOPHbIE 3HAKKN?

NyHKT 71 MpaBun Hagfexxalen NPakTUKN XpaHeHUs

20.CobntopgaeTcs v 3aNpeT Ha NOBTOPHOE UCMOJIb30BaHNE HEAOCTATOYHO OXJIaX AEHHbIX
XJ1a003/1eMEHTOB?

NYHKT 63 MpaBun HageXxalwen NPakTUKN XpaHeHns

21.CobnopaeTtca v 3anpeT Ha UCMONb30BaHNE MOBPEXAEHHbIX XJTa403/1EMEHTOB?

NYHKT 63 MpaBun HagseXxalen NPakTUKN XpaHeHUs

22.

MnaHnpoBaHMe TPaHCNOPTUPOBKMN OCYLLLECTBIEHO Ha OCHOBAHMWMN aHann3a BO3MOXHbIX PUCKOB?
NyHKT 123 PewweHns Ne 80

23.

CobniopatoTcs in TpebyeMmble YC/IOBUS XPAaHEHWUS IEKAPCTBEHHbLIX CPEACTB B TEYEHWNE BCErO0 BPEMEHM
TPaHCMOPTUPOBKMK B COOTBETCTBUM C YKa3aHNAMN NPOM3BOANTENSA UK MHOPMaLMEN Ha yNaKoBKe?
NYHKT 124 PeweHmna Ne 80

23.

CoobLieHa nu nHGopMaLmMa OTAPaBUTENIO 1 NOyYaTeNIo B C/lyvae BO3HUKHOBEHUS HapyLUeHuUs
TeMnepaTypHOro pexxvma Uan nopym NeKapCcTBeHHbIX CPeACcTB B NpoLLecce TPaHCNOPTUPOBKMN B
COOTBETCTBUM C pa3paboTaHHOM N LOKYMEHTaIbHO O(DOPMJIEHHONM MpoLEeaypPon, onpeaenstolwen nopsaaok
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AENCTBUIA NPU BO3HWKHOBEHWW OTKJIOHEHUI 1 paccnefoBaHU OaHHbIX PaKTOB?

NyHKT 124 PewweHns Ne 80

24,

CopepxaTcsa I B YACTOTE U NOABEPratoTCa 04NCTKe 1 ybopke no mepe HeobxoAMMOCTY B COOTBETCTBUM C
TpeboBaHNAMN CaHUTAPHbIX HOPM, YCTAaHOBJIEHHbIX 3aKOHOA4ATEIbCTBOM rOCY4apCTB-4/IEHOB TPAHCMOPTHOE
CpeLncTBO 1 ero obopynoBaHNe, NCMOJb3yeMble AN TPAHCMOPTUPOBKN JIEKAPCTBEHHbIX CPEACTB, AOJIKHbI?
NyHKTbl 125, 126 PeweHunsa Ne 80

25.Pa3paboTaHbl M MMCbMEHHbIE NpoLeaypbl Mo 06CNY)KMBAHNIO U SKCMyaTaluMm TPAHCMOPTHbLIX CPeACTB
1 060pyA0BaHUS, NCMOJb3YEMbIX 0N ANCTPUOBLIOLNN NeKapCTBEHHbLIX CPEACTB, BK/OYAA OYNCTKY U Mepbl
6e3onacHocTn?

NyHKTbI 125, 126 PeweHmns Ne 80

26.

OnpegnensieTcs MM HeO6XOAMMOCTb KOHTPOS TEMMEPATYpPbl, OCHOBaHHasA Ha aHaJin3e PUCKOB, CBA3AHHbIX C
TPaHCMOPTUPOBKOWN NIeKaPCTBEHHbIX CPEACTB MO BbibpaHHOMY MapLUpyTy?

NyHKT 127 PeweHns Ne 80

27.

MpoxoanT A Nnepuogunveckoe TexHmyeckoe obCnyxmBaHue, NOBEPKY U KaanbpoBKy B COOTBETCTBMM C
3aKOHO4ATeNbCTBOM roCyAapCTB-471eHOB 060pyLOBaHNE, NCMO/b3YEMOE A1 KOHTPOIS TeMMNepaTypbl B
npoLiecce TPaHCMOPTUPOBKU, YCTAaHOBEHHOE Ha TPAHCMOPTHOM CPEeACTBE UN B KOHTENHepe?

NYHKT 127 PeweHmna Ne 80

28.

Pa3zpaboTaHbl 1 NPUHATLI M B (hOpMe MMCbMEHHOI0 AOKYMEeHTa npoueaypsl, obecneynBaLme coxpaHeHne
KayecTBa JIeKapCTBEHHbIX CPEACTB (eCaM NCNONb3YIOTCA HeCneunaam3mpoBaHHble TPaHCMOPTHbIE CpeacTBa
n obopypoBaHue)?

NyHKT 128 PeweHmns Ne 80

4. Bua KOHTPOALHOro (Hag30pHOr0) MeponpusaTUS:

5. [laTa 3anosiHeHNs NPOBEPOYHOro JINCTa:

6. O6BEKT rocyapCTBEHHOIO KOHTPOAS (Hafa30pa), B OTHOLLEHUN KOTOPOro MPOBOANTCS KOHTPOJIbHOE
(Hag3opHOE) MeponpuaTme:

7. ®amunus, M 1 0TYECTBO (MPU HAANMYMK) FpaXKAaHWHa AN MHAUBUAYANbHOrO NPeAnpuHUMaTens, ero
NOEHTUPUKALNOHHBIA HOMEpP HasoronaaTesbLiMKa U (M) OCHOBHOW roCyAapCTBEHHbIN PerncTpaLMoHHbIN
HOMep MHAUBUAYAJIbHOrO NPeANpUHUMaTENS, afpec PerncTpaunm rpaXkAaHnHa uan MHGNBNAYanbHOro
npeanpuHUMaTens, HanMeHOBaHNe IPUANYECKOr0 NNLA, ero NAEHTUMPUKALNOHHLIN HOMep
HasioronsaTenbLnKa 1 (M) OCHOBHOW rOCYyAapPCTBEHHbIN PerncTpaLMoOHHbIN HOMEp, aapec IPUANYECKoro
nmua (ero pmnnanos, NpeacTaBUTENbCTB, 060C00NEHHBIX CTPYKTYPHbLIX MOAPA3AENEHUN), ABAAIOLWMNXCS
KOHTPOAUPYEMbIMU NINLLAMN:

8. MecTo (MecTa) NpoBeaeHNs KOHTPOJILHOIO (HaA30PHOr0) MEPONPUATUS C 3aM0IHEHNEM NPOBEPOYHOM0
nncTa:

9. PeKBM3UThI PELLEHNSI KOHTPOJILHOIO (HaZ30PHOM0) OpraHa O NPOBENEHNN KOHTPOJILHOMO (Ha[30pHOM0)
MeponpuaTns, NOAMUCAHHOMO YNOIHOMOYEHHbIM LOJXKHOCTHBIM JIMLLOM KOHTPOJIbHOMO (Ha30pHOr0)
opraHa:

10. Y4eTHbIN HOMEP KOHTPOJIbHOIO (HaA430PHOI0) MEPONPUATHUS:
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11. Jo/mKHOCTb, hamMnans u MHULMaNbI LOJKHOCTHOrO L@ KOHTPOJIbHOro (Hag30pHOr0) opraHa, B
JOJPKHOCTHble 0653aHHOCTIN KOTOPOro B COOTBETCTBMM C MOJIOXKEHUEM O BUIE KOHTPOJS, LO/KHOCTHBIM
pernaMeHToM Uan SOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLEeCTBIEHUE MONHOMOYWIA MO BUAY KOHTPONS, B
TOM Yyucne NpoBeAeHNE KOHTPOIbHbIX (Haf30pHbLIX) MEPONPUSATUIA, MPOBOAALLErO KOHTPOLHOE
(Hag30pHOE) MeponpuATE 1 3aMOHSAIOLWLEr0 NPOBEPOYHbIN JINCT:

12. Moanucu AOAXHOCTHBIX JINL, KOHTPOJIbHOIO (Haf430pHOM0) opraHa, y4acTBYOLWMUX B NPOBEAEHNN
KOHTPOJIbHOr 0 (HaZA30PHOr0) MEPONpPUATUSA:

(BO/MKHOCTK, aMUANN N NHULMANbI)
13. NMoanucb pyKoBOAMTENS FPYNNbl O/KHOCTHbIX JINL, KOHTPOJIbHOro (Hag30pHOr0) opraHa, y4acTBYOLLMX
B MPOBELEHUN KOHTPOJILHOIO (HaA30pHOr0) MeponpuaTus:

(BOJHKHOCTb, haMmans 1 NHULKMaNbI)

MpunoxxeHne Ne 3

K Npuka3sy PegepanbHOn ciyxbbl

no HaA3opy B chepe 34paBoOXPaHeHNs
oT 19 peBpans 2022 r Ne 1185

®opma
QR-kopg,

MpoBepOYHbIN NCT

(CANCOK KOHTPOJIbHBLIX BOMPOCOB, OTBETHI Ha KOTOPbLIE CBUAETENLCTBYIOT 0 COBIOAEHUN NN
Hecobt0ieHNN KOHTPOMPYEMbIM NNLOM 0053aTeNbHbIX TPeboBaHMi), Mcnosb3lyemblin PenepanbHOR
cnyx6om No Haa3opy B cchepe 34PaBOOXPAHEHNS N ee TePPUTOPUANLHLIMU OpraHaMu NPy OCYLLECTBAEHUN
helepanbHOr0 rocyapCTBEHHOIrO KOHTPOJIA (Hafa30pa) B chepe obpallleHUst NeKapCTBEHHbIX CPeLCTB
(oTnyck, nepepaya, peannsaumns, NPoLaxa IEKAPCTBEHHbIX CPEACTB 419 MEAULUHCKOrO MPUMEHEHNS)

1. HaumeHoBaHWe BUAa KOHTPONSA (HaA30pa), BKIOYEHHOIO B eAUHbIN peecTp BUAO0B dedepabHOro
roCcyapCTBEHHOIr0 KOHTPONS (Hag3opa): eaepanbHbIN roOCyAapCTBEHHbIN KOHTPOb (Haa3op) B cdepe
obpalleHns NeKapCTBEHHbIX CPEACTB.

2. HanMeHoBaHMe KOHTPOJIbHOr0 (HaA30pHOM0) opraHa 1 PeKBM3NTbl HOPMATUBHOIO MPaBOBOro akTa 06
yTBEPXAeHWUW (hOpMbl MPOBEPOYHOro INCTa:

3. CrMCOK KOHTPOJIbHBIX BOMPOCOB, OTPaXkatoLLMX cofep)kaHune obszaTeNbHbIX TpeboBaHMi, 0TBETHI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBMOAEHNN UK HECOBNIIOAEHUN KOHTPOMPYEMBIM ANLIOM 06513aTeNbHbIX
TpeboBaHWiA:

Ne n/n

CnncoK KOHTPObHBIX BONPOCOB, 0TPaXkaloLLmx coaepxaHune obssaTtenbHbix TpeboBaHuiA

PekBU3NTbLI HOPMaTMBHbLIX MPABOBbLIX AaKTOB C YKa3aHWEM UX CTPYKTYPHbIX €ANHNL, KOTOPbIMU YCTaHOBJIEHBI
obsa3aTenbHble TpeboBaHMs

OTBeTbl Ha BOMPOChHI, coaepxalumecs B CnMcKe KOHTPOJIbHbLIX BOMPOCOB

MNpumevaHmne

OpraHu3aLns onNTOBOW TOProB/N JIEKAPCTBEHHLIMU CPEACTBAMU AJ18 MEANLIMHCKOrO NMPUMEHEHUS
anTeyHas opraHu3auns Kak CTPYKTYpPHOE noapa3aefieHne MeiuLMHCKON OpraHn3aLmm
MeINLMHCKME opraHu3aLmm n nx obocobneHHsle nogpasaeneHus (ambynatopuu, denbiwepckme u
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dhenballepcko-aKyLlepckne NyHKThI, LEeHTPbI (0TAeneHus) obuien BpadyebHon (CeMENHON) NPaKTUKK),
PacrnooXXeHHbIe B CENIbCKUX HAaCeNIeHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTeYHble OpraHn3aLmm

OCYLLECTB/ISAOLME PO3HUYHYIO TOPrOBJIO JIEKAPCTBEHHLIMU NpenapaTam 418 MeANLUUHCKOTr0 NPUMEHEHUS:
anTe4yHas opraHu3auus
VHAUBMAYaNbHbIA NpeanpuHMMaTeb

obocobneHHble Noapa3zaeneHns (ambynatopum, penbaliepckne n enballepcko-aKyLepckne NyHKThbI,
LeHTpbl (oTaeneHmns) obwen BpavebHon (ceMenHon) NpakTUKK),

na
HeT
HenpUMeHMMOo
na

HeT
HenpUMeHMMo
na

HeT
HenpuMeHMMo

®epepanbHbIA 3aKoH 0T 12 anpens 2010 r. Ne 61-®3 "06 obpalLeHun nekapcTBeHHbIX cpeacTs” (CobpaHue
3aKoHogaTenbCTBa Poccninckonm Pepepaunn, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 4188 (nanee - 61-03);
depepanbHbIN 3aKoH 0T 8 AHBaps 1998 r. Ne 3-03 "O HapKOTMYECKMNX CPEeACTBaX U MCUXOTPOMHbIX
BewecTtBax" (CobpaHue 3akoHogaTenbCcTBa Poccuinckon ®egepaumm, 1998, Ne 2, cT. 219; 2020, Ne 50, cT.
8074) (manee - Ne 3-03); nocTtaHoBneHue Mpasutenbctea Poccmnckon ®epepaumm ot 30 noHa 1998 r. Ne
681 "O6 yTBEpPXKAEHWN NEPEYHS HAPKOTMYECKUX CPEeACTB, MCUXOTPOMHLIX BELLECTB M MX MPEKYPCOPOB,
noanexawunx KoHTposto B Poccuinckon ®epepaumn” (CobpaHme 3akoHogaTeNbCTBa Poccuinckonm
®epepaumm, 1998, Ne 27, cT. 3198; OhmumanbHbIi MHTEPHET-NOPTaN NPaBoOBON MHGOPMaLMK
http://pravo.gov.ru, 26 aHBapsa 2022 r.) (aanee - lNepeyeHb HAPKOTUYECKMX U MCMXOTPOMHbIX
JleKapCTBEHHbIX NpernapaTos); npukas MUHUCTepCTBa 34paBooxpaHeHus Poccunckon depepaunn ot 24
Hoabpsa 2021 r. Ne 1093H "O6 yTBep)xaeHnn MpaBun 0TNyCKa JIeKapCTBEHHbIX NPenapaToB Ans
MeLMNLMHCKOr0 NPUMEHEHNS anTeYHbIMY OPraHn3aLnsaMmn, NHAMBUAYAJbHLIMW NPEeANPUHAMATENSIMY,
MUMEeoLWUMY IMLEH3NIO Ha oCyLLecTBAeHMe (hapMaLeBTUYeCKON AeATeNbHOCTN, MeAULNHCKUMN
OpraHu3aunsmMmn, UMeLLNMI TNLEH3NIO Ha OCYLLeCTBEHME (hapMaLleBTMYeCKON AeaTeNbHOCTU, U X
obocobneHHbIMY NnogpasaeneHnamm (ambynatopuamm, penbalepCKuMm n GenbaLlepcKo-aKyLLepCKuMu
NyHKTaMu, UeHTpamm (oTaeneHmamm) obuwen BpayebHON (CeMenHom) NPpakTUKKU), PacnosIoXKEHHbLIMU B
CeNbCKUX NOCeSIeHNSIX, B KOTOPbIX OTCYTCTBYIOT anTe4yHble opraHu3aunm, a Takxe Mpasun oTnycka
HapPKOTUYECKMX CPELCTB U NMCUXOTPONMHbIX BELLECTB, 3aperncTprpoBaHHbIX B Ka4eCTBe JIeKapCTBEHHbIX
npenapaToB A8 MeAuLMHCKOr0 NPUMEHEHUS, IeKapCTBEHHbIX NpenapaToB Ans MeauLNHCKOro
NpPYMeHeHns, CoAepXXaLlx HapKoTUYecKme CpeCcTBa 1 NCUXOTPOMHbIE BelecTBa, B TOM yucJsie Nopaaka
OTMNyCKa anTeYHbIMU OpraHn3aumaMm UMMYHOBNONOr NYECKMX IEKAPCTBEHHbIX NMpenapaTos"
(3aperuncTpupoBaH MnHncTepcTeom ocTuummn Poccninckon ®epepaunm 30 Hosbps 2021 r.,
perncTpaumnoHHbin Ne 66142) (ganee - MNpasuna oTnycka); npmkas MMHUCTEPCTBa 34PaBOOXPAHEHUNS 1
coumnanbHoro pa3ssutTus Poccuinckon depepaumm ot 12 despana 2007 r. Ne 110 "O nopagke Ha3HayveHUa U
BbINUCBIBAHNA JIeKapCTBEHHbIX NpenapaTos, U34enn MeLULMHCKOr0 Ha3HavYeHNs 1 CneLnann3npoBaHHbIX
NpoayKTOB fie4ebHoro nuTaHus" (3aperncTpmupoBaH MMHUCTEPCTBOM CTULUN Poccuinckon ®enepauunmn 27
anpensa 2007 r., pernctpauoHHbin Ne 9364) ¢ M3MeHeHNaMW, BHECEHHbIMU NpuKa3aMm MUHMCTEPCTBa
3[1paBOOXPaHEHNS 1 CoUMaNibHOrO pa3BuTmsa Poccninckon Pegepaunn ot 27 asrycta 2007 r. Ne 560 "O
NPU3HAHWKN YTPATUBLLMM CUATY MYHKTa 2.5 WHCTPYKUMKM 0 NOpsAaKe BbINUCHIBAHWSA T€KapCTBEHHbLIX CPEACTB
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1 ochopMIeHNS peLenToB 1 TpeboBaHWA-HaKIaAHbIX, YTBEPXAEHHON Mprnka3oM MuHncTepcTBa
3[1paBOOXPaHEHUs 1 coumanbHOro pa3sutus Poccunckon depnepauum ot 12 despasna 2007 r. Ne 110"
(3apernctprpoBaH MnHNCTEPCTBOM tOCTULMK Poccminckon ®epepaunn 14 ceHTabps 2007 r.,
pernctpaumoHHbin Ne 10133), o1 25 ceHTa6psa 2009 r. Ne 794H "O BHeCeHUN n3MeHeHu B Mpukas
MnHMCTepCTBa 34PaBOOXPaHEHNS U COLMANbHOrO pa3BuTua Poccunckon ®enepauum ot 12 dpespans 2007
r. Ne 110 "O nopsioke Ha3Ha4YeHWS 1 BbIMUCbIBAHNSA NEKAPCTBEHHbLIX CPEACTB, N34ENNN MEANLINHCKOrO
Ha3Ha4YeHUs 1 cneunann3mpoBaHHbIX NPOAYKTOB ne4ebHOro nutaHmua" (3apernctpmposaH MMHUCTEPCTBOM
tocTuuum Poccninckonm ®eanepaunm 25 Hosbps 2009 r., pernctpaumoHHbin Ne 15317), ot 20 aHBapsa 2011 r.
Ne 13H "O BHeceHWM n3MeHeHWI B MprKa3 MMHUCTepCTBa 34paBOOXPaHEHNSA 1 COLMANBHOIO pas3BuUTmA
Poccuinckon ®egepaumm ot 12 espansa 2007 r. Ne 110 "O nopsake Ha3Ha4yeHMs 1 BbINMUCbIBAHWA
JIeKapCTBEHHbIX CPEACTB, U34e/IMN MeOULMNHCKOr0 Ha3HaYeHNs 1 Cneunann3vpoBaHHbIX MPOAYKTOB
nedvebHoro nuTaHna" (3aperncTpupoBaH MUHUCTEPCTBOM toCcTMLMK Poccninckon Pepepaunn 15 mapta 2011
r., perncTpaumoHHbii Ne 20103), npukazamm MmnHnCcTepCcTBa 34paBooxpaHeHmnsa Poccninckon ®degepaumm ot
1 aBrycta 2012 r. Ne 54H "O6 yTBepxaeHUU hopMbl 61aHKOB PeLenToB, COAepPXKaLLMX Ha3HaYeHe
HapKOTUYECKNX CPeLCTB UM NCUXOTPOMHbLIX BELLECTB, NOpsiKa UX U3roTOBNEHUS, pacrnpeneneHuns,
perncTpaumm, y4eta n XpaHeHus, a Takxe npasui oopmieHuns” (3apernctpmposaH MUHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 15 asrycta 2012 r., peructpaumoHHbin Ne 25190), oT 26 heBpans 2013
r. Ne 94H "O BHECEHUN U3MEHEHN B MPUKa3 MUHMCTEpPCTBa 34PaBOOXPAHEHNS 1 COLIMANbLHOIO Pa3BUTUA
Poccunckon ®epepaumm ot 12 deBpans 2007 r. Ne 110 "O nopsake Ha3Ha4YeHMS 1 BbINMUCbIBAHWSA
JIeKapCTBEHHbIX NPenapaToB, N3LeMn MeSULMHCKOr0 Ha3HavYeHUs 1 Cneumann3npoBaHHbIX MPOAYKTOB
nevebHoro nutaHna" (3aperncTpnpoBaH MuHUCTEPCTBOM tocTULMK Poccuinckon ®Pepepaunn 25 uoHs 2013
r., perncTpaunoHHbin Ne 28881) (panee - MHCTpyKuus); npukas MMHUCTepCTBa 34paBoOOXPaHeH s
Poccuinckon ®epepaumm ot 24 Hoabpsa 2021 r. Ne 1094H "O6 yTBepxaeHMM MNopsaaka Ha3HaYeHNs
NEeKapCTBEHHbIX NpenapaTos, (hopM peLenTypHbIX 6N1aHKOB Ha NIeKapCTBeHHbIE NpenapaThl, Mopsaaka
ohopMNEeHNA yKa3aHHbIX 61aHKOB, NX y4eTa 1 XpaHeHus, hopM 61aHKOB PELLENTOB, COLEPXKALLUX
Ha3HavyeHne HapKOTUYeCKMX CPeACTB UM NCUXOTPOMHbLIX BelecTs, NopsafaKa X N3roTOBJIEHUS,
pacnpegeneHns, perucTpauun, y4eta n xpaHeHns, a Takxe MNpasun ohopmneHns 61aHKOB peLenTos, B
TOM Yuncae B OpMe 3/IEKTPOHHbBIX AOKYMEHTOB" (3aperncTpupoBaH MMHUCTEPCTBOM OCTMLNN POCCUNCKON
®epepaumm 30 Hoabpsa 2021 r., peructpaumnoHHbin Ne 66124) (nanee - npukas Ne 1094H); npukas
MuHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaunn ot 22 anpenst 2014 r. Ne 183H "06
YTBEPXIAEHUMN NepeyHs NeKapCTBEHHbIX CPeACTB A1 MEAULNHCKOro NpUMeHeH s, nogaexxalymnx
npeagMeTHO-KOIMYeCTBEHHOMY YYeTy" (3aperncTpupoBaH MMHUCTEPCTBOM OCTMLNN Poccninckon
®epepaumnm 22 niona 2014 r., pernctpaunoHHbii Ne 33210) ¢ MU3MEHEHUAMN, BHECEHHBLIMU NPUKa3aMm
MuHucTepcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm 10 ceHTabpa 2015 r. Ne 634H "O BHeceHuMU
N3MEHEeHUN B HEKOTOPble NpMKa3sbl MMHUCTEPCTBA 34PaBOOXPAHEHNA U COLMANbHOIro pa3BMTna POCCMINCKON
depepaumm 1 MUHUCTEPCTBA 34paBoOXpaHeHns Poccniickon Pegepaunn” (3aperncTprupoBaH
MuHucTepcTBoM tocTulmmn Poccuinckon ®epepaunm 30 ceHTs6ps 2015 r., pernctpaumoHHbin Ne 39063), oT
31 okTa6psa 2017 r. Ne 882H "O BHECEHUN N3MEHEHWIA B HEKOTOPLIE NprKa3bl MMHMCTEPCTBA
3[paBOOXPaHEHNS 1 couManbHOro pa3snTusa Poccninckon degepaunm n MMHUCTEpPCTBa 34paBOOXPaHEHNS
Poccuinckon ®epepalmm no Bonpocam obpalleHns NeKapCTBEHHbIX NPenapaToB, COAEPKaLl X
HapKOTUYeCKne CpencTBa, NCMXOTPONMHbIE BELLEeCTBa U UX NMPEKYPCopbl, U JIeKapCTBEHHbIX CPeacTs,
nogaexawunx npegMeTHO-KONNYeCTBEHHOMY y4eTy" (3apernctpmpoBaH MMHUCTEPCTBOM OCTULMUN
Poccuiickon ®epepaumm 9 aHBapsa 2018 r., pernctpaunoHHbin Ne 49561), ot 5 anpena 2018 r. Ne 1491 "O
BHECEHWW N3MEHEHWI B HEKOTOpPbIE NPUKa3bl MUHUCTEPCTBa 34paBooxpaHeHus Poccuninckon degepaunm no
BOMpocaM obpallleHnss NeKAPCTBEHHbLIX CPEACTB, MOANIEXALUNX NPEeAMETHO-KOIMYECTBEHHOMY yyeTy"
(3aperncTpupoBaH MnHNCcTepCcTBOM tocTULMKN Poccuinckon ®epepaumm 3 mas 2018 r., peructpaumoHHbin Ne
50961), ot 27 nons 2018 r. Ne 471H (3apernctpmpoBaH MUHUCTEPCTBOM OCTULMK Poccunckon Gepepaunn
14 aBrycta 2018 r., permcTpaunoHHbiin Ne 51885) (fanee - lNepeyeHb NeKapCTBEHHbLIX CPEACTB)
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1.

OcyLecTBASETCS NN OTNYCK NIeKapCTBEHHbLIX NpenapaToB 6e3 peLenToB: anTekaMu, OCYLLECTBAALLNMM
PO3HMYHYIO TOProBJ/I0 (OTMYCK) IeKaPCTBEHHbIX MPenapaToB HaCeNEeHNIO, N anTeKaMm Kak CTPYKTYPHbIMU
noapasfeneHnsaMmn MeauuMHCKON opraHu3auny (fanee - anTekn); anTe4YHbIMU MYHKTaMK, B TOM YUCIe Kak
CTPYKTYPHbIMW MNOAPA3AENEHUAMN MEANLIMHCKON OpraHu3aLmm (fanee - anTeyHble NyHKThI); anTe4yHbIMM
KWOCKaMW; MHANBUAYAJIbHBIMY NPeAnpPUHMMATENAMN, UMEIOLLUMN JINLEH3NIO Ha (PapMaLLeBTUYECKYIO
LeATeNbHOCTh (fanee - HANBUAYaNbHLIA NpeanpuHUMaTeNb); MEAULUHCKUMI OpraHn3aumnsamum,
NMEOLWUMI JIMLEH3MIO Ha (hapMaLeBTMYECKYI0 AeSTENbHOCTb, K X 060CO6EHHBIMI MOAPa3AENEHUMU
(ambynaTopmsamMm, henbaLepcKMMn 1 henbaepCcKo-aKyLWepCKUMIM NyHKTaMK, LLeHTpaMmn (0TLeNeHnaMm)
obwen BpayebHoOnN (CemMenHoN) NPaKTUKK), PacnosioXXEHHbIMU B CEJIbCKMX MOCENEHNAX, B KOTOPbIX
OTCYTCTBYIOT anTe4YHble OpraHun3aLnmy, nepeyeHb KOTOPbLIX YTBEPXKAAETCA OpraHaMm UCNOHUTESIbHON
BNacTu cybbekTa Poccunckon ®enepaunmm?nyHKT 2 npunoxerHus Ne 1 MpaBun oTnycka

2.

OcyLLiecTBAsSETCA M OTMYCK JIeKapCTBEHHbIX NPenapaToB Mo peuenTaM: anTekaMu; anTe4yHbIMU MyHKTaMu;
WNHAMBUAYANbHLIMW NpeanpUHUMaTEeNaIMK (3a NCKAIOYEHNEM OTMYCKa HAapPKOTUYECKMX CPeLCTB M
NMCUXOTPOMHbIX BELLECTB, BKOYEHHbIX B NepevyeHb HapKOTUYeCKUX CpeacTB, NCUXOTPOMHbIX BELLECTB U UX
NpeKypcopoB, Noanexallmx KoHTposo B Poccuiickon ®epepalimmn); MeULUHCKUMK OPraHn3auusamMm n
060Cc06/1eHHbIMKN NOAPa3AENEHUSIMN MEOULMHCKUX OPraHN3aunin?nyHKT 3 npunoxerHns Ne 1 Mpasun
OTNyCKa

3.

OTnycKalTCA M NO peLienTaMm, BbiMMCaHHbIM Ha peuenTypHbIX 6naHkax opmbl Ne 148-1/y-88,
JleKapCTBEHHbIe NnpenapaThbl, BKIOYEHHbIE B NepeYyeHb JIeKapCTBEHHbIX CPeACTB A1 MeJULMHCKOro
NpPMMeHeHns, noanexawmx npeaMeTHO-KONNYEeCTBEHHOMY YYeTY?NYHKT 4 npunoxeHus Ne 1 Mpasun
OTMNyCKa

4.

OTnycKalTCa M NCUXOTPOMHbIE leKapCTBEHHbIE NpenapaThbl, BHeCceHHble B Crincok Il MepeyHs
HaPKOTUYECKNX U MCUXOTPONMHBIX JIeKapCTBEHHbIX NpenapaTos, Npu npeabsaBieHNN peLenTos,
BbIMMCAHHbIX Ha peuenTypHbIX 6naHkax qopmbl Ne 148-1/y-88?7nyHKT 4 npunoxxeHus Ne 1 Mpasun oTnycka
5.

OTnycKalTCa M N0 peLenTaM, BbiMUCAaHHBIM Ha peLenTypHbIX 6aaHkax opmbl Ne 148-1/y-04(n),
NeKapCTBEHHbIE MpenapaThl, BbIMUCbIBAEMbIE FPpaXK JaHaM, UMeoLWUM NpaBo Ha becniaTHoe nonyvyeHue
JIeKapCTBEHHbIX NPenapaToB Wan NoayyYeHne NeKapCTBEHHbIX MPenapaToB CO CKUAKON?NYHKT 5
npunoxeHunsa Ne 1 MpaBun oTnycka

6.

OTnycKalTCa M No peLenTaM, BbIMUCaHHLIM Ha peLenTypHbIX 6iaHkax gopmbl Ne 107-1/y, oTnyckatoTCs
WHble SIeKapCTBEHHbIE MpenapaThbl, He YKa3aHHble B NyHKTe 4 [paBu 0TNyCKa, 1 3a UCKJTIYEeHneM
JIeKapCTBEHHbIX NPenapaToB, 0TNyckaeMbix 6e3 peuenTa?nyHKT 6 npunoxeHus Ne 1 MpaBun oTnycka

7.

OTnyckatoTca M KOMOMHMPOBAHHbIE IeKapCTBEHHbIE MpenapaTbl A% MeAULMHCKOrO NPUMEHEHNS,
cogepxxalime KpoMe MasbiX KOJIMYECTB HAPKOTUYECKUX CPeLCTB, MCUXOTPOMHbIX BELLECTB U NX
NPeKypcopos, Apyrue apmMakosiornyeckme akTUBHble BELLECTBa, anTeKaMu, anTe4yHbIMU NyHKTaMu 1
WHAVBMAYANbHBIMUN NpeanpuHUMaTEN MU, UMEOLLMMI JINLEH3NI0 Ha (hapMaLleBTNYEeCKY0 AeATeNIbHOCTb,
no peLenTaM, BbiIMMCAHHbLIM Ha peLenTypHbIX 6naHkax gopm Ne 107-1/y n Ne 148-1/y-88, kKpome Tex
JIeKapCTBEHHbIX NPenapaToB, KOTOpble 0TNycKatoTca 6e3 peuenTa?nyHKT 7 npunoxeHnsa Ne 1 Mpasun
OTNyCKa

8.

OTnycKaloTca M No peuentaM B (hOpMe 3/IEKTPOHHOIO LOKYMEHTa C UCM0/1b30BaHNEM YCUIEHHON
KBanMpULMPOBAHHON 3N1E€KTPOHHOM NOANNCYA MEAULMHCKOro paboTHMKa BCe NeKapCTBEHHbIE NpenapaThl,
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yKa3aHHble B NyHKTax 4, 5, 6, 7 MpaBun oTnycka?nyHKT 8 npunoxeHns Ne 1 Mpasuna oTnycka

9.

OTnycKaloT M MeauLMHCKNe opraHm3aunn n obocobneHHble nogpasaeeHns MegnUMHCKUX OpraHM3aunia
JleKapCTBEeHHbIe npenapaThbl, BKAIOYEHHble B NepeYyeHb NpeaMeTHO-KOIMYeCTBEHHOr0 y4eTa, BbiMNCaHHbIe
Ha peLenTypHbix 61aHkax dopmbl Ne 148-1/y-88; nekapCTBEHHbIe NpenapaThl, BKJOYEHHbIe B [lepeyeHb
JleKapCTBEHHbIX NpenapaToB, 0TNyCKaeMblX Mo peLienTam Bpada (enbhlepa) npy okasaHum
LOMNONHUTENbHON 6ecniaTHON MeANLMHCKON NOMOLLMN OTAENbHbLIM KaTEropyaM rpakaaH, MMeoLWw M npaso
Ha Nony4yeHne rocyfapCTBEHHOW COLMANbHON NOMOLLN, @ TakXXe MHble IeKapCTBEHHbIE CPEACTBa,
0TnyckaeMble 6eCnNaTHO NAKN CO CKMAKOM, BbIMMCAHHbIE Ha peLenTypHbiX 61aHkax dopmbl Ne
148-1/y-04(n)?nyHKT 9 npunoxeHua Ne 1 MpaBuna oTnycka

10.

OcyLiecTBNAETCA N OTMYCK JIeKapCTBEHHbIX NPenapaToB B Te4YEHMEe YKa3aHHOro B peLenTe Cpoka ero
NeNncTBUs Npu obpalleHnun nnua K cybbekTy po3HUYHOM TOproBan?nyHKT 11 npunoxenus Ne 1 Mpasun
OTMNyCKa

11.

MprMHUMaeTCsa M B C/lyYae OTCYTCTBUS ¥ CyObeKTa PO3HNYHON TOProBAN JIEKAapCTBEHHOMO NpenapaTa,
YKa3aHHOro B peLienTe, Npu obpalleHun anua K CybbekTy pO3HWYHON TOProBan peLenT Ha 06CnyxmBaHue
B Cnefyrowme CPOKM:NyHKT 12 npunoxxeHnsa Ne 1 MpaBun oTnycka

0b6cnyXmnBaeTcs M peLenT ¢ nomeTkon "statim" (HemenneHHo) obcnyxmMBaeTCa B Te4EHUE 0LHOI0
paboyero aHA co AHS obpalleHns nuua K CybbekTy po3HUYHOW TOProBAN?NYHKT 12 npunoxxeHus Ne 1
MpaBun oTnycka

06cnyxmnBaeTca M peLenT ¢ noMeTKon "cito" (CpoyHO) B TedeHme AByx paboyunx gHen co aHsA obpalleHuns
mua K CybbekTy po3HMYHON TOProBAN?NyHKT 12 npunoxxeHna Ne 1 MNpaBun oTnycka

06cny>XMBaeTCA /M peLenT Ha IeKapCTBEHHBLIN NpenapaT, BXOAALWMA B MUHNMAJIbHbIA aCCOPTUMEHT
JIEKapCTBEHHbIX NPenapaToB Aas MeaNLUNHCKOr0 NPUMEHEHUNSs, He0bX0ANMbIX ANS OKa3aHWs MeaNLNHCKOWN
MoMOLLY, B TeYeHUe NaTu paboymx AHen co AHA obpalleHus nmua K CybbekTy PO3HWYHON TOProBAN?MYHKT
12 npunoxxeHnsa Ne 1 MNpaBun oTnycka;

06cnyxmnBaeTcs M peLenT Ha IeKapCTBEHHLIN NpenapaT, BXOAALNA B MUHUMAJIbHbIA aCCOPTUMEHT
NeKapCTBEHHbIX MpenapaToB A1 MeANLMHCKOro MPUMEHEHUS, 0TMyCKaeMblil 6ecnaaTHO Uan CO CKUAKOW B
TeyeHue AByx paboymx gHen co AHA obpalleHns nmua K CybbekTy PO3HUYHON TOProBAN?MYHKT 12
npunoxeHuna Ne 1 MpaBun oTnycka

06Cny)XMBAETCS NN PeLLEnT Ha NEKAPCTBEHHbIN NpenapaT, He BXOAALWNA B MAHUMAbHbI aCCOPTUMEHT
JIEKapCTBEHHbIX NPenapaToB Aas MeanLUNHCKOr0 NPUMeEHEHUSs, He0BX0ANMbIX ANS OKa3aHWsA MeaNLNHCKOWN
MoMOLLIY, B Te4eHUe aecatu paboynx aHen co aHA obpalleHus namua K CybbekTy PO3HWYHON
TOproBAn?nyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

06cnyxmnBaeTca M peLenT Ha NeKapCTBEHHLIN NpenapaT, He BXOAALWNA B MUHUMANbHbIA aCCOPTUMEHT
NleKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHns, HeobXoAUMbIX A5 OKa3aHUAa MeaULIMHCKON
MOMOLLK, OTMYCKaeMbIn 6eCniaTHO MK CO CKUAKON B TeveHne ceMmun paboymx oHen co aHa obpalyeHns
mua K CybbekTy po3HMYHON TOProBAN?NyHKT 12 npunoxxeHna Ne 1 MNpaBun oTnycka

06cnyXMBaOTCA NN peLenTbl Ha NEKAPCTBEHHbIE MpenapaThl, Ha3HaYaeMble MO PeLLeHnto BpayebHon
KOMUCCUK, B TeYeHMe aecsatn pabounx aHen co aHs obpalleHns nmua K cybbekTy po3HUYHOW
TOProBAN?NYHKT 12 npunoxkeHusa Ne 1 MNMpaBun oTnycka

O6cy)KMBaeTCs I peLenT Ha JIEKAPCTBEHHBI NpenapaT, He BXOASLLWA B MUHUMASbHbIA aCCOPTUMEHT
JIEKAPCTBEHHBIX NPEnapaToB A8 MeANLUHCKOr0 NPUMEHEHUS, HEOOXOAMMBIX A1 0Ka3aHWUa MeANLIMHCKON
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MOMOLLM, B Te4yeHne fecatn paboyunx gHen co oHA obpalleHns nmua K Cy6bekTy pO3HNYHON
TOpProBAN?NyHKT 12 npunoxeHuns Ne 1 Mpasun oTnycka

O6cnyXmnBaeTCs M peLenT Ha NeKapCTBEHHbLIN NpenapaT, He BXOAALWMIA B MAHMMabHbI aCCOPTUMEHT
JIeKapCTBEHHbIX NPenapaToB Aas MeANLNHCKOr0 NPUMEHEHUS, HE0BX0ANMBIX AN OKa3aHWs MeaUNLINHCKOWR
MOMOLLW, OTMYCKaeMbIn 6ecnnaTHO WK CO CKUAKOWN, 06CNyKMBAEeTCA B TedeHne ceMn paboynx gHen co aHS
obpaleHunsa nnua K CybbeKkTy PO3HUYHOM TOProBAN?NYHKT 12 npunoxxeHus Ne 1 MpaBua oTnycka

06cnyXMBaOTCA NN peLenTbl Ha NEKAPCTBEHHbIE MpenapaThl, Ha3HaYaeMble MO PeLLeHnto BpayebHon
KOMUCCUK, B TeYeHme gecatn paboynx gHen co oHs obpalleHns nmua K cybbekTy po3HUYHOW
TOProBAN?NYHKT 12 npunoxxeHusa Ne 1 MNMpaBun oTnycka

OTnyCcKaeTCs /M IeKapCTBEHHBIN NpenapaT Mo HaX0AALWEMYCS Ha OTCPOYEHHOM 06CYXUBaHMW peLenTy C
NCTEKLIUM CPOKOM LleNcTBMA ocyLlecTBnseTcs 6e3 ero nepeodopmneHms B TedeHne 90 oHeN co AHA
NCTeYeHNs CpOKa OENCTBMA Takoro peuenTta?nyHKT 12 npunoxeHunsa Ne 1 MpaBun oTnycka

12.

CobntogaeTcs v 3anpeT Ha OTMYCK JlekapCTBEHHbIX NpenapaTos Mo peuenTaM C UCTEKLIUM CPOKOM
LEeNCTBUSA, 3a UCKIOYEHNEM ClyHas, KOrga CpoK AeNCTBUSA peLienTa UCTEK B Nepuos HaXoXAeHns ero Ha
OTCPOYEHHOM 06CYXUBAHUN?NYHKT 12 npunoxxeHus Ne 1 Mpasun oTnycka

13.

OcyLiecTBnsfeTCa M OTMNYCK JIeKapCTBEHHOr 0 rnpenapaTa no Haxo4ALWEeMYCs Ha OTCPOYEHHOM
06CNy>XMBaHMM peLenTy C UCTEKLIMM CPOKOM AencTsus 6e3 ero nepeoopmneHuns B TedeHune 90 gHen co
LHA UCTEeYeHUs CpoKa AeNCTBUS Takoro peuenTta?nyHKT 12 npunoxeHus Ne 1 Mpasun oTnycka

14,

OTnycKaloTCa M lekapCTBEHHbIE NpenapaThl B KONNMYECTBE, YKa3aHHOM B peLenTe, 3a UCKJIIYeHneM
CNy4Yaes, Kora Aas ekapCTBEHHOro npenapaTa yCTaHOBIEHO KOIMYECTBO, KOTOPOEe MOXET ObITb
BbIMWCAHO B O4HOM peuenTe, Uin Kypc nevyeHna?nyHKT 13 npunoxxeHnsa Ne 1 MpaBun oTnycka

15.

dapmaLeBTnYecknii paboTHUK MHPOPMUPYET O NPEBbILLEHUN NpeaeSibHO AoMYCTUMOro KONM4ecTsa
JleKapCTBEHHOr o npenapaTa JnLo, NpeacTaBMBLLee peuenT, PYKOBOAUTENS COOTBETCTBYIOLLEN
MeLMLMHCKON OpraHnu3aLmm n 0TNyCcKaeT K YKa3aHHOMY 1LY YCTaHOBIEHHOE COOTBETCTBEHHO
npefenbHO AoMyCcTMMOe KOMYeCTBO JIeKapCTBEHHOIO NpenapaTa, KOTopoe MOXeT ObITb BbINNCaHO B
OLHOM peLienTe C NPOCTaB/AEHNEM COOTBETCTBYIOLLEN OTMETKM B peLenTe?nyHKT 13 npunoxxeHus Ne 1
MpaBun oTnycka

16.

OcyLLecTBASETCA M OTNYCK JIEKAapCTBEHHOr O NpenapaTa B NePBUYHON 1 BTOPUYHON (noTpebuTtenbckon)
yMaKOBKax, MapKnpoBKa KOTOPbIX 0TBeYaeT TpeboBaHnaM cTaTbh 46 PefepanbHoro 3akoHa Ne 61-03
7cTaTbs 46 Ne 61-@3 ; nyHKT 14 npusoxeHus Ne 1 MpaBua oTnycka

17.

OTnyckaeT nu hapMaLeBTUYECKUn paboTHUK NpesfensHO AONYCTUMOE UM PEKOMEHA0BAaHHOE KOIMYeCTBO
NleKapCTBEHHOro npenapaTta A4S BbIMACbIBAHUSA Ha OAMH peLenT nNpu npegbssieHnn peLenTa ¢
npesblleHneM NpefenbHo AOoNYyCTUMOro Wi peKOMEeHA0BaHHOIO KOJIMYeCTBa JIeKapCTBEHHOro npenapaTa
ANS BbIMACbIBAHNSA Ha OAMH peLenT C MPoCTaB/ieHNeM COOTBETCTBYOLLEN OTMETKM B peLenTe?nyHKT 13
MpaBun oTnycka

18.

OCyLLEeCTBASETCA N OTMNYCK JIeKapCTBEHHOr 0 NpenapaTa B NePBUYHON 1 BTOPUYHON (NoTpebuTtenbckoin)
ynakoBKax C MapkmpoBkon?cTaTbs 46 Ne 61-03 ; nyHKT 14 lNpaBun oTnycka

19.

HapylwaeTcs nu nepeBnYHas ynakoBKa JIeKapCTBEHHOro npenapaTta npu ero oTnycke?nyHKT 15
npunoxeHuna Ne 1 MpaBun oTnycka
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20.
MpocTaBnseTCs A Npu OTNYCKe IEKapCTBEHHbIX MPenapaToB Ha peLienTe oTMeTKa 06 oTnycke
JIeKapCTBEHHOr o npenapaTa C yKasaHneM:nyHKT 15 npunoxxerHuns Ne 1 MNpasuna oTnycka

HaMMeHOBaHWA anTeYyHon opraHu3auny (hbammnamm, MMeHn, oT4YeCTBa (NpU HaNNYUM) UHANBUAYAILHOIO
npeanpuHuMaTens)?nyHKT 15 npunoxeHus Ne 1 Mpasun oTnycka

TOProBOro HauMeHoOBaHUA, [O3UPOBKU U KOJINYECTBa OTNYLLEHHOIO JIEKAPCTBEHHOr O npenapaTa?nyHkT 15
npunoxxenmsa Ne 1 MpaBua oTnycka

haMuanm, UMeHK, 0THeCTBa (MPX HaNNYMKM) MeQULNHCKOro paboTHUKa B ClyYasX, YKa3aHHbIX B ab3aLe
4yeTBepTOM NyHKTa 13 1 ab3aue TpeTbeM NyHKTa 16 MpaBua oTNycka?nyHKT 15 npunoxeHns Ne 1 Mpasun
OTMNyCKa

PEKBM3UTOB AOKYMEHTA, yAOCTOBEPSIOLLErO JIMYHOCTb JiMLa, NOMYYMBLUErO IEKAPCTBEHHbLIN NpenaparT, B
C/lyyae, yKa3aHHOM B NMyHKTe 28 lMpaBun oTnycka?nyHKT 15 npunoxeHnsa Ne 1 Mpasuna oTnycka

hamMuaum, UMeHu, oT4ecTBa (NpW Hannymm) hapmaueBTnYeckoro paboTHMKa, OTNYCTUBLUErO
NEeKapCTBEHHbIN NpenapaT, 1 ero NoANMCM?nyHKT 15 npunoxxeHus Ne 1 Mpasun oTnycka

[aTbl OTMYCKa JIeKapCTBEHHOr0 npenapaTa?nyHKT 15 npunoxeHus Ne 1 Mpasuna oTnycka

21.

Bo3BpallaeTcs M NpyM OTMNYCKe JlieKapCTBEHHbIX NPernapaTos Mo peuenTy, BbINMMCaHHOMY Ha peLenTypHOM
6naHke opmbl Ne 107-1/y CO CPOKOM AENCTBMSA 40 OAHOIO roAa, B KOTOPOM yKa3aHbl Mepuoabl 1
KOIMYeCTBO OTMNYCKa JIeKapCTBEHHOr0 NpenapaTa (B KaXKAbii nepnoa), peLenT auuy, npuobpeTtatoLiemy
JIeKapCTBEHHbIV MpenapaT, C 0TMETKON, CoAep KaLlenl CBeAEHNS, YKa3aHHble B NyHKTe 15 Mpasun
OTNYCKa?NyHKT 16 npunoxeHna Ne 1 MNMpaBun oTnycka

22.

Y4ynTbIBAOTCA SN NpK 04epeaHOM obpalleHnn nuua K Cy6beKkTy PO3HUYHON TOProBan C AaHHbIM PELLENTOM
OTMETKW 0 NpelblayLLeM OTNyCKe JIekapCTBEHHOr O rnpenapaTa no TakoMy peLenTy 1 B Cy4vae
nprnobpeTeHns TMLOM KONMYECTBA JIEKAPCTBEHHOMO NpenapaTa, COOTBETCTBYIOLWEr0 MaKCMMaJIbHOMY
KONIMYeCTBY, YKa3aHHOMY MEeAULMHCKMM pabOoTHUKOM B peLenTe, a TakXKe No UCTeYeHNN CPoKa AeNCTBMS
peLenTa, Ha peuenTe NpocTaBaseTca Au wramn "JlekapCTBEHHbIN NpenapaTt oTnyLeH" 1 peuenTt
BO3BpaLlaeTcs AMUy?nyHKT 16 npunoxerHus Ne 1 Mpasun oTnycka

23.

MepepaeTcs Npu OTNYCKe NIeKapCTBEHHbIX NpenapaTos Mo peLenTy, BbIMMCAaHHOMY Ha peuenTypHOM
6naHke opmbl Ne 148-1/y-04(n), 3aN0SIHEHHbLIN KOPELLOK Takoro peuenTa apMaueBTUYeCKUM paboTHUKOM
iy, npruobpeTatolleMy (Nony4vatowemy) nekapCTBEHHbIE NpenapaTbi?NyHKT 17 npunoxxenus Ne 1 Mpasun
OTNyCKa

24,

OCTalTCa U XpaHATCS My CybbekTa PO3HMYHOM TOProBAW PeLenTbl (C OTMEeTKON "JIeKapCTBEHHbIN
npenapat oTnyLeH") Ha: NeKapCTBEHHbIE NpenapaThl, 0TNyCcKkaeMble 6ecnaaTHO UM CO CKUAKOW, - B
TeyeHue Tpex neT; NeKapCTBEHHbIE npenapaThl, OTHocAWwmMecs no ATX K aHTUNCUXOTUYECKUM CPeACTBaM
(kog, NO5A), aHkcumonuTmkam (kog NO5SB), CHOTBOPHbLIM 1 cefaTuBHbIM cpeacTeam (kog NO5C),
aHTuaenpeccaHTam (kog NO6A) n He nognexxawme NnpeaMeTHO-KOJIMYECTBEHHOMY Y4YETY, - B TeYEHMEe Tpex
MecaueB?nyHKT 18 npunoxeHusa Ne 1 MpaBua oTnycka

25.

OTmMeyaloTCA, BO3BPALLAOTCA SN peLenTbl, BbiMMCaHHbIE C HAPYLUEHNEM MPaBui, U PErucTpMpyoTCs an B
XKYpHaJie, B KOTOPOM yKa3blBalOTCA BbISIBJIEHHbIE HapyLLeHs B ohopMaeHUn peLenTa, aMunus, ums,
0TYECTBO (MpW HaNMYNN) MEAULMHCKOrO paboTHMKA, BbIMUCABLUErO PELIENT, HAMMEHOBaHNE MeULIMHCKON
opraHusaunu, NPUHATbLIE MePbI, 0TMEYalTCs WTamnoM "PeuenT HegencTBUTeNeH" " ?NYyHKTbI 19, 20
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npunoxenma Ne 1 MpaBua oTnycka

26.

CobntopaeT 3anpeT Ha NpefocTaBeHne HeJOCTOBEPHOMN U (MSIM) HEMOAHOW MHOPMaLMK MPK OTNYyCKe
NIEKapCTBEHHOro Npenapata hapMaLeBTNYecknin PaboTHUK an paboTHMK MEAVLVHCKOW OpraHn3auum
(0obocobneHHoro noapasfneneHns MeanLMHCKON OpraHn3aLm) 0 HaJlM4ymMmn eKapCTBEHHbIX NpenapaTos,
BKJ1t0YaA SleKapCTBEHHble npenapaThl, MMeLne 04MHAKOBOE MeXAYyHAapOo4HOEe HernaTeHTOBaHHOe
HavMeHOBaHWe, B TOM Y/CJ1e CKPbIBaTb MHPOPMALIMIO O HAaNNYMK JIeKapCTBEHHbIX NpernapaTos, UMELLNX
6oniee HM3KYIO LeHy?NYHKT 23 npunoxeHunsa Ne 1 MpaBun oTnycka

27.

OcywecTBnseTcs nn ona obecneyveHns nevyebHoro npouecca B MeAULMHCKON OpraH13aLmm anTevyHom
opraHmn3aunen, SBASIOWENCA CTPYKTYPHbLIM NOAPa3Ae/IeHNEM TaKo MeQULMHCKON OpraHn3sauum, oTnyck
nnbo N3roToBNEHNE N OTMYCK JIEKapCTBEHHbLIX NPenapaToB Ha OCHOBaHWM TpeboBaHMsA MeAULNHCKON
opraHmM3aLunn, BbIMMCAHHOIO YNMOJIHOMOYEHHBIM MEOULMHCKMM PabOTHMKOM?NYHKT 28 npuaoxxeHns Ne 1
MNpaBun oTnycKka

28.

XpaHeHue TpeboBaHMn MeANLIMHCKON OpraHM3aLnm, No KOTOPbIM OTMYLLLEHbI IEKAPCTBEHHLIE NPenapaThl,
OCYLLECTBAAETCA anTe4HON opraHm3aLmnen B COOTBETCTBUM C NYHKTOM 18 MpaBua oTnycka?nyHKT 29
npunoxenmsa Ne 1 MpaBua oTnycka

29.

JlonycKaeTcs M HapyLeHne NepBMYHON YNaKoBKM IEKapCTBEHHOMO NpenapaTa npw ero oTnycke no
TpeboBaHMIO MeQULIMHCKOM OpPraHM3aLnmn anTeyHon opraH3auneit, MMeKLWen NNLEeH3NI0 Ha
(hapMaLeBTUYECKYIO [eAaTe/IbHOCTb C MPaBOM U3rOTOBJIEHUS JIeKapCTBEHHbIX NPenapaTos C
npefocTaBfeHNeM UHCTPYKLUMU (KOMUU MHCTPYKLUK) MO NPUMEHEHUIO OTMYCKAaeMOoro JIeKapCTBEHHOI0
npenapata?nyHKT 30 npunoxxeHusa Ne 1 MpaBu oTNycka

30.

OcyLiecTBNSETCA M OTMYCK JIeKapCTBEHHbIX NpenapaToB No peuenTam B (POpMe 3/1eKTPOHHOro OKYMeHTa
anTeKamu, anTeYyHbIMN NyHKTaMW U MHANBUAYAJIbHBIMU NPEeANPUHMMATENSAMUN, YKa3aHHbIMU B MYHKTE 2
MpaBun 0TNycka, PaCnoNoXeHHbIMN Ha TeppuTopumn cybbekTa Poccuiickon ®epepaLumm, B KOTOPOM
ochopMIIeH peuenT B POpMe 3N1eKTPOHHOr0 OKYMEHTa, B CJlyvae NPUHATUA YNOJIHOMOYEHHbIM OpraHoMm
cybbekTa Poccuinckon depepalim B COOTBETCTBMM C NMYHKTOM 4 cTaTbh 6 ®efepanbHOro 3akoHa Ne 61-03
pelweHns 06 ncnonb30BaHUM Ha TeppuTopumn cybbekTa Poccminckon depepauun Hapsaay € peLentamMy Ha
JleKapCTBEHHbIe nNpenapaThbl, 0hOpMAEHHbIMU Ha ByMa)KHOM HOCUTENe, peLenToB Ha IeKapCTBEHHbIe
npenapatbl, CHOPMUPOBAHHBIX B POPME 3N1eKTPOHHbIX JOKYMEHTOB?MYHKT 31 npunoxxeHusa Ne 1 MNpasu
OTMNyCKa

31.

iMeloT NoaKAYeHe anTeyHble OpraHn3aLmm K rocyapCcTBEHHON UHGOPMaLMOHHOW CMcTeMe B cdhepe
3A4paBooxpaHeHns cybbekTa Poccuinckon depepaunn, KoTopoe obecneynBaeTcs YNOAHOMOYEHHbBIM
opraHom BnacTu cybbekTa Poccuinckon ®egepaummn?nyHkT 32 npunoxxeHuns Ne 1 Mpasun oTnycka

32.

OcyLecTBASETCA M OTNYCK JIeKapCTBEHHbIX NPenapaToB No peuenTam B (HOpMe 3/1eKTPOHHOro OKYMeHTa
nunuy, yKasaHHoMy B peuenTe, 1Mbo ero 3aKOHHOMY NpeacTaBuTento, nbo nuuy, KOTopoe NuLo, yKasaHHoe
B peuenTe, WK ero 3aKOHHbIN NpeacTaBUTeNb YIOJHOMOYUAN Ha NOJlyYeHNe JIeKapCTBEHHbIX
npenapaToB?nyHKT 33 npunaoxeHus Ne 1 Mpasun oTnycka

33.

CobnogaeTcs M NOpPAA0OK OTNYCKa MUMMYHOBMONOr N4EeCKMX NEKAPCTBEHHbIX NPenapaToB?NyHKThI 1 - 4
npuioxeHus Ne 3 MpasBua oTNycka

34.

CobnogaeTcs M NOPALOK Ha3HAYeHNS JIeKapCTBEHHbIX CPeACTB?NYHKTLI 1 - 25 npunoxeHns Ne 1 npukasa
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Ne 1094H

35.

CobniogaloTcs i Ha3HaYeHMe IeKapCTBEHHbIX MpenapaToB NPy 0ka3aHUM MeanLIMHCKON MOMOLLN B
CTauMoHapax?nyHKTbl 26 - 30 npunoxxeHmsa Ne 1 npukasa Ne 1094H

36.

CobntopatoTcsa N NpaBuia Ha3HavYeHNs JIeKapCTBEHHbIX MpenapaToB Npw OKa3aHUy NepBUYHON MeAUKo-
CaHWTaPHOM NOMOLLU, CKOPO MeAULUHCKON NOMOLLM U NasIMaTUBHOW MeAULNHCKON NOMOLLM?NYHKTLI 31 -
34 npunoxeHns Ne 1 nprkasa Ne 1094H

37.

CobnogaloTcsa npaBuia Ha3HaYeHUs NeKapCTBEHHbIX NpenapaToB rpaxaaHaM, NMeLnM nNpaso Ha
BecnnaTHoe NoayYyeHne TeKapCTBEHHbIX NPenapaToB WAN MOJlyYeHne eKapCTBEHHbIX MpenapaTos Co
CKMIKOW, NpY OKa3aHUM NepBUYHON MeANKO-CaHUTAPHOM NOMOLWN?NYHKThI 35 - 39 npunoxeHns Ne 1
npukasa Ne 1094H

4. Bua KOHTPOALHOro (Hag30pHOr0) MeponpusaTUS:

5. [laTa 3anosiHeHNs NPOBEPOYHOro JIMCTa:

6. O6BEKT rocyapCTBEHHOI0 KOHTPOANS (Hafa30pa), B OTHOLLEHUN KOTOPOro MPOBOANTCS KOHTPOJIbHOE
(Hag3opHOE) MeponpuaTme:

7. ®amunus, M 1 0THYECTBO (MPU HAAMYMK) FpaXKAaHWHa AN MHAUBUAYANbHOrO NPeAnpuHUMaTens, ero
NOEHTUPUKALNOHHBIA HOMEpP HasoronaaTebLiMKa U (MAK1) OCHOBHOW roCyAapCTBEHHbIN PerncTpaLMoHHbIN
HOMep WHAUBUAYaAJIbHOrO NPeAnNpUHUMaTENS, afpec perncTpaunm rpaXkAaHnHa uan MHANBNAYanbHOro
npeanpuHUMaTens, HanMeHOBaHNe IPUANYECKOr0 N1LA, ero NAEHTUMPUKALNOHHLIN HOMep
HasioronsaTenbLnKa 1 (M) OCHOBHOW rOCYAAapPCTBEHHbIN PErncTpaLMOHHbIN HOMEp, aapec PUANYECKoro
nmua (ero pmnnanos, NpeacTaBUTENbCTB, 060C00NEHHBIX CTPYKTYPHbLIX MOAPA3AENEHUN), ABAAIOLWMNXCS
KOHTPOAUPYEMbIMU NINLLAMN:

8. MecTo (MecTa) NpoBeaeHNs KOHTPOJILHOIO (HaA30PHOr0) MEPONPUATUS C 3aM0JIHEHNEM NPOBEPOYHOM0
nncTa:

9. PeKBM3UThI PELLEHNSI KOHTPOJILHOIO (HaZ30PHOM0) OpraHa O NPOBENEHNN KOHTPOJILHOMO (Ha[30pHOM0)
MeponpusaTns, NOAMUCAHHOMO YNONHOMOYEHHbIM LOJXKHOCTHBIM JILLOM KOHTPOJIbHOMO (HaA30PHOr0)
opraHa:

10. Y4eTHbIN HOMEP KOHTPOJIbHOIO (HaA430PHOI0) MEPONPUATHUSA:

11. o/MKHOCTb, aMUans 1 MHULMaNbl LOSKHOCTHOMO M@ KOHTPOJIbHOro (HaA30pHOro) opraHa, B
LO/MKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C NMOJIOXKEHNEM O BUAE KOHTPOJA, AOJIKHOCTHbLIM
pPernaMeHToM Uan OOSIKHOCTHOW MHCTPYKLNEN BXOOMT OCYLLECTB/IEHNE MNOJIHOMOYNIA MO BUAY KOHTPOJIS, B
TOM Yuc/ie NPOBeAEHNE KOHTPOIbHbIX (HafA30PHbLIX) MEPONPUATUIA, MPOBOASALLENO KOHTPOLHOE
(Haa30pHOE) MepoONpPUATHE 1 3aMOJHAIOLEr0 NMPOBEPOYHbIN JINCT:

12. NMoanucu fO/MKHOCTHbIX UL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYIOLWMX B MPOBEAEHNN
KOHTPOJIbHOrO (HaZA30pHOIr0) MeponpuaTmna:

(oo/mKHOCTK, aMUaNN N NHULAbI)
13. NMoanuck pykoBOAMTENS FPYyNNbl O/KHOCTHbIX JINL KOHTPOJIbHOro (HaA30pHOr0) opraHa, y4acTBYOLLMX
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B MPOBELEHUN KOHTPOJILHOIO (HaA30pHOr0) MeponpuaTus:

(BOJHKHOCTb, haMmans 1 NHULKMaNbI)

MpunoxxeHne Ne 4

K Npuka3sy PegepanbHOn ciyxbbl

no HaZ3opy B chepe 34paBoOOXPaHeHNs
oT 19 dpespans 2022 r. Ne 1185

®opma
QR-kopg,

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
helepanbHOr0 rocyjapCTBEHHOIr0 KOHTPOJIA (Hafa30pa) B chepe obpallleHnst NeKapCTBEHHbIX CPeLCTB
(YHUYTOXKEHME NeKapCTBEHHbIX CPEACTB AN MEANLIMHCKOrO NPUMEHEHUS)

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. CrMCOK KOHTPOJIbHBIX BOMPOCOB, OTPaXkatoLLMX cofep)kaHne obszaTeNbHbIX TpeboBaHMi, 0TBETHI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBMOAEHNN UK HECOBNIIOAEHUN KOHTPOMPYEMBIM ANLIOM 06513aTeNbHbIX
TpeboBaHWiA:

Ne n/n

CnmncoK KOHTPOIbHbIX BONPOCOB, OTPaXkakLLmx coaepxaHune obssatenbHbIx TpeboBaHuiA

PekBU3NTbLI HOPMaTMBHbLIX MPaBOBbLIX AaKTOB C YKa3aHWEM UX CTPYKTYPHbIX €ANHNL, KOTOPbIMU YCTaHOBJIEHbI
obsa3aTenbHble TpeboBaHMs

OTBeTbl Ha BOMPOChHI, coaepxalumecs B CnmcKke KOHTPOJIbHbLIX BOMPOCOB

MNpumevaHmne

opraHM3aLmns onTOBOW TOProOBJIM JIeKapCTBEHHbLIMY CPEACTBAMU A1 MEAULUHCKOrO MPUMEHEHNS anTevyHas
opraHuM3aunsa Kak CTPpyKTypHOe NoApa3aesieHne MefuLMHCKON opraHn3aumm

MeLMLMHCKME opraHu3aumm n nx obocobneHHble noapasaeneHuns (ambynatopuu, henbiliepckme n
henbAllepcko-akyLlepckme NyHKTbI, LeHTpbl (0TAeneHns) obuiein BpadebHoN (ceMenHom) NpakTrkum),
PacrnooXKeHHble B CENIbCKMX HAaCENIEHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHn3aumm
OCYLLECTBASALWNE PO3HUYHYIO TOPrOBJIO IeKapCTBEHHLIMM NpenapaTaMn AN MeAULUHCKOro NPUMEHEHNS:
anTeyHas opraHusauus

VHAWBUAYANbHEIN NpeanpuHMMaTenb

obocobneHHble NoapasaeneHnsa (ambynatopum, penbaliepckmne n enballepcko-aKyLepckne nyHKTbI,
LeHTpbl (oTaeneHms) obwen BpayebHON (CEMENHON) NPaKTUKK),

na
HeT
HernpnMeHnmo
na

HeT
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HeNnpUMeHNMO
na

HeT

HenpUMeHNMO

depnepanbHbI 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "0O6 obpalLeHnmn nekapCcTBeHHbIX cpeacTs" (CobpaHue
3aKoHogaTenbCTBa Poccninckon Pepepaunn, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 4188) (ganee - 61-903);
noctaHoBneHue MNpasuTenscTBa Poccuinckon ®epepaumm ot 15 ceHTabpsa 2020 r. Ne 1447 "06
yTBEpXXAeHMU MpaBua YHNUTOXKEHNS N3bATLIX PasibCUPULNPOBAHHBIX JIEKAPCTBEHHbLIX CPEACTB,
HeL0BpOKaYeCTBEHHbIX IEKapPCTBEHHbLIX CPEACTB N KOHTPaaKTHbLIX IeKapCTBeHHbIX cpeacTs” (CobpaHune
3aKoHodaTenbCcTBa Poccuinckon ®epepaunmm, 2020, Ne 39, cT. 6039) (nanee - MNpaBuna YHUYTOXKEHUS);
PeweHune CoeTa EBpa3minckon 3KOHOMUYECKON KoMuccum oT 3 Hosbpsa 2016 r. Ne 80 "06 yTBepxaeHUN
MpaBun Hagnexxallen AucTpnbbLIOTOPCKON NPaKTUKK B paMKax EBPa3mMnckoro aKOHOMUYeCKoro cotsa”
(odbuumanbHbIA cCanT EBpa3niicKoro 3KOHOMUYeCKoro coto3a http://www.eaeunion.org/, 21 Hosbps 2016 r.)
(nanee - MNpaBuna Hagnexawen AUCTPUOLIOTOPCKON NPaKTUKN)

1XpaHATCA i OTLENbHO B CrelmasbHOM NOMeLLEHUN UK 30He, OOCTYM B KOTOPble OrpaHnyeH,
NPOMapKNUPOBaHHbIE JIEKaPCTBEHHbIE CPEeACTBA, NPedHa3HaYeHHble A1 YHUHYTOXEHUA?NYHKT 82 Mpasun
HaZnexallen AncTpubbioTOPCKOM NPaKTUKM

2W3ban nn Bnagenew hanbCuULNPOBaHHbLIX IeEKapCTBEHHbIX CPeAcTB U (Mnn) HepobpokayeCTBEHHbIX
JIeKapCTBEHHbIX CPEACTB, N30MPOBa U pasMecTun B CrielmanbHO BblAeIeHHOM NoMeLleHnn (30He)
yKa3aHHble IeKapCTBEHHbIe CpeAcTBa B TeveHne 30 gHen Co AHS BbIHECEHUS peLLleHUs YNOJHOMOYEHHOr 0
opraHa 06 N3bATUN N YHUYTOXXEHUN?NIYHKT 5 MNpaBua yHUYTOXEHNS

3YHUYTOXMA N BRagenew, ganbCcupuumpoBaHHbIX NeKapCTBEHHbIX CPeACTB 1 (1)
Hen0bpOoKa4yeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB U3bATbIE IEKAPCTBEHHbIE CPeACTBa B TeYeHMe 6 MecaueB
CO [IHA BbIHECEHUS PELUEHUS YMOJHOMOYEHHOr0 OpraHa 06 U3bATUM U YHUYTOXEHUN?NYHKT 5 MpaBun
YHUYTOXKEHUS;

NyHKT 83 MpaBun Hagsiexalen aAucTpubbIOTOPCKON MPaKTUKK

4YHUYTOXKaTCA N BNagenbleM HefobpokavyeCTBEHHbIe JIeKapCTBEHHbIE CpefCTBa CaMOCTOATEbHO NpK
cobnofeHnn ycnoBmsa Haanydmns INLLEH3NN Ha OCYLLeCTBIEHUE AeATensHoCTH no cbopy,
TpaHcnopTupoBaHuto, 0bpaboTke, yTunnsaunn, obesBpexxnBaHuo, pasmeLleHunto otxonos | - IV knaccos
0nacHOCTU?NYHKT 8, 10 MpaBuJl YHUHTOXEHUS;

NyHKT 83 MpaBna Hagnexalen oUCTpMObIOTOPCKON NPaKTUKK

5WmeeTca nu OOroBop Ha YHUYTOXEHNE Mex Yy BlagensbueM hanbCnOuUMpPoBaHHbIX 1eKapCTBEHHbIX
CPeLCTB 1 OpraHu3aLmeit, UMeIoLLEn NNLEH3MI0 Ha OCYLLEeCTBAEHE AeaTeNbHOCTK no cbopy,
TpaHcnopTUpoBaHuto, 0bpaboTke, yTunn3aunn, obe3BpexxnBaHuto, pasmelleHunto otxonos | - IV knaccos
0NacHOCTU?NYHKT 8, 11 MpaBuJl YHUHYTOXEHUS

6CocTaBnaeTCs M akT 06 YHUYTOXKEHNM PaNnbCUDULMPOBAHHBIX EKAPCTBEHHbIX CPEACTB, U (1n)
Hen0b6pOKaYeCTBEHHbIX IEKAPCTBEHHbIX CPEACTB, U (MSIM) KOHTPathaKTHbIX JIeKapCTBEHHbLIX CPeAcCTB C
yKa3zaHMeM:NyHKT 12 MpaBui yHUYTOXEHMNSA

AaTa U MeCTO YHUYTOXXEHUS JIeKapCTBEHHbIX CPeacTB?

hamununsa, nms, 0THECTBO (MpW HaAMYMKM) anua (Any), NPUHMMaBLLEro (MPMHUMaBLLKX) y4acTue B
YHUYTOXKEHUN NIeKaPCTBEHHbIX CPeACTB, MeCcTo paboTbl 1 AOHKHOCTL?

060CHOBAHNE YHUYTOXEHNS IEKAPCTBEHHbIX CPeACTB?

cBefeHMs 06 YHMYTOXKEHHbIX IEKAPCTBEHHbIX CpeACTBaxX (HaMeHOBaHWe, NekapCTBEHHas popMa,
L03UPOBKA, eANHNLbI U3MEPEHUSs, CEPUS) N NX KOMYECTBE, @ Tak)Xe 0 Tape UK yrnakoBke?
HaMMeHOBaHMe NPON3BOAUNTENS JIEKAPCTBEHHLIX CPeacTB?
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CBeAeHUs 0 BlajesbLie IEKAapCTBEHHbIX CPeacTB?
CNocob YHUYTOXEHUS IEKAPCTBEHHBLIX CPEICTB?

7CocTaBneH n akT 06 YHUHTOXEHUN B A€Hb YHUYTOXEHUSA PanbCUPULMPOBAHHBLIX NEKAPCTBEHHbIX
CpencTs, 1 (nn) HepobpoKayYeCTBEHHbIX JIEKAPCTBEHHbIX CPEACTB, U (UN) KOHTPadaKTHbIX
JIEKapPCTBEHHbIX CPeACTB?NYHKT 13 MpaBua yHNUYTOXEHNS

8MoanuncaH nm akT 06 yHUYTOXKEHNW BCEMM NNLAMW, MPUHUMABLUMMUK Y4aCTME B YHUYTOXEHUN yKa3aHHbIX
JIEKAPCTBEHHbIX CPeacTB?NYyHKT 13 [MpaBul YHUHTOXEHUS

93aBepeH n akT 06 YHUYTOXKEHUN MeYaTblo OpraHn3aLmm, OCyLLeCTBUBLLEN YHUYTOXKEHNE NEKAPCTBEHHbIX
CpencTB?NYyHKT 13 MpaBui yHUYTOXEHNS

10MpencTaBnseTCs M 3aBePEeHHaAs KOMna akTa 06 YHUUYTOXEHUN NNIeKapCTBEHHbIX CPeACTB, B Te4YeHne 5
paboynx OHEN Co AHA ero COCTaBNeHNA UK B TedeHne 5 paboymnx gHen Co AHSA ero nonyyYeHus BnagesnbLem
YHUYTOXEHHbIX JIEKaPCTBEHHbIX CPEACTB B YNOJHOMOYEHHbIV OpraH C MCMoJib30BaHNEM 3N1EKTPOHHbIX
CpencTB CBA3U?MYHKT 14 MpaBui yHUYTOXEHNA

11MNpencTasnaeTcs i 3aBepeHHas Konusa akTa 06 YHUHTOXEHNN NeKapCTBeHHbIX CPefCTB B TeYyeHue 5
pa60l4|/|x [IHEeN Co OHA ero nonyyvyeHna snapgenbuemM YHUYTOXKEHHbIX 1IeKapCTBEHHbIX CpenCcTB B
yI'IOJ'IHOMO‘-IeHHbII7I opraH C NcnoJsib3oBaHMEM 3JIEKTPOHHbLIX CpencTB CBﬂ3I/I?I'IyHKT 14 MpaBun YHNYTOXKEHMA

4. Bua KOHTPOJIbHOMO (Ha30PHOr0) MEPONPUATUS:

5. laTa 3anosiHeHNs NPOBEPOYHOro nCTa:

6. O6BEKT roCyapCTBEHHOrO KOHTPONS (Haf30pa), B OTHOLLEHUU KOTOPOro MPOBOANTCS KOHTPOJIbHOE
(Hap30pHOE) MeponpusaTue:

7. ®aMnnuns, UMA 1 0THYECTBO (MPU HANUYUK) rpaXKAaHUHA UIW UHAVBUAYANLHOMO NPpeanpuHMMaTens, ero
NAEHTUDUKALMOHHBIA HOMEP HaNoronaaTesbLInKa W (MaKn) OCHOBHOW FrOCYAapCTBEHHbIN PEFNCTPALMOHHbIN
HOMep MHAMBMAYANLHOMO NpeanpuHUMaTens, agpec perncTpaLmm rpaxx gaHnHa UM UHANBUAYaabHOro
npeanpvHUMaTens, HAaMMeHOBaHWE PUANYECKOr0 NNLA, ero NAEHTUGMUKALNOHHBIN HOMEep
HaJsioronsaTesblinKa 1 (MIK) OCHOBHOW rOCYAAaPCTBEHHbBIN PErnCTPaLMOHHbBIA HOMEp, aapec IPUaNYeCcKoro
nuua (ero mnnanos, NpeacTaBUTeNbCTB, 060C06NEHHBIX CTPYKTYPHbIX NOAPa3AeNeHUn), SBAAIOLLMNXCS
KOHTPONPYEMbIMU JIMLLIAMU:

8. MecTo (MecTa) NpoBeaeHNs KOHTPOJIbHOIO (HaJ30pHOIr0) MepoNpPUATMS C 3aNoIHEHNEM MPOBEPOYHOr0
NNCTa.

9. PEKBM3UTbI peLLEHNS KOHTPOJIbHOIO (Ha430PHOM0) OopraHa o0 NPOBEAEHUN KOHTPOJIbHOIO (HaA30pPHOr0)
MeponpusaTKS, NOAMNNUCAHHOIO YNOJHOMOYEHHbLIM SO/KHOCTHBIM JIMLOM KOHTPOJIbHOro (HaA30pHOro)
opraHa:

10. Y4eTHbIN HOMEP KOHTPOJILHOIO (HaA430PHOIr0) MEPONPUATHUS:

11. Jo/mKHOCTb, hamMnana u MHULKNAaNbI SOHKHOCTHOrO SNLa KOHTPOJIbHOro (Hag30pHOr0) opraHa, B
LOJKHOCTHbIE 0653aHHOCTIN KOTOPOro B COOTBETCTBMM C MOJOXKEHNEM O B KOHTPOS, LO/KHOCTHBIM
pernamMeHTOM UM SOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHME MONHOMOYNIA MO BUAY KOHTPONS, B
TOM YUC/1e NPOBEAEHNE KOHTPObHbIX (HaA30PpHbIX) MEPONPUSATUIA, NPOBOASALLENO KOHTPOJILHOE
(Haa30pHOE) MeponpuATHE 1 3aMONHAIOLWEro NPOBEPOYHbIA JINCT:

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp.33un3 74



12. Moanucu BOMKHOCTHBIX UL, KOHTPOJIbHOIO (Haf30pHOM0) OpraHa, y4acTBYOLNUX B NMPOBEAEHNN
KOHTPOJIbHOr O (HaA30PHOr0) MeEpPoNpUATUS:

(BOJHKHOCTY, haMnanM U MHULMANbI)
13. Noanuck pykoBOAMTENS FPYNNbl AO/KHOCTHbIX JINL KOHTPOJIbHOr0 (HaA30PHOr0) OpraHa, y4acTBYHOLLNX
B NPOBEAEHUNN KOHTPOJIbHOrO (Haf430pPHOIr0) MeponpuUATUS:

(0O/HKHOCTL, hamMuans n NHULManbI)

MpunoxeHune Ne 5

K npukasy PenepanbHON Cyxobl

no HaA30py B chepe 34paBoOOXPaHeHns
oT 19 peBpana 2022 r. Ne 1185

dopmMa
QR-kon

MpoBEPOYHbIN NCT

(CNMCOK KOHTPOJIbHBIX BOMPOCOB, OTBETHI Ha KOTOPbIE CBUAETENLCTBYIOT 0 COBIIOAEHUN UK
Hecobt00eHNN KOHTPOMPYEMBIM NNLOM 0053aTeNbHbIX TpeboBaHMi), Mcnosb3lyembln PepepanbHoON
cny>x60 nNo Haa3o0py B chepe 3[paBOOXPAHEHNS 1 ee TEPPUTOPUANIbHBIMU OpraHaMu Npu oCyLLLECTBAEHNN
henepanbHOro rocyLapCTBEHHOr0 KOHTPOJIA (Hag3opa) 3a obpalleHMeM NeKapCTBEHHbIX CPeACTB ANs
MeANLMHCKOro NPUMeHeHUs (M3roToBJIeHNE IeKapCTBEHHbIX CPeACTB A5 MeANLMHCKOr0 NPUMEHeHMS)

1. HaumeHoBaHWe BMaa KOHTPOS (HaAa30pa), BKIYEHHOMO B €IMHbIN PeecTp BUAOB (elepasibHOro
roCyapCTBEHHOI0 KOHTPONSA (Hafa30pa): heaepasbHbIi FoCy4apCTBEHHbIN KOHTPOb (Haf30p) B cepe
obpallleHns neKapCTBEHHbIX CPeACTB.

2. HanMeHoBaHMe KOHTPOJIbHOrO (HaZ30pHOM0) OpraHa U PeKBM3NTbI HOPMATUBHOMO NPABOBOr0 akTa 06
YyTBEPXAEHUN (POPMbI MPOBEPOYHOI0 INCTA:

3. CNMCOK KOHTPOJIbHBIX BOMPOCOB, OTParkaloLLMX cofep)aHune obszaTeNbHbIx TpeboBaHMN, OTBETHI Ha
KOTOpble CBUAETENbCTBYIOT 0 COBNOAEHUN UM HECOBNIOAEHN KOHTPOIMPYEMbIM NNLLOM 06513aTesbHbIX
TpebosaHwuii:

Ne n/n

CrncoK KOHTPOJIbHbIX BOMPOCOB, 0TPaXkakoLwmx coaepxaHne obszaTenbHbIX TpeboBaHMiA

PekBU3NTbI HOPMATNBHbLIX MPABOBbLIX AaKTOB C YKa3aHWEM UX CTPYKTYPHbIX eANHNL, KOTOPbIMU YCTaHOBJIEHBI
obsizaTesnbHbIE TpeboBaHMSA

OTBeTbI Ha BOMpPOCHI, coaepkawimecs B CnMcke KOHTPObHbIX BOMPOCOB

MprmMeyaHue

OopraHu3auns onToBOW TOProB/N NEKAPCTBEHHbIMUW CpeacTBaMmn 419 MeAULUHCKOro MPpMMEHeHNa anTeyHas
OpraHu3auns Kak CTPYKTYpHOe nofpa3saeneHne MeguumHCKon opraHm3aumnm

MeONLUHCKME opraHu3aumm n nx obocobneHHble nogpasaeneHus (ambynatopun, penbaliepckme un
dhenballepcko-aKyLlepckmne NyHKThI, LeHTPbI (0TAeneHus) obuien BpayebHom (CeMeNHON) NPaKTUKK),
pacrnonoXXeHHble B CENIbCKMUX HaceNeHHbIX MyHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHn3aLmm
OCYLLeCTBAAOLMNE PO3HUYHYIO TOProBIO JIEKapCTBEHHbIMY NpenapaTamMun gns MeguUnHCKOro NpUMeHeHns:
anTeyHas opraHm3auns

WHAMBUAYANbHbIA MpeanpuHUMaTesb

obocobneHHble noapasgeneHns (ambynatopuu, henbaluepckue n ghenbalepcKo-aKyLepcKne nyHKTh,
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LEeHTpbI (oTaeneHus) obuuen BpavyebHon (CeMenHON) NPaKTUKK),

na
HeT

HenpMMeHnMo

na

HeT

HENpPMMEeHNMo

na

HeT

HeNnpMMEeHNMo

depnepansHbI 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "0O6 obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHofaTenbCcTBa Poccuinckon degepaumm, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 41881) (nanee - 61-
®3); Mpuka3 MuHucTepcTBa 34paBooxpaHeHuns Poccunckon Gegepaunm ot 26 okTabps 2015 r. Ne 751H "06
YTBEPXAEHWUN NPaBUI N3rOTOBJIEHUS U OTMYCKa JIEKAPCTBEHHbIX MpenapaToB A1 MeANLUHCKOro
NPUMEHEHNS anTeYHbIMU OpPraHM3aunsaMn, MHANBUAYaNbHbIMU NPeANPUHMMATENAMN, UMEIOLLNMUA
JIMLLEH3MI0 Ha (hapMaLeBTMYECKYIO0 AeATENbHOCTL" (3aperncTpmpoBaH MMHNCTEPCTBOM HOCTULUK
Poccuinckon ®epepaumm 21 anpens 2016 r., pernctpaumnoHHbin Ne 41897) (aanee - MNpukas Ne 751H)

1.Vcnonb3yloTcs n hapMaleBTmyeckme cybcTaHLmm, BKAOYEHHbIE B FOCYJapCTBEHHbIN peecTp
JIeKapCTBEHHbIX CPeACcTB AN MeAULMHCKOro MPUMEHEHNS NPU N3roTOBJIEHUN JIeKapCTBEHHbIX
npenapatoB?nyHKT 3 Mpuka3a Ne 751H

2.0npepnenseTcs v cOOTBETCTBUE TpeboBaHNAM hapMakoNenHon CTaTbl Ka4eCTBO M3roTOBIEHHOIO
JIeKapCTBEHHOro npenapaTa, bo B Cilyyae Ux OTCYTCTBUS - OKYMEHTa B 061aCTV KOHTPOJIA KavyecTBa,
cogepxxawero TpeboBaHMa 1 METOAbI ONpeaeneHnsa Ka4ecTBa M3roTOBIEHHbIX JIEKaPCTBEHHbIX
npenapaTtoB?nyHKT 4 Mprkasa Ne 751H

3.06ecneyeHa M NCNPaABHOCTb 1 TOYHOCTb CPEACTB U3MEPEHUI, MPEeAYCMOTPEHHbLIX HOPMATUBHONM,
TeXHWYeCKON AOKyMeHTaLmnen NpomM3BoAUTENSA U COOTBETCTBYIOLLMX TpeboBaHNAM K X NOBEpPKe 1 (1m)
KannbpoBKe, NpeayCMOTPEHHBIM CTaTbsiMK 13 1 18 defepasibHOro 3akoHa oT 26 uioHs 2008 r. Ne 102-03
"06 obecneyeHun efAMHCTBA U3MEPEHUI", NCMO/b3YEMbIX MPX U3FOTOBIEHUN 1 KOHTPOJIE Ka4eCTBa
JIEKAPCTBEHHbIX MPENapaToB, a TakXKe PerynspHOCTb UX NOBEPKM U (Mnn) kannbposku (CobpaHune
3aKoHozaTenbcTBa Poccuinckon ®epepaumm, 2008, Ne 26, cT. 3021, 2014, Ne 30, cT. 4255)?nyHKT 5 MNprkasa
Ne 751H

4.YKa3blBalOTCH /I HAMMEHOBaHWE IeKapCTBEHHOro CPeAcTBa, AaTa 3anoJIHeHNS LWTaHriaca
JleKapCTBEHHbIM CPeACTBOM, laTa OKOHYaHUs CpoKa roAHOCTK (rogeH A0 ), NOANUChb MU,
3anoJIHMBLUEro WTaHrnac u NoATBepPXKAaloWwero, YTo B WTAHrNace COAEPXUTCA UMEHHO yKa3aHHoe
JIeKapCTBEHHOE CPeACTBO Ha BCex BaHKax nan nakoHax C NpuTepTon Npobkon (ganee - wWraHrnac), B
KOTOPbIX XPaHATCA JIeKapCTBeHHble CpeAcTBa?nyHKT 6 Mpukasa Ne 751H

5.YKa3biBaeTCa M AOMOAHUTENbHO "1 MHBEKLUNA" Ha WTaHraacax C IeKapCTBEHHbIMU CpeaCcTBaMM,
npefHa3HavYeHHbIMU 4118 U3rOTOBJIEHUS PACTBOPOB AN UHBEKLUI N UHPY3MN?NYHKT 6 MNpukasa Ne 751H

6.06ecney4ynBalOTCS NN WTAHINAChl C XXUAKUMU NEKapCTBEHHbLIMI CPeACTBaMU KanjaeMepaMn niamn
nuneTkamm c 06o3Ha4YeHMEM YMCNa Kanesb B onpeaeneHHoM obbeme unm Mmacce?nyHKT 6 Mpukasa Ne 751H

7.0cyLwecTBASETCA SN U3rOTOBJIEHME JIeKaPCTBEHHbIX MpenapaTos B YCNOBUSAX, OTBEYAOLWMX CaHUTapHO-
anuaemmonorndeckum TpebosaHmaM?nyHKT 7 Mpukasa Ne 751H

8.Mpon3BoaATCS v BCE 3aMnCK NPUW N3roTOBEHNN KOHLLEHTPUPOBAHHbLIX PAacTBOPOB, NoydabprkaTos,
JIEKAPCTBEHHbIX NPENapaToB B BMe BHYTPUANTEYHON 3aroTOBKU 1 (haCOBKE JIEKAPCTBEHHLIX MPenapaTos B
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)XYpHasie nabopaTopHbIX 1 PACOBOYHbLIX PaboT (MPOHYMEPOBaHHbLIN, MPOLUHYPOBAHHbIA U CKPENIeHHbI
NOAMWCLIO pyKOBOANUTENA), 0OPOopMASEMOM Ha ByMaXKHOM HOCUTENE UK B 3NEKTPOHHOM BUAE C YKa3aHNEM
AaTbl 1 NOPSAAKOBOIro HOMepa NPOBeAEeHNS KOHTPOS BbiAaHHOIro B paboTy nekapcTBEHHOr0 CpeacTBa
(Cblpbs); HOMepa cepum; HaMMeHOBaHUSA IeKapCTBEHHOI0 CpeacTBa (Cbipbs), e ANHULLBI U3MepeHus,
KOJIMYeCTBa, PO3HUYHON LieHbl, CYMMa PO3HMYHas (B TOM YuUC/ie CTOMMOCTb NOCYAbl); NOPSAKOBOr0 HOMepa
pacdacoBaHHON NPOAYKLUN, e ANHNULbI U3MEPEHUS, KOIMYeCTBa, PO3HUYHON LeHbl, CYMMbl PO3HUYHOW, B
TOM Yucne ans TabneTupoBaHHbLIX IeKaPCTBEHHLIX NPEenapaToB, IEKAapCTBEHHbIX MpenapaToB B hopme
MOPOLLKOB, AO3MPOBAHHbIX XXUAKNX NEKAPCTBEHHbIX (hOPM, OTKIOHEHME; NOANNCK LA, pacthacoBaBLIero
JleKkapCTBEHHOE CPefCTBO (Cbipbe); NOANUCK SiMLa, NPOBEpPUBLLIEro pacacoBaHHOE IeKapCTBEHHOE
CPeLCTBO (Cbipbe), AaThbl U HOMepa aHanM3a?nyHKT 7 Mpukasa Ne 751H

9.0cyLecTBIS€TCA IV YNaKOBKa U3rOTOBJIEHHbIX JIEKAPCTBEHHbIX MPenapaToB B 3aBUCUMOCTU OT (POPMbI U
cnocoba NpMMeHeHNs NeKapCTBEHHOro npenapaTa?nyHKT 8 Mpukasa Ne 751H

10.0cyuLecTBNSAETCA M B NPOLLECCE YMaKOBKUN U3rOTOBJIEHHbIX JIEKAPCTBEHHbIX MpenapaTos NpPoBepKa
obLyero Bnia ynakoBku, MPaBuIbHOCTM NCMOJIb30BaHUS YNaKOBOYHbIX MaTepranoB, MapKPOBKHY
ynakoBkU?nyHKT 8 Mpuka3sa Ne 751H

11.YnakoBbIBalOTCA NN JIeKapCTBEHHbIE MpenapaThl, U3roToBeHHbIE B (hOPMe MOPOLLKOB B aCENTUHECKUX
YC/I0BUSAX, CTEPUJIbHBIE U aCENTUYECKN U3rOTOBIEHHbIE XUOKNE NEKAPCTBEHHbIE (DOPMbI, FNa3Hbie Masn B
CTepUbHYIO YNakoBKy?nyHKT 8 Mpukasa Ne 751H

12.YNakoBbIBaAOTCA I Ma3n B LUNPOKOropJsibie 6aHKKN, KOHTENHepbl, Tybbl U Apyrne eMKocTu, yaobHble gns
ncnosib3oBaHMA?NyHKT 8 Mpukasa Ne 751H

13.YnaKoBbIBaOTCA NN XXUOKNE SIeKapCTBEHHbIE (DOPMbI B MJIOTHO 3aKpblBalOLWMecs eMKOCTU?NYHKT 8
Mpurkasa Ne 751H

14.YnakoBbIBalOTCA /I CYNNO3UTOPUM B MHANBNAYAJIbHYIO NEPBUYHYIO YNAKOBKY 1 MOMELLAIT BO
BTOPWYHYIO YNaKOBKY (KOpobKy nnm nakeT)?nyHKT 9 MNMpukasa Ne 751H

15.CobntogaoTcs nm npaBuia U3roTOBAEHNSA IEKapCTBEHHbIX NpenapaToB B hopMe MOPOLLIKOB?NYHKTbI 10 -
13 Mpukasa Ne 751H

16.CobntopaoTcs nm NpaBufia U3roTOBEHUS IEKAaPCTBEHHbIX NPeNapaToB B (hopMe TpUTypauuni
romMeonaTn4eckmx?nyHKTbl 14 - 18 MNMpukasa Ne 751H

17.CobntopaoTcs M NpaBufia U3roTOBIEHNS JIEKAPCTBEHHbIX NMPeNapaToB B hopMe rpaHyn
romeonaTunyeckux?nyHkTbl 19 - 23 Mpukasa Ne 751H

18.CobntopatoTcs MM 0Co6eHHOCTM M3rOTOBAEHNSA XUAKUX NEKAPCTBEHHbIX (hOPM?NYHKTbI 24 - 28 MNprkasa
Ne 751H

19.CobntopatoTcs nm 0Co6eHHOCTM M3rOTOBIEHNS XUAKUX NEKAPCTBEHHbIX (HOPM MACCO-06bEMHbIM
MeToaoM?nyHKTbl 29 - 35 Mpukasza Ne 751H

20.CobntogatoTcs v NpaBuna N3roTOBAEHNS KOHLLEHTPMPOBAHHbLIX PacTBOPOB?NYyHKThI 36 - 38 Mpurka3sa Ne
751H

21.CobntopatoTcs v NpaBuia N3roTOBAEHNS XUIOKNX IeKapCTBEHHbIX (DOPM, COAEPKALLMX apOMaTHbIe
BOAbl B Ka4yecTBe pacTBopuTensa?nyHkThbl 39 - 41 Mpukasa Ne 751H

22.CobnopaeTtca v pa3BefeHne CTaHAapTHbIX PapMakonenHbIX pacTBOPOB?NYHKT 42 npukasa Ne 751H
23.CobnopatoTca v NpaBuia U3roTOBIEHNA XUOKNX NEKAPCTBEHHbIX (POPM Ha HEBOLHbIX

pacTBopuTenax?nyHKTbl 43 - 48 npukasa Ne 751H
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24.CobntogatoTcs N npaBuia N3roTOBAEHNS PACTBOPOB BbICOKOMOJIEKYSPHbIX BELLECTB?MYHKT 49
npukasa Ne 751H

25.CobnopatoTca v npaBuia N3roToBeHna Kanenb?nyHKT 50 npukasa Ne 751H

26.CobntofatoTcs N npaBuia N3roToBAEHUS BOLHbIX U3BIEYEHMWI N3 IEKAPCTBEHHOM0 PACTUTEbHOMO
CbIpbSA?NYHKTBI 51 - 56 npukasa Ne 751H

27.CobntofatoTcs N1 Npasuia M3roTOBIEHUS PACTBOPOB 3aLLMLLEHHbLIX KOMIOMAOB?NYHKT 57 npukasa Ne
751H

28.CobnopatoTca Ny NpaBuia N3roTOBJIEHNS CYCNEH3UIA N IMYNbCUA?NYHKTLI 58 - 61 Mpukaza Ne 751H

29.CobntopatoTcs v NpaBuia N3roToBAEHNS PaCTBOPOB FOMEONaTNYECKUX U pa3BedeHn
romMeonaTu4eCcKMxX?rnyHKTbl 62 - 64 npunkasa Ne 751H

30.CobntogatoTcs v npaBuia N3roTOBAEHNS TOMEONaTUYECKMX Kanesib?MyHKTbl 68 - 69 nprka3a Ne 751H
31.CobnopatoTca N NpaBuia N3roTOBIEHNS FOMeonaTUYeCcKnx cMponoB?nyHKThl 70 - 71 npukasa Ne 751H

32.CobntogatoTcs v npaBuia N3roTOBAEHNS HACTOEK FOMEOoNaTUYECKMX MAaTPUYHBIX N XNIOKNX
romMeonaTnyeckmnx passeneHnin (mo NaHemaHy)?nyHKTbl 72 - 75 Mpukasa Ne 751H

33.CobnopatoTca M 0Co6EHHOCTN N3roTOBEHNS Ma3en?nyHKTbl 76 - 77 npukasa Ne 751H
34.CobnopatoTca v NpaBuia N3roTOBIEHNS FOMOreHHbIX Ma3en?nyHKT 78 npukasa Ne 751H
35.CobntopatoTcs M npaBuia N3roTOBAEHNS CYCMEH3MOHHbIX Ma3en?nyHKT 79 npukasa Ne 751H
36.CobntogatoTcs N npaBuia N3roTOBAEHNUS SMYNIbCUOHHBIX Ma3en?nyHKT 80 npukasa Ne 751H
37.CobnopatoTca Ny npaBuia N3roToBIEHNS KOMBUHMPOBaHHbLIX Ma3en?nyHKT 81 npuka3a Ne 751H
38.CobnopatoTca Ny NpaBusia N3roTOBEHNS FOMeoNaTUYeCcKnX Ma3en?nyHKThl 82 - 84 npukasa Ne 751H
39.CobntopatoTcs v NpaBuia N3roTOBAEHNS TOMEONaTUYeCKOro Macna?nyHkTbl 85 - 86 npukasa Ne 751H
40.Cobnopatotcs N 0cobeHHOCTN U3roTOBIEHMS CYNMO3NTOPMEB?NYHKT 87 npuka3a Ne 751H

41.Cobnopatotcs M 0CobeHHOCTN U3rOTOBIEHNSA FOMEONaTUYECKNX CYynMno3nuTopmneB?nyHKT 88 npukasa Ne
751H

42.CobnopatoTca N npaBuia U3roTOBJIEHUS CYNMNO3UTOPMEB METOLOM BblKaTbIBAHUA?NYHKT 89 npukasa Ne
751H

43.CobniofatoTcs M NpaBuia N3roToBEHNS CYyNMNO3UTOPMNEB METOLOM BbIIMBAHUA?MYHKT 90 npukasa Ne
751H

44.Cobnofatotca N 0CobeHHOCTM U3roTOBIEHNSA IEKAPCTBEHHbLIX (POPM B aCENTUYECKUX YCII0BUAX?MYHKThI
91 - 92 npukasa Ne 751H

45.CobnonatoTca N npaBuia N3roTOBJIEHUS MHBEKLMOHHBIX N MH(Y3MOHHbIX JIEKAaPCTBEHHbIX
opM?nyHKTbI 93 - 100 npukasa Ne 751H

46.CobnofatoTca v npaBuia 0COBEHHOCTM M3rOTOBIEHNS NHBEKLIMOHHbLIX FOMEeonaTuyYecKux
pacTtBopoB?NyHKT 101 npukasa Ne 751H

47.CobntofaloTcs N npaBuia N3roToBAEHUS 0PTaNbMONOrMYECKNX IEKAPCTBEHHbIX POPM?IYHKTHI 102 -
106 npukasa Ne 751H

48.Cobnopatotca N 0cobeHHOCTU U3rOTOBNEHUS F1a3HbIX TOMeonaTUYeckKnx Kanenb?nyHkTel 107 - 108
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npmkasa Ne 751H
49.CobntofatoTcs N NpaBuia N3roTOBAEHUS rNa3HbIX Ma3en?nyHKTbl 109 - 111 npukasa Ne 751H

50.CobntogatoTcs v npaBuia N3roTOBAEHNS NEKAPCTBEHHbLIX (hOPM, NpefHa3HaYeHHbIX 15 NeYeHns
HOBOPOXXEHHbIX AeTen n aeten go 1 roga?nyHkThl 112 - 114 npukasa Ne 751H

51.CobntogatoTcs v npaBuia N3roTOBAEHNS NEKAPCTBEHHbLIX (DOPM C aHTUBMOTMKaMN?NYHKT 115 npukasa
Ne 751H

52.0cyllecTBNAETCA IN KOHTPOJIb KayeCTBa JIeKapCTBEHHbIX NpenapaToB?nyHKTbl 116 - 117 npukasa Ne
751H

53.0cyLwecTBNAETCA M NPUEMOYHBIN KOHTPOL?NYHKTLI 118 - 119 npukasa Ne 751H
54.0cyLwecTBnAeTCsA M NMUCbMEHHbIN KOHTPOAb?MYHKTbI 120 - 123 npuka3a Ne 751H
55.0cCyLecTBASETCS I OMPOCHbIA KOHTPOJIb?NYHKT 124 npuka3a Ne 751H

56.0cyLecTBASAETCS I OPraHoNenTUYeCKMI KOHTPOAb?NYHKT 125 nprnkasa Ne 751H
57.0cywecTBnaeTCs i U3MYECKNIN KOHTPONL?NYHKTLI 126 - 128 nprkasa Ne 751H
58.0cyLecTBNAETCA M XUMUYECKUA KOHTPOb?MYHKTbI 129 - 134 npukasa Ne 751H

59.CobntogatoTcs N TpeboBaHNA K KOHTPOJTI0 Ka4yecTBa CTEPUIbHbLIX PACTBOPOB?MYHKThI 135 - 139
npukasa Ne 751H

60.0cyLecTBIAETCA JIN KOHTPOb NPU OTMNYCKE JIeKapCTBEHHbIX NpenapaTos?nyHKT 140 npukasa Ne 751H

61.CobntogatoTcs v NpaBuaa 0TNYCKa U3roTOBMIEHHbIX JIEKAPCTBEHHbIX NpenapaToB?nyHKT 141 npukasa
Ne 751H

62.Co0TBETCTBYET MapKMPOBKa OTMYCKAaEMbIX JIEKAPCTBEHHbIX NMpenapaToB TpeboBaHMAM, yCTaHOBAEHHbIM
B NpunoxeHum Ne 1 kK npmnkasy Ne 751H ?nyHKT 142 npukasa Ne 751H

4. Bua KOHTPOALHOro (Hag30pHOr0) MeponpusaTUS:

5. [laTa 3anosiHeHNs NPOBEPOYHOro JINCTa:

6. O6BEKT rocyapCTBEHHOIO KOHTPOAS (Hafa30pa), B OTHOLLEHUN KOTOPOro MPOBOANTCS KOHTPOJIbHOE
(Hag3opHOE) MeponpuaTne:

7. ®amMunus, M 1 0THYECTBO (MPU HAMYMK) FPpaXKAaHWHa AN MHAUBUAYANbHOrO NPeAnpuHUMaTens, ero
NOEHTUPUKALNOHHBIA HOMEP HasoronaaTesbLLiMKa U (M) OCHOBHOW roCyAapCTBEHHbIN PerncTpaLMoHHbIN
HOMep MHAUBUAYAJIbHOrO NPeAnNpUHUMaTENS, afpec PerncTpaunm rpaXkAaHnHa uan MHANBNAYanbHOro
npeanpuHUMaTens, HanMeHOBaHNe IPUANYECKOr0 NNLA, ero NAEHTUMPUKALNOHHLIN HOMep
HasioronsaTenbLnKa 1 (M) OCHOBHOW rOCYyAapPCTBEHHbIN PerncTpaLMoOHHbIN HOMEp, aapec IPUANYECKoro
nmua (ero pmnnanos, NpeacTaBUTENbCTB, 060C00NEHHBIX CTPYKTYPHbLIX MOAPA3AENEHUNN), ABAAIOLWMNXCS
KOHTPOAUPYEMbIMU NINLLAMN:

8. MecTo (MecTa) NpoBeaeHNs KOHTPOJILHOIO (HaA30PHOr0) MEPONPUATUS C 3aM0IHEHNEM NPOBEPOYHOM0
nncTa:

9. PeKBM3UThI PELLEHNSI KOHTPOJILHOIO (HaZ30PHOM0) OpraHa O NPOBENEHNN KOHTPOJILHOMO (Ha[30pHOM0)
MeponpuaTns, NOAMUCAHHOMO YNOJHOMOYEHHbIM JOXKHOCTHBIM JIMLLOM KOHTPOJIbHOMO (HaZ30PHOr0)
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opraHa:

10. Y4eTHbIN HOMEP KOHTPOJILHOIO (HaA430PHOIr0) MEPONPUATHUSA:

11. Jo/mKHOCTb, hamMnana n MHULKMAaNbI LOHKHOCTHOrO SNLa KOHTPOJIbHOro (Hag30pHOr0) opraHa, B
LOJKHOCTHbIE 0653aHHOCTIN KOTOPOro B COOTBETCTBMM C MOJIOXKEHNEM O BUE KOHTPOJS, LO/HKHOCTHBIM
pernamMeHTOM UM AOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHME MONHOMOYNIA MO BUAY KOHTPONS, B
TOM YUC/1e NPOBEAEHNE KOHTPObHbLIX (HaA30PHbIX) MEPONPUATUIA, NPOBOASALLENO KOHTPOJILHOE
(Haa30pHOE) MeponpuATHE 1 3aMONHAIOLWEro NPOBEPOYHbIA JINCT:

12. Moanncy JOKHOCTHbBIX JINL, KOHTPOJIbHOI0 (Haf30pPHOr0) OpraHa, y4acTBYIOLLMX B MPOBEAEHNM
KOHTPOJIbHOr0 (HaA30PHOM0) MEPONPUATHUS:

(BOMKHOCTK, haMUaIn N NHUL AN bI)
13. NMoanucb pykoBOAUTENS FPYNMbl LOHKHOCTHbIX JIML, KOHTPOLHOIO (HaA430pHOr0) OpraHa, y4acTBYOLWMX
B NpoOBeAeHUN KOHTPOJIbHOr0 (Haf30pHOr0) MeponpuaTus:

(BOKHOCTL, haMuAns N NHULMANbI)

MpunoxeHue Ne 6

K Npuka3sy PegepanbHON ciyxbbl

no HaA30py B chepe 34paBoOXPaHeHns
oT 19 deBpans 2022 r. Ne 1185

®opma
QR-kop

MpoBepoYHbIN ANCT

(CNMCOK KOHTPOJIbHBIX BONPOCOB, OTBETbI HA KOTOPbIE CBUAETENLCTBYIOT 0 COBA0AEHUN UK
Hecobno4eHNN KOHTPONPYEMBIM NTULLOM 0653aTenbHbiX TpeboBaHwuin), ncnonb3yembin enepancHom
cnyxb6oin no Hag3opy B cchepe 34paBOOXPAHEHNSA N ee TeppPUTOpUaNbHLIMU OpraHaMu Npy OCyLLECTBAEHUN
thenepasibHOro rocyjapCTBEHHOr0 KOHTPOIA (Hag3opa) B chepe obpalleHns neKapCTBEHHbIX CPeACTB
(ycTaHOBNEHME NPOV3BOAMTENAMN IEKAPCTBEHHbIX MPENapaToB LieH Ha JlIekapCTBEHHbIe npenapaThl,
BKJIIOYEHHbIE B MepeyeHb XXN3HEHHO HeoBX0AMMBIX 1 BaXXKHENLWNX IEKapCTBEHHbIX NpenapaTos 414
MeOMLUUHCKOro NpuMeHeHuns)

1. HaumeHoBaHWe BUAa KOHTPONS (Hafa30pa), BKAOYEHHOIO B eAUHbIN peecTp BUAOB dedepabHOro
rocyapCTBEHHOIr0 KOHTPONS (Hag3opa): eaepanbHbIi roCyAapCTBEHHbIN KOHTPOb (Hag3op) B cdepe
obpallLeHuns nekapCTBEHHbIX CPEACTB.

2. HanMeHoBaHMe KOHTPOJIbHOr0 (HaA30pHOM0) opraHa y PeKBM3UTbl HOPMATUBHOIO MPaBOBOro akTa 06
yTBEpPXAeHWUW (hOpPMbI NMPOBEPOYHOro INCTa:

3. CrMCOK KOHTPOJIbHBIX BOMPOCOB, OTPaXatoLLMX cofep)kaHune obszaTeNbHbIx TpeboBaHM, 0TBETHI Ha
KOTOpble CBUAETENLCTBYIOT O COBMOAEHNN NN HECOBNIIOAEHUN KOHTPOMPYEMBIM JNLIOM 06513aTeNbHbIX
TpeboBaHWiA:

Ne n/nCRnNCOK KOHTPOJIbHBIX BOMPOCOB, OTPaXKatoLMX coaep)kaHne 0bs3aTesbHbIX TpeboBaHMNPeKBN3NTbI
HOPMATWBHbIX MPABOBbLIX aKTOB C YKa3aHNEM X CTPYKTYPHbIX €ANHULL, KOTOPbIMI YCTAHOBJIEHbI
obsa3aTenbHble TpeboBaHMAOTBETHI Ha BOMPOCHI, coaepKaLinecs B CNNCKe KOHTPOJIbHbIX
BonpocosllpuMeyaHune

OpraHu3aLns onToBOW TOProBJN JIEKAPCTBEHHBIMU CPEACTBAMU 415 MEANLMHCKOrO NMPUMEHEHUS anTeYHas
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OpraHM3auns Kak CTPYKTYpPHOEe noapa3feneHme MegnuMHCKOM OpraHn3auunMeMLMHCKNE OpraHn3auum
nx obocobneHHble NnogpasgeneHnsa (ambynatopun, gpenbaliepckne n henballepcKo-aKyLepcKue nyHKTh,
LeHTpbl (oTaeneHuns) obwen BpayebHon (CeMenHon) NPakTUKK), PaCrnonoXKeHHbIe B CE/IbCKMUX HaCeNeHHbIX
MYyHKTaX, B KOTOPbLIX OTCYTCTBYIOT anTe4YHble OpraHnu3aumm

OCYLLECTBASALWME PO3HUYHYIO TOPrOBJIO IeKapCTBEHHLIMU NpenapaTaMn AN MeAULUHCKOro NpUMEHEHNS:
anTeyHas opraHM3aums

WHAMBUAOYANbHbIA NpeanpuHUMaTesb

obocobneHHble noagpa3aeneHns (ambynatopun, enbawepckne n GhesbalepCcKo-aKyLepCcKne NyHKThI,
LeHTpbl (oTaeneHmns) obwen BpayebHON (CEMENHON) NPaKTUKK),
LaHeTHenpuMeHMoAaHeTHENPUMEHUMOAAaHETHENPUMEHNMO

depnepansHbI 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "0O6 obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHofaTenbCcTBa Poccuinckon Pegepaumm, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 4188) (panee - 61-03);
MpaBnia rocyaapCTBEHHOW perncTpauum n nepepernctpaumm npenenbHbliX OTAYCKHbIX LEeH
NPOU3BOANTENEN Ha JIEKAPCTBEHHbIE MpenapaThl, BKAIOYEHHbIE B MepeyeHb KXU3HEHHO HEOOXO0AMMBIX U
Ba)XHEMNLLMX NeKapCTBEHHbIX NpenapaTos U Mpasuna obsa3aTensHon nepepeructpauum 8 2019 - 2020
rofiax 3aperncTpupoBaHHbIX NpeaenbHbIX OTNYCKHbIX LLeH Npon3BoauTenen Ha eKapCTBEHHble
npenapaTsl, BKIIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NEKAPCTBEHHbIX
npenapaToB, YTBEP)KAEHHbIE MOCTaHOBAeHNeM MpaBuTenscTBa Poccuinckon ®egepaumm ot 29 okTabps
2010 r. Ne 865 "O rocynapCTBEHHOM PEryanMpoOBaHNN LEH Ha NEKApPCTBEHHbIE NpenapaThl, BKAOYEHHbIE B
nepeyeHb XXU3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NeKapCTBEeHHbIX npenapaTos" (CobpaHue
3aKoHogaTenbCTBa Poccuinckonm Pepepaunn, 2010, Ne 45, cT. 5851; 2020, Ne 47, cT. 7556) (panee -
MpaBuna peructpaumm ueH, Npasuna nepeperncTpaunm LeH)

CobntogaloTcs i NPOU3BOANTENAMM JIeKapCTBEHHbIX NpenapaTos lpaBuia rocyiapcTBEHHON
perncTpaumm u nepeperncTpaumm npenesibHblX OTAYCKHbIX LLeH NPOW3BOAUTENIEN Ha JIeKapCTBEHHbIe
npenapaTsl, BKJIOYEHHbIE B NepeYeHb XXU3HEHHO HEOBXOAMMBIX N BaXXHENLLNX NEKAaPCTBEHHbIX
npenapaToB?

NyHKTbI 1 - 44 TpaBua perucTpauunmn LieH;

NYHKTbI 1 - 43 [Npasun nepeperncTpaumm LeH

4. Bug KOHTPOALHOro (Hag30pHOr0) MepONpUAaTUS:

5. [laTa 3anosiIHeHNs NPOBEPOYHOro JIMCTa:

6. O6BEKT rocyapCTBEHHOI0 KOHTPOAS (Hafa30pa), B OTHOLLEHUN KOTOPOro MPOBOANTCS KOHTPOJIbHOE
(Hag3opHOE) MeponpuaTre:

7. ®aMunus, UM 1 0TYECTBO (NMPU HANYMK) TPaXKAaHUHA WAV UHAMBUAYALHOMO NPeanpuHUMaTens, ero
NAEHTUMDNKALMOHHBLIA HOMEP HANIOroNAaTeNbLMKA W (M) OCHOBHOW roCyapCTBEHHbIN PErnCTPALIMOHHBI
HOMEpP WHAUBWIYaNbLHOrO NPeanpUHUMaTENS, aApec PernucTpauun rpaxxaaHnuHa UM MHANBUIYabHOrO
npeanpuHUMaTens, HaMeHOBaHUe IOPULNYECKOro MLA, ero MAEHTUMNKALMOHHBIA HOMep
HasororniaTeNblivKa U (UM) OCHOBHOW roCyNapCTBEHHbIN PErMCTPALIMOHHBIA HOMEP, afpec PUANYECKOro
nnua (ero punmanos, NpeacTaBUTENbCTB, 000COBNEHHBIX CTPYKTYPHbIX NMOAPA3AENEHWNIA), ABNSIOLWNXCS
KOHTPOIMPYEMbIMU NINLLAMU:

8. MecTo (MecTa) NpoBeaeHNs KOHTPOJILHOIO (Ha30PHOr0) MEPONPUATUS C 3aM0JIHEHNEM NPOBEPOYHOI0
nnCTa:

9. PeKBM3UThI PELLEHNSI KOHTPOJILHOIO (Haf30PHOM0) OpraHa O NPOBEEHNN KOHTPOJILHOMO (Ha[30pHOM0)
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MEepONpPUATNS, NOANUCAHHOTO YMOJHOMOYEHHBLIM JO/IKHOCTHBLIM JINLOM KOHTPOJIbHOMO (Ha430pHOMO)
opraHa:

10. YYeTHbI HOMEpP KOHTPOLHOI0 (HaA30pPHOr0) MEPONPUATUS:

11. o/mMKHOCTb, PaMuans N NHULMaNbl LOJKHOCTHOrO M@ KOHTPOJIbHOrO (HaA30pHOr0) OpraHa, B
LOMKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C NMOJIOXKEHNEM O BUAE KOHTPOJS, OOJIKHOCTHbLIM
pernamMeHToOM Uan JOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHNE MOAHOMOYNIA MO BUAY KOHTPOAS, B
TOM YucJie NpoBefeHNEe KOHTPOJIbHbIX (HaA30PHbIX) MeponpusaTUA, NPOBOASLLEr0 KOHTPObHOE
(Hap30pHOE) MeponpuATME 1 3aNOHAIOLLEr0 MPOBEPOYHbIN ANCT:

12. NMoanucu fO/MKHOCTHbIX UL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYHIOLMX B MPOBEAEHNN
KOHTPOJIbHOIO (HaZ30pHOr0) MeponpuaTmns:

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

(0OMKHOCTL, haMuAns N NHULManNbI)

MpunoxeHune Ne 7

K npukasy PenepanbHON CayxObl

no HaA30py B cpepe 34paBOOXPaHEHUS
oT 19 cheBpans 2022 r. Ne 1185

dopma
QR-kon

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
(cobntoneHne NNUEH3MOHHBIX TPEBOBAHNI K OCYLLECTBIEHUIO (hapMaLIEBTUYECKON AeATENbHOCTH)

1. HaumeHoBaHWe BUAa KOHTPONS (Hafa30pa), BKIOYEHHOIO B €AUHbIN peecTp BUAO0B delepabHOro
roCyfapCTBEHHOr0 KOHTPOASA (Haa3opa): heaepasibHblil FOCYAapPCTBEHHbIN KOHTPOb (Haa30p) B cdhepe
obpalleHns NeKapCTBEHHbIX CPEeACTB.

2. HanmeHoBaHMe KOHTPOILHOMO (HaA30pHOr0) OpraHa U PeKBM3MTbl HOPMATUBHOIO NMPABOBOro akTa 06
YyTBEPXXAEHNUN (HOPMbI MPOBEPOYHOI 0 JINCTA:

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

Ne n/n

CrncoK KOHTPOJIbHbIX BOMPOCOB, OTPaXKaloLLMX CoAepKaHne obsizaTeNbHbIX TpeboBaHMiA

PekBM3MTbl HOPMATUBHbIX NPABOBbIX aKTOB C YKa3aHWEM UX CTPYKTYPHbIX eANHWL, KOTOPbIMW YCTaHOBJIEHbI
obs3aTenbHble TpeboBaHNS

OTBeTbI Ha BOMpoChkl, coaepxxalumecst B CMcke KOHTPOJbHbIX BOMPOCOB

MpuMeyaHme
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opraHmM3aLus ONTOBOWN TOProB/N IEKAPCTBEHHLIMU CPeACTBaMM A1 MEANLMNHCKOrO NPUMEHEHNS
anTeyHas opraHM3aLns Kak CTPYKTYpHOe noapa3feneHne MeguumMHCKOM opraHm3anum
MeONLUHCKME opraHu3aumm n nx obocobneHHble nogpasaeneHus (ambynatopun, henbaliepckme 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 MeAULVHCKOT0 MPUMEHEHUS:
anTe4yHas opraHu3auus
VHAUBUAYaNbHbIA NpeaAnpUuHUMaTeb

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

na

HeT

HenpMMeHnMo

na

HeT

HenpUMeHNMo

na

HeT

HenpuMeHNMo

depepanbHbI 3aKoH oT 12 anpens 2010 r. Ne 61-d3 "0O6 obpalleHnmn nekapcTBeHHbIX cpeacTs" (CobpaHue
3aKoHogaTenbCcTBa Poccminckon ®epepaunn, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 4188) (panee - 61-93);
®enepanbHbIn 3akoH 0T 4 Masd 2011 r. Ne 99-03 "O nMueH3MPOBaHNN OTAE/bHbIX BUAOB AEATE/IbHOCTM"
(CobpaHue 3akoHopaTenbCcTBa Poccuinckon ®epepaunn, 2011, Ne 19, cT. 2716; odmumnanbHbIN UHTEPHET-
nopTasn npaeoBo nHgopmaumm, http://pravo.gov.ru, 30 nekabps 2021 r.) (aanee - 99-03); MNMonoxxeHune o
JIMLLEH3UPOBaHMM (hapMaLeBTUYECKON AeATeNbHOCTH, YTBEPXXAEHHOe NOCTaHoBAeHeM NpaBuTenbCTBa
Poccuinckon ®epepaumm ot 22 gekabpsa 2011 r. Ne 1081 (CobpaHume 3akoHOAaTeNbCTBa Poccuinckon
®epepaumm, 2012, Ne 1, cT. 126; 2020, Ne 49, cT. 7934) (nanee - NMonoxxeHne Ne 1081); Mpasuna
HaZNleXxxallen NPakTUKN XPaHEeHNS 1 MepPeBO3KM JIeKapCTBEHHbLIX NPenapaToB 415 MeANLMHCKOro
NPYMEHEHNS, YTBEPXKAEHHbIE NPUKa3oM MUHMCTepCcTBa 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 NpakTUKN XpaHeHus); MNpasuna
Hagsexxallen anTe4yHoN NPaKTUKN eKapCTBEHHbIX NpenapaToB 419 MeANLUHCKOro NpMMeHeHNs,
yTBEpPXAEHHbIE NPUKa30M MUHNCTEPCTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 31 aBrycta 2016
r. Ne 647H (3apernctpmpoBaH MHNCTEPCTBOM toCcTULUKM Poccuinckon Genepaunn 9 sHeaps 2017 r.,
pernctpaumnoHHbin Ne 45113) (nanee - NpaBuiia Hagnexalen anTeyHon NpakTuku); Mpasmna xpaHeHUs
NeKapCTBEHHbIX CPEACTB, YTBEPXAEHHbIE NPUKa3oM MUHUCTepPCTBa 34paBOOXPaHEHNS 1 COLMANbHOMO
pa3suTns Poccuinckon ®egepauum ot 23 aBrycta 2010 r. Ne 706H (3apernctpmnpoBaH MMHUCTEPCTBOM
tocTuumm Poccuinckon ®epepaumm 4 oktabpa 2010 r., pernctpaumoHHbin Ne 18608) ¢ uaMeHeHMsAMM,
BHECEHHbIMWN NPUKa3oM MUHUCTEPCTBOM 34paBOOXPAHEHNS N COLMNANBHOIO pa3BUTUSA POCCUICKOW
®epepaunm ot 28 gekabps 2010 r. Ne 1221H (3apeructpnpoBaH MUHNCTEPCTBOM OCTULIMN POCCUIACKON
®epepaumnm 4 hespana 2011 r., peructpaunoHHbin Ne 19703) (manee - Mpasuaa xpaHeHuns); PeweHne
CoBeTa EBpa3ninckon sKOHOMUYECKON KOMUCCHM OT 3 Hoabpsa 2016 r. Ne 80 "O6 yTBepxaeHun Mpasun
HaZnexallen AMcTpubbioTOPCKOM NPaKTUKK B paMKax EBPa3nMncKoro 3KOHOMMYECKoro cotosa”
(odbuumanbHbIA canT EBpa3sniiCKoro 3KOHOMUYECKOro coto3a, http://www.eaeunion.org/, 21 Hosbps 2016 T.
(manee - MpaBuna Hagnexawen ANCTPMOLIOTOPCKON NPaKTWKK); NOCTaHOBNEHMe MNpaBMTenbCTBa
Poccninckon ®epepaumm ot 29 okTabps 2010 r. Ne 865 "O rocygapCTBEHHOM PEryaMpoBaHWM LIEH Ha
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JIEKapPCTBEHHbIE MPenapaThl, BKAOYEHHbIE B MEPEYEHb KN3HEHHO HEOOXOAUMBIX N BaXKHENLLNX
JleKapCcTBeHHbIX npenapaTtoB" (CobpaHue 3akoHoaaTenbcTBa Poccuinckon ®Pepepaunn, 2010, Ne 45, cT.
5851; 2020, Ne 47, cT. 7556) (fanee - MpaBnaa yCTaHOBNEHNS NpeAeSibHbIX Ppa3MepPOB ONTOBbLIX U
npeaenbHbIX pa3MepoB PO3HNYHbLIX HafbaBOK K (haKTUYECKUM OTMYCKHbIM LIEHAM, YCTaHOBIEHHbLIM
NPOU3BOANTENSAMU JSIEKAPCTBEHHbIX NPenapaToB, BKAOYEHHbIX B MepevyeHb XU3HEHHO He0OX0ANMbIX U
BaXXKHENLLMX IeKapCTBEHHbIX NPenapaToB, B cybbekTax Poccuiickon Genepauun); npmkas MMHUCTEPCTBA
34paBooxpaHeHuns Poccminckon depepauun ot 22 anpens 2014 r. Ne 183H "O6 yTBepXAEHUN NepeyHs
JIeKapCTBEHHbIX CPEACTB A1 MEAMULMHCKOrO NPUMEHEHNS, NOAEXaLMX NPeaMeTHO-KOIMYeCTBEHHOMY
yyeTy" (3apermctpmpoBaH MUHUCTEPCTBOM toCTULMKN Poccuinckon ®epepaumm 22 nona 2014 r.,
perncTpaumoHHbin Ne 33210) ¢ MU3MEHEHWAMMW, BHECEHHbBIMW MpuKa3aMn MUHUCTePCTBa 34 paBoOOXpPaHeH s
Poccuinckon ®epepaumm 10 ceHTabps 2015 r. Ne 634H "O BHECEHWNM U3MEHEHWIA B HEKOTOPbLIE NPUKa3bI
MnHWCTepCTBa 34PaBOOXPAHEHNS U COLMANbLHOrO pa3BuTra Poccunckon depgepaum n MuHnMCTepcTBa
3[paBooxpaHeHns Poccunckon ®epepaunn" (3aperncTtpupoBaH MMHUCTEPCTBOM OCTMLIMN Poccninckon
®epepaumm 30 ceHTabps 2015 r., pernctpaunoHHbin Ne 39063), oT 31 okTabpsa 2017 r. Ne 882H "O
BHECEHWW N3MEHEHWI B HEKOTOpPbIE NPUKa3sbl MUHNMCTEPCTBA 34PaBOOXPAHEHUS N COLMANILHOMO Pa3BUTUS
Poccunckon ®egepaumm 1 MUHUCTEPCTBA 34paBooxpaHeHus Poccunckon defepauum no Bonpocam
obpalleHuns nekapCTBEHHbIX NPenapaToB, COAEPXKALLUX HapKOTUYECKMe CpeacTBa, MCUXOTPOMHbIE
BELLEeCTBa U UX NPEKYPCOpPbI, K JIeKapCTBEHHbIX CPEACTB, NOANeXALLNX NPeaAMEeTHO-KONYeCTBEHHOMY
yyeTy" (3apeructpuposaH MUHNCTEpPCTBOM toCcTMLMM Poccuiickon ®enepaumm 9 aHBapa 2018 r.,
perncTpaumoHHbin Ne 49561), ot 5 anpens 2018 r. Ne 149H "O BHECEHUN U3MEHEHUI B HEKOTOPbLIE MPYKa3bl
MuHnCcTepcTBa 34paBooxXpaHeHns Poccniickon Peagepaunm No Bonpocam obpalleHuns NekapCTBEHHbIX
CPeLCTB, NoANeXallnx NpeaMeTHO-KONNYeCTBEHHOMY y4eTy" (3aperncTpmposaH MUHUCTEPCTBOM OCTULUN
Poccninckon ®Pegepaunm 3 maa 2018 r., pernctpauoHHbin Ne 50961), o1 27 uonsa 2018 r. Ne 471H "O
BHECEHWW N3MEeHEeHNS B NepeyeHb JIeKapCTBEHHbIX CPeACTB A8 MeAULMHCKOr0 NpUMeHeHns, Noaiexalumx
npeaMeTHO-KOIMYECTBEHHOMY YYeTY, YTBEPXKAEHHbLIN NPUKa3oM MUHNCTEPCTBa 34paBOOXpPaHeHNA
Poccunckon ®epepaumm ot 22 anpens 2014 r. Ne 183H" (3apernctpnposaH MUHUCTEPCTBOM HOCTULMN
Poccunckon ®epepaumm 14 aprycta 2018 r., peructpaumoHHbin Ne 51885) (nanee - npukas MuH3gpasa
Poccum Ne 183H); npmka3 MUHUCTEPCTBA 34PaBOOXPAHEHNS U COLMANBLHOIO pa3BuTMa Poccninckonm
®epepaumm ot 26 aBrycta 2010 r. Ne 735H "O6 yTBep>xaeHuu Mpasua 0TNyCKa NeKapCTBEHHbIX
npenapaTos a8 MeAMLMHCKOrO NPUMEHEHUSA MeANLIMHCKUMW OpraHn3aumaMmn, UMELWUMN JTIMLEH3NIO Ha
thapMaLeBTNYECKYI0 AeATeNbHOCTb, U nx 06ocobneHHbIMU NoapasaeneHnaMm (ambynatopmamuy,
dhenbaepckuMm 1 GenblepcKo-akyLepCKUMIN NyHKTaMK, LLIeHTpaMmu (oTaeneHusMu) obuier BpadyebHom
(cemeHON) NPaKTUKK), PaCNoNOXXEHHbIMU B CEJIbCKUX NOCENEHNAX, B KOTOPbLIX OTCYTCTBYIOT anTeyHble
opraHusauunn" (3apermctpmpoBaH MnHUCTEPCTBOM tocTULMKN Poccuinckon ®epepaumm 22 ntona 2014 r.,
perncTpaumoHHbin Ne 18575) (ganee - npuka3 MuHsgpasa Poccum Ne 735H); nprkas MUHUCTepCTBa
3ApaBooxpaHeHns Poccminckon depepauun ot 8 okTabps 2015 r. Ne 707H "O6 yTBEpXAEHUN
KBanngmnkaLuMoHHbIX TpeboBaHWNA K MEANLMHCKIM 1 hapMaLeBTUYECKUM paboTHNKAM C BbICLUUM
obpa3zoBaHMeM Mo HanpaBJieHNIO MOAMOTOBKM "34paBOOXpaHEHME N MEAULNHCKNE HayKK"
(3apernctpupoBaH MnHMCTepCcTBOM toCTULMKN Poccuinckon ®epepaumm 23 oktabpa 2015 .,
perncTpaunoHHbIin Ne 39438) ¢ MU3MEHEHNAMW, BHECEHHBLIMU NMpPUKazaMu MUHUCTEPCTBA 34PaBOOXPaHEHNS
Poccunckon ®egepaumm ot 15 noHa 2017 r. Ne 328H "O BHeceHUN n3meHeHnin B KanndukaLoHHbIe
TpeboBaHNA K MEAULIMHCKMM U (hapMaLeBTUYEeCKMM paboTHUKAM C BbiCM 06pa30oBaHNEM MO
HanpasJIeHNO MOArOTOBKY "34paBoOXpaHeHne N MeQULMHCKNE HayKKn", yTBepXXAeHHble NMPrUKa3oM
MuHuncTepcTBa 34paBooxpaHeHuns Poccuinckon ®egepaumm ot 8 okTabps 2015 r. Ne 707H"
(3apeructpmpoBaH MUHUCTEPCTBOM toCTULMK Poccuinckon ®egepauun 3 unond 2017 r., perncTpaumnoHHbIN
Ne 47273), oT 4 ceHTAbpa 2020 r. Ne 940H "O BHeceHUn n3meHeHnin B KBanndukaLmoHHble TpeboBaHNS K
MeLVNLMHCKMM 1 (hapMaLeBTUYECKMM paboTHUKaEM C BbiCLUIMM 0Bpa30BaHNEM MO HanpaBAEHNIO NOAMOTOBKM
"30paBooxpaHeHne 1 MegnLMHCKNE HayKKn", yTBEPXAEeHHbIE NPMKa3oM MUHUCTEPCTBa 34paBOOXPaHEHUS
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Poccninckon ®egepaunm ot 8 okTabpsa 2015 r. Ne 707H" (3apernctpupoBaH MMHUCTEPCTBOM OCTULINN
Poccuiickon ®epepaumm 1 oktabpa 2020 r., pernctpaunoHHbin Ne 60182) (nanee - npnkas MuHsgpasa
Poccum Ne 707H); nprka3 MuHucTepcTBa 34paBooxpaHeHmnsa Poccuinckon ®epepauum ot 10 despans 2016 r.
Ne 83H "O6 yTBepxaeHMn KBanngumkaumoHHbIX TpeboBaHNA K MEANLUHCKUM 1 (hapMaLleBTUYECKUM
paboTHMKaM CO CpefHUM MeAMLMHCKUM 1 (hapMaLeBTU4eckum obpasoBaHneM" (3aperncTpmpoBaH
MuHmncTepcTBoM tocTuumMn Poccuiickon ®epepaumm 9 mapta 2016 r., pernctpaunoHHein Ne 41337) (panee -
npuka3 MuH3gpasa Poccum Ne 83H); npukas MuHUCTepCTBa 34paBooxpaHeHnsa Poccminckon depepauun oT 3
aBrycta 2012 r. Ne 66H "O6 yTBEpXAeHMUM [opsaaKa 1 CPOKOB COBEPLLUEHCTBOBAHNSA MEANLUHCKMMM
paboTHMKamMn 1 hapMaLeBTUYECKUMM PabOTHMKaMU NPOECCUOHANbHBLIX 3HAHWUA 1 HABLIKOB NMYTEM
obyyeHuns nNo AONOAHUTEbHBIM NPOdeccnoHabHbIM 0bpa3oBaTebHbLIM NporpaMmMam B 06pa3oBaTeNbHbIX 1
Hay4YHbIX opraHusaunax" (3apernctpmposaH MMHUCTEPCTBOM CTULNN Poccuinckon ®enepauun 4 ceHTS6pS
2012 r., peructpaunoHHsin Ne 25359) (nanee - npukas MuH3gpasa Poccun Ne 66H)

1NmetoTCA M NnoMeleHnsa 1 0bopyaoBaHne, NpUHaANeXallne AMLEeH3NaTy Ha NpaBe COBCTBEHHOCTW Uan
Ha MHOM 3aKOHHOM OCHOBaHWUW, HeobxoanMbIe ANS BbIMOAHEHNS PaboT (ycnyr), KOTOpble COCTaBAAT
hapMaLeBTNYECKYIO OeATelbHOCTb, COOTBETCTBYIOLME YCTAHOBAEHHbIM TPeboBaHNAM (3@ NCKOYEHNEM
MeOULNHCKUX opraHn3aumi n 060cobsieHHbIX Noapa3aeneHnin MeguLMHCKUX OpraHn3aunin)?nyHKT 1 yactu
3 ctatbn 8 ®3 Ne 99-03 ;

noAnyHKT "a" nyHkTa 5 MonoxeHns Ne 1081;

nyHKTbI 11 - 40 pasgena IV Mpasun Hagnexxallen NnpakTUKN XpaHeHNs;

NyHKTbl 29 n.n. 3.1, nyHKTol 30 - 37 n.0. 3.2 pa3aena 3 MNpaBua Haanexatlen GUCTpnbbioTOPCKON
NPaKTUKuK;

nyHKTbl 38 - 39 n.n. 3.2.1, nyHKTbl 40 - 44 n.n. 3.3, nyHKTbl 50 - 51 n.n. 3.3.2 pa3gena 3 Mpasun
Hagnexallen AUCTpubbLIOTOPCKON NPaKTUKK;

NyHKTbI 18 - 36 pasgena V MNpaBun Hagnexaluen anTeyHon NpakTuku

2CobnofatoTCcs MM NMLEH3NATOM, OCYLLECTBJIAILLIMM ONTOBYIO TOPrOBJ/IIO JIEKAPCTBEHHBIMU CPEACTBAMU
ANS MeQULNHCKOro NpuMeHeHuns, - TpeboBaHus ctaTeln 53 n 54 61-03" : npaBuia HaLnexallen
ANCTPNOBLIOTOPCKOM MPaKTUKIN NEKAPCTBEHHbIX MPenapaToB A% MeQULMHCKOr0 NMPUMEHEHNA?NYHKT 5
Yyactn 3 ctaTb 8 O3 Ne 99-03 ;

noAnyHKT "B" nyHKTa 5 MonoxeHusa Ne 1081;

pasgenln.n. 1.1-1.5;

pasgen 3 n.n. 3.2.1, 3.3.1, 3.3.2; pazgen4 n.n. 4.1, 4.2; pasgen 5n.n. 5.1 - 5.9; pasgen 6 n.n. 6.1 - 6.5;
pasgen 7 n.n. 7.1 -7.3; pa3gen 8 n.n. 8.1, 8.2; pazgen 9 n.n. 9.1 - 9.4 MNMpaBna Hagnexallen
ANCTPNOBLIOTOPCKOM MPaKTUKK

3CobntofatoTcs N1 AMLEH3MATOM, OCYLLECTBIALMM ONTOBYIO TOPrOB/0 JIEeKAPCTBEHHBIMU CPeACTBaMU
AN MeNLUHCKOro NpMMeHeHuns, - TpeboBaHua ctateln 53 u 54 61-03" : npaBuna HaaNexXallen NPakTUKK
XPaHeHUs 1 NepeBO3KN JIeKapCTBEHHbIX NpernapaTos A8 MeAULNHCKOro NPUMEHeHNA?NYyHKT 5 vacTu 3
ctatbk 8 ®3 Ne 99-03 nopnyHKT "B" NyHKTa 5 MonoxxeHusa Ne 1081

NyHKTbI 3 - 6 pa3gena Il; nyHKTbl 41 - 43 pasgena V; nyHKTbl 44 - 55 pasgena VI; nyHKTbl 56 - 67 pa3gena
VII; nyHKTbI 68 - 71 pa3gena VIl NMpaBun Hagnexallen NpakTUKKN XpaHeHNS

4CobnoaaloTCs M NNLLEH3NATOM, OCYLLECTBAAIOLWMUM ONTOBYIO TOPrOBJIO SIEKAPCTBEHHLIMW CPeLCTBaMM
AN MeANLUHCKOro npuMeHeHuns, - TpeboBaHua ctaten 53 n 54 61-93" :

npaBuIa perncTpaunm onepaLmin, cBA3aHHbIX C 0bpaLLeHNeM eKapCTBEHHbIX CPEACTB A5 MeANLIMHCKOro
NPUMEHEHUS, BKNOYEHHbIX B NepeYyeHb leKapCTBEHHbIX CPeACTB A1 MeQULIMHCKOro NpuMeHeHu s,
nogaexawunx npegMeTHO-KONNYEeCTBEHHOMY YHeTY, B CNeunasbHbIX XYpHanax; y4eT onepaunii, CBA3aHHbIX
c obpalleHneM NeKkapCTBEHHbIX CPEACTB A MEANLIMHCKOrO NMPUMEHEHNA?NYHKT 5 YyacTu 3 cTaTbn 8 3 Ne
99-03

noanyHKT "B" nyHkTa 5 MonoxxeHua Ne 1081

n. 1 -5 MpunoxerHna Ne 1 ¢ npunoxexnmem Ne 1 K npukasy MuHsgpasa Poccum Ne 378H;
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pasgensbi | - IV npunoxeHna Ne 1 K npukasy MuHsgpasa Poccum Ne 183H

5CobntofatoTcs M AMLEH3NATOM, OCYLLECTBALLMM ONTOBYIO TOPrOB/IO JIEKAPCTBEHHBLIMU CPEACTBAMU
4719 MeANLUUHCKOro npuMeHeHna TpeboBaHus ctaten 53 n 54 61-03" .

npaBnia BEAEHNA N XPaHEHMA CMeLnabHbIX XXYPHAN0B y4yeTa onepaunit. CBA3aHHbIX C obpalleHnem
JIeKapCTBEHHbIX CPEACTB A1 MeOULNHCKOr0 NPUMEHEeHNA?NYHKT 5 vyactn 3 ctaTbun 8 ®3 Ne 99-03
noAnyHKT "B" nyHkTa 5 MonoxxeHnsa Ne 1081

n. 1-11 npunoxeHna Ne 2 K npukasy MunHsgpasa Poccun Ne 378H

6CobnofaloTCa MM AMLEH3NATOM, OCYLLECTBALMM ONTOBYIO TOPrOB/0 JIEeKAPCTBEHHBIMU CPeACTBaMU
AN MeANLNHCKOr 0 NpMMeHeHuns, - TpeboBaHua ctaten 53 n 54 61-93" :

yCTaHOBJ/IEHHblE NpefesibHble pa3Mepbl ONTOBbIX HAA0ABOK K (haKTUYeCKUM OTMYCKHbIM LieHaM
Npov3BOANTE/IEN Ha IeKapCTBEHHbIE NpenapaThl, BKIOYEHHbIE B MepeyveHb XXN3HEHHO HeobXoAMMbIX U
BaXKHEMNLLMX NEKAPCTBEHHbIX NPenapaToBNyHKT 5 YacTu 3 ctaTbu 8 ®3 Ne 99-03

noanyHKT "B" nyHkTa 5 MonoxxeHua Ne 1081

NyHKTbI 1 - 15 1 npunoxeHue Mpasun yCTaHOBJIEHUS NMpefesibHbIX pa3MepoB ONTOBbIX U NpefesbHbIX
pa3MepoB PO3HWUYHbIX HaAbaBOK K (hakKTUYeCKUM OTNYCKHbIM LleHaM, YCTaHOBJIEHHbIM MPOVU3BOAUTENAMY
NIEKAPCTBEHHbIX MPEnapaToB, BKOYEHHbIX B MEPEYEHb XXN3HEHHO HEOOX0AMMbIX N BaXKHENLLNX
JIeKapCTBEHHbIX NpenapaTos, B cybbekTax Poccuinckon Pepepaunn MoctaHoBneHns Ne 865
7CobnofaloTcsa im IMLEH3MaTOM, OCYLLECTBASIOWMUM PO3HUYHYIO TOPrOBII0 JIeKapCTBEHHbIMU
npenapataMmu 4S9 MeAULUHCKOrO MPUMEHEeHNA: anTeYHbIMN OpraHn3aunamMmn, UHANBUAYabHbIMY
npeanpuHUMaTensaMm, UMeLWUMI JIMLEH3NIO Ha oCyLecTBAeHMe (hapMaLeBTUYeCKON AeATeNbHOCTH:
npasusia Hagnexallen anTe4yHon NPakTUKN eKapCTBEHHbIX NpenapaTos 415 MeAULUHCKOro
NPUMEHeHNA?NOANYHKT "r" nyHKTa 5 MNonoxxeHna Ne 1081

NYHKTbI 3 - 6 pasgena ll, nyHkTol 7 - 11 pa3gena lll; nyHkTol 12 - 17 pa3gena IV, nyHkTol 37 - 52 pa3gena VI,
NyHKTbI 53 - 58 pasgena VI, nyHkTbl 59 - 68 pa3gena VIl MpaBun Hagnexallen anTe4HON NPaKkTUKK
8CobnofatoTca M ANLEH3MATOM, OCYLLECTBSIOWMUM PO3HUYHYIO TOPrOB0 JIeKapCTBEHHbIMU
npenapataMmu 4J19 MeAULUHCKOrO MPUMEHEHNA: anTeYHbIMN OpraHn3aunamMmn, MHAMBUAYaNbHbIMY
npeanpuHUMaTensMm, UMeLWUMI JIMLEH3NIO Ha oCyLLecTBAeHMe (hapMaLeBTUYeCKoN AeATeNbHOCTH:
npasusia Hagnexallen NpakTUKKN XpaHEeHUs 1 NepeBO3KM IeKapCTBEHHbIX NpenapaTos 411 MeAULNHCKOro
NPUMEHeHNA?NoANYHKT "r" nyHKTa 5 MNonoxxeHna Ne 1081

NYHKTbI 3 - 6 pasgena ll; nyHkTol 41 - 43 pa3gena V; nyHKTbl 44 - 55 pasgena VI; nyHKTbl 56 - 67 pa3nena
VII; nyHKTbI 68 - 71 pasgena VIl NpaBun Hagnexalyen NpakTUKM XpaHeHns

9CobntofatoTCs NN ANLEH3NATOM, OCYLLECTBIAIOLMM PO3HUYHYIO TOProBIItO NEeKapCTBEHHbLIMY
npenapataMmu 4J19 MeAULUHCKOrO MPUMEHEHNA: anTeYHbIMK OpraHn3aunamMmn, MHAMBUAYaNbHbIMY
npeanpuHUMaTensMm, UMeLWUMI JIMLEH3NIO Ha oCyLLecTBAeHMe (hapMaLeBTUYeCKON AeATeNbHOCTH:
npasuia OTNYCKa JIeKapCTBEHHbIX NpenapaTos AJ19 MeAULNHCKOro MPUMeHeHMs anTeYHbIMN
opraHusaunsamMun, UHAMBUAYaAbHbIMU NPeanpUHUMaTeNIAMA, UMELWLMMN NNLEH3MNI0 Ha OCYLLLeCTBIeHe
thapmaueBTUYECKON AeATENbHOCTU?NOANYHKT "I NyHKTa 5 MonoxeHusa Ne 1081

NyHKTbl 1 - 18 pa3fena | npunoxeHus, nyHKTbl 19 - 25 pa3gena Il npunoxeHus npukasa MuH3gpasa
Poccum Ne 403H

10CobnonatoTcs M NNLLEH3NATOM, OCYLLECTBASIOLNM PO3HNYHYIO TOProBIIO NEKAPCTBEHHLIMY
npenapataMmu 4Ji9 MEAULUHCKOrO MPUMEHEHWA: anTeYHbIMN OpraHn3aunamMun, MHANBUAYabHbIMY
npeanpuHUMaTeNnaMm, UMeLWUMN JIMLEH3WIO Ha OCYyLecTBAeHne (hapMaLeBTUYeCKON AeATeNbHOCTH:
npasusia 0TNyCKa HapKOTUYECKNX CPeACTB U NCUXOTPOMNHbIX BELeCTB, 3aperMcTpMpPoBaHHbIX B KavyecTee
JIeKapCTBEHHbIX MpenapaToB?noAgnyHKT "r" nyHKTa 5 MMonoxeHns Ne 1081

nyHkTbl 1, 3,4 -9, 11, 12, 14 - 18 pa3zena | npunoxenus, nyHKTol 19, 20, 21, 22, 25 pa3gena ll
npuioxeHus npukasa MuHsgpasa Poccun Ne 403H , nyHKT 1 pasgena | npunoxeHus npukasa MuH3gpasa
Poccum Ne 183H

’

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.45un374



11CobntonatoTcs M NNLLEH3NATOM, OCYLLECTBAAIOLNM PO3HUYHYIO TOProBIItO EKAPCTBEHHLIMU
npenapataMmu 4J19 MeAULUHCKOrO MPUMEHEHNA: anTeYHbIMN OpraHn3aunamMmn, MHAMBUAYaNbHbIMY
npeanpuHUMaTeNs MW, UMEOLUMN ANLEH3NIO Ha OCYLLECTBeHMEe hapMaLEeBTNHYECKOWN AeATEeNbHOCTW:
npasusia OTNYCKa JlekapCTBEHHbIX NpenapaTos, CoAepXKallux HapKOTMYeCKne CpeacTsa v NCUXOTPOMHbIe
BeLecTBa?noAnyHKT "r" nyHkTa 5 MNoctaHossieHna Ne 1081

NyHKTbl 1 - 18 pasgena |, nyHKTol 19 - 25 pa3gena Il npunoxxeHunsa npmkasa MuH3sgpasa Poccum Ne 403H
npuioxeHue npukasa Munsgpasa Poccun Ne 183H

12CobntofatoTcs M NLEH3NATOM, OCYLLECTBAAIOLWNM PO3HNYHYIO TOProBIItO IEKAPCTBEHHLIMU
npenapataMmu 4J19 MeAULUHCKOrO MPUMEHEHNA: anTeYHbIMK OpraHn3aunamMmn, UHAMBUAYaNbHbIMM
npeanpuHUMaTensMm, UMeLWUMI JIMLEH3NIO Ha oCyLLecTBAeHMe (hapMaLeBTUYeCKON AeATeNbHOCTH:
npaBuia perncTpaunm onepaumin, cBA3aHHbIX C 0bpaLLeHNeM NeKapCTBEHHbIX CPEACTB A5 MeANLMHCKOr0o
NPYMEHEHNS, BKIIOYEHHbIX B NepeYyeHb JlieKapCTBEHHbIX CPeACTB A1 MeQULIMHCKOro NpuMeHeHu s,
noaaexawunx npegMeTHO-KONNYEeCTBEHHOMY YYeTYy, B CneunasbHbIX XypHasiax y4eTa onepauui,
CBSA3aHHbIX C 0bpalleHneM NeKapCTBEHHbLIX CPEACTB AN MEAULMHCKOrO MPUMEHEHNA?NOANYHKT "r" NyHKTa
5 MonoxxeHus Ne 1081

npuaoxeHue npukasa Munsgpasa Poccum Ne 183H

npunoxeHue Ne 1 ¢ npunoxeHusmu Ne 2 - 3 Mpukasa MuHsgpasa Poccun Ne 378H

13CobntonatoTcs M NNLEH3NATOM, OCYLLECTBAAIOLNM PO3HNYHYIO TOProBIIO IEKAPCTBEHHLIMU
npenapataMmu 4S9 MeAULUHCKOrO MPUMEHEeHNA: anTeYHbIMN OpraHn3aunamMmn, UHANBUAYabHbIMY
npeanpuHUMaTEeN MW, UMEOLWUMN NLEH3MIO Ha OCYLLEeCTBIeHMe (hapMaLeBTMYECKON AeATEeNbHOCTW:
npaBuia BEAEHNA N XPaHEHMWA CMeunabHbIX XXYPHAN0B y4yeTa onepauuni, CBA3aHHbIX C obpalleHnem
NeKapCTBEHHbIX CPeAcTB AN MeQULUHCKOro NpuMeHeHns, TpeboBaHuin YacTu 6 cTaTbk 55 GefepanbHOro
3akoHa "O6 obpallieHnn nekapCTBEHHbIX CpeacTB" ?noanyHKT "r" nyHkTa 5 MonoxxeHnsa Ne 1081
npuioxeHue npukasa Munsgpasa Poccun Ne 183H

npunoxeHue Ne 2, 3 Npukasa MuHsgpasa Poccum Ne 378H

14CobniogatoTcs M NNLLEH3NATOM, OCYLLECTBASIOLNM PO3HUYHYIO TOProBII0 EKAPCTBEHHLIMY
npenapataMy onag MeguLMHCKOro NpUMeHeHUs: anTe4yHbIMU opraHn3aunsaMu, UHAMBUAYabHbIMN
npeanpuHUMaTeNs M1, UMeLWUMN INLEH3NIO Ha OCYLLEeCTBIeHMe (hapMaLeBTUYeCKON AeaTeNbHOCTY:
yCTaHOBJ/IEHHbIE MpefeSibHble pa3Mepbl PO3HUYHbLIX HaAbaBOK K (DaKTUYECKUM OTMYCKHbLIM LleHaM
NPOU3BOANTENEN Ha JIEKAPCTBEHHbIE MPenapaThl, BKIOYEHHbIE B MepeyeHb KU3HEHHO HEOOXO0AMMBIX U
BaXXHEMNLUMX NEKAPCTBEHHbIX NPenapaToB?NyHKT 5 YacTu 3 cTaTbn 8 ®3 Ne 99-03

noAnyHKT "r" nyHkTa 5 MNonoxeHnsa Ne 1081

NyHKTobl 1 - 15, npunoxeHwve MpaBua yCTaHOBNEHUS NPefesibHbIX Pa3MepoB OMNTOBbLIX U MpefesibHbIX
pa3MepoB PO3HUYHbIX HaAbaBOK K (hakKTUYeCKUM OTNYCKHbIM LleHaM, YCTaHOBJIEHHbIM MPOVU3BOAUTENAMY
JIEKAPCTBEHHbIX MPenapaToB, BKJIIOYEHHbIX B MEPEYEHDb XXN3HEHHO HEOOXOAMMbIX N BaXKHENLLNX
JIeKapCTBEHHbIX NpenapaToBs, B cybbekTax Poccuinckon Pepepaunn MoctaHoneHns Ne 865
15CobntoaatoTCs M NLLEH3NATOM, OCYLLECTBAAIOLWNM PO3HNYHYIO TOProBIItO NEKAPCTBEHHLIMU
npenapaTtaMmu gns MeANLUHCKOro NPUMEHEHMNS - MEAULUHCKUMI OpraHn3aumnsamm, 06o0cobneHHbIMK
noapasaeneHnsamMmm MeauuMHCKUX OpraHnsaumi npasmuia 0TNycka NeKapCTBEHHbIX MpenapaToB A4
MeLMNLMHCKOr0 NPUMEHEHUS MeAULVHCKUMN OpraHn3aumnsammn n 060cobneHHbIMM Noagpa3aeneHnsamMm
MeONLUNHCKUX OpraHmn3aunn?noagnyHkT "r" nyHkTa 5 MonoxxeHmsa Ne 1081

NyHKTbI 1 - 12 MNpurkasa MuH3gpascoupassmuTna Poccmum Ne 735H

16MMeeTCs Y pYKOBOAMTENS OpraHM3aLnm, 4esSTeNbHOCTb KOTOPOro HeNoCpeaCcTBEHHO CBS3aHa C ONTOBON
TOproBJien IeKapCTBEHHbIMK CPEACTBAMU, UX XPaHEHNEM, MEPEBO3KOWN U (M) PO3HUYHOW TOProBAEN
JleKapCTBEHHbIMY MpenapaTamu, UX OTNYCKOM, XpaHeHNeM, NepeBo3Kon U U3roToBJIEHMEM (3a
NCK0YeHneM MeaULNHCKUX OpraHu3aLini) Beicllee hapmaLeBTnyeckoe obpasosaHme u ctax paboTel No
cneumnanbHOCTU He MeHee 3 neT 1nbo cpelHee hapMaLeBTMYeCcKoe obpa3oBaHMe U CTax paboTbl Mo
cneumnasibHOCTU He MeHee 5 neT, cepTudurKaTt cneunannucTa?nognyHKT "n" nyHkta 5 MNonoxeHus Ne 1081
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npukas Munsgpasa Poccum Ne 707H

npvkas MuHsgpasa Poccum Ne 66H

17NmeeTcs y MHAUBMAYaANbHOrO NpeanpuHMMaTeNs Bbicliee (hapMaLleBTU4eckoe obpasoBaHme 1 CTax
paboTbl MO CMeunanbHOCTU He MeHee 3 NeT Uan cpefHee hapMaLeBTUYECKoe 0bpa3oBaHmMe 1 CTaxa
paboTbl N0 CNeunansHOCTU He MeHee 5 neT, cepTuduKaT cneumanucTa?noanyHKT "K" nyHKTa 5
MonoxeHns Ne 1081

npvkas MuH3gpasa Poccum Ne 707H

npukas MmnH3gpasa Poccun Ne 66H

18MmetoTCs Y MMueH3MaTa paboTHMKK, 3aKN0YMBLLME C HUM TPYAOBLIE LOrOBOPLI, AeATENbHOCTb KOTOPbIX
HernocpeaCcTBEHHO CBA3aHa C ONTOBOW TOProB/ien lekapCTBEHHbIMW CPeACTBaMM, UX XPaHEHUEM U (unn)
PO3HWYHON TOProBJIeN JIeKAaPCTBEHHbLIMY NpenapaTaMu, UX OTMYCKOM, XPaHEHWEM W N3FOTOBJIEHNEM,
UMerLWMX:NoANYHKT "n" nyHKTa 5 MonoxxeHna Ne 1081

19/metoTCs y NnLeH3maTa paboTHMKY, 3aKN0YMBLUME C HUM TPYA0BbIE AOrOBOPbI, 4EATENIbHOCTb KOTOPbIX
HernocpenCcTBEHHO CBA3aHa C ONTOBOW TOProBew JiekapCTBEHHbIMU CPeACTBaMU, UX XPaHeHMeM u (1nu)
PO3HWYHON TOProB/Ien JIeKapCTBEHHbIMY NpenapaTamMu, X OTMYCKOM, XPaHEHWEM U U3FOTOBJIEHNEM,
UMerLLnX:

AN OCYLLEeCTBEHNS (hapMaLeBTMYEeCKON AeaTeNlbHOCTM B cchepe obpalleHns nekapCTBEHHbIX CPeAcTB Ang
MeAULMHCKOr0 MpUMeHeHNs (3a ncktyeHmeM 060cobeHHbIX noapa3aeneHnin MeguLnHCKNX
opraHu3auuin) - BbiCLLIee nau cpefHee hapmaleBTmyeckoe obpasoBaHue n ceptugumkat
cneynanucTa?noAnyHkT "n" nyHkTa 5 MNMonoxxeHnsa Ne 1081

npvkas MuHsgpasa Poccum Ne 707H

20metoTCAa y NnueH3naTa paboTHUKM, 3aKII04YMBLIME C HAM TPYLOBbIe AOr0BOPbI, 4€ATEbHOCTb KOTOPbIX
HemnocpenCcTBEHHO CBSi3aHa C ONTOBON TOProBfien IeKapCTBEHHbLIMK CPeACTBaMU, NX XpaHEHNEM 1 (Unn)
PO3HWYHON TOProB/ien IeKapCTBEHHbLIMY NpenapaTaMu, X OTMYCKOM, XPaHEHWEM 1N U3FOTOBJIEHNEM,
NMeloLLNX:

AN OCYLLEeCTBNEHNS (hapMaLeBTMYECKON AeaTeNbHOCTM B cchepe obpalleHns NeKapCTBEHHbLIX CPeACTB Ang
MeLMLMHCKOro npuMeHeHuns B 060cobeHHbIX nogpa3aeneHnsax MeauUnHCKMX opraHm3anmnm
LOMNONHUTENIbHOE NPOodeCcCroHanbHoe obpa3oBaHMe B YaCT PO3HWYHOW TOPrOBAN IEKAPCTBEHHLIMY
npenapaTtaMmu ans MeAULMHCKOro NPUMEHEHNS MpU HaAU4YUM NpaBa Ha OCyLLeCTBeHUEe MeANLNHCKON
AeaTeNnbHOCTU?NOANYHKT "n" nyHKTa 5 MNonoxeHnsa Ne 1081

npvkas MuHsgpasa Poccum Ne 707H

21MmeeTCsa NOBbILEHME KBaAUUKaLUKN CNEeLManncToB C hapmaueBTuieckum obpasoBaHnem He pexe 1
pa3a B 5 neT?noanyHKT "M" nyHkTa 5 MocTtaHoBneHns Ne 1081

npvkas MuHsgpasa Poccum Ne 707H

npukas MunHsgpasa Poccum Ne 83H

4. B, KOHTPOJILHOrO (Ha30PHOI0) MEPONpPUATUS:

5. [laTa 3anosiHeHNs NPOBEPOYHOro IUCTa:

6. O6BEKT rocyapCTBEHHOIO KOHTPOAS (Haf30pa), B OTHOLLEHUN KOTOPOro MPOBOANTCS KOHTPOJIbHOE
(Hag3opHoe) MeponpuaTue:

7. Qamunnsg, UMS 1 0TYECTBO (MPU HAMYUN) TPaXKAAHWHA UKW UHAMBUAYANBHOMO NpeanpuH1uMaTens, ero
NAEHTNDUKALMOHHLIA HOMEp HanoronaaTeNbLnKa U (MM) OCHOBHOWM rOCYAapCTBEHHbLIN PErNCTPaLMOHHbIN
HOMEpP MHAMBMAYANLHOrO NpeAnpuHMMaTens, agpec perncTpaLmmn rpaXx gaHnHa WM MHANBUAYaabHOro
npeanpuHUMaTens, HaMMeHOBaHWE PUANYECKOr0 ANLA, ero NAEHTUGMNKALNOHHLIA HOMEp
HasoronaaTesnbLNKa U (MaKn) OCHOBHOW FOCYAapCTBEHHbIN PErNCTPALMOHHBIA HOMEp, apec PUANYECKOro
nmua (ero mnmanos, NpeacTaBUTENLCTB, 060C06EHHBIX CTPYKTYPHbIX MOAPA3AENEeHN), ABAIOLWMNXCS
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KOHTPOJIMPYEMBIMU NILLAMU:

8. MecTo (MecTa) npoBefeHNs KOHTPOJIbHOrO (HaA30PHOr0) MepPONpMATUS C 3an0IHEHMEM MPOBEPOYHOI0
NNCTa:

9. PEKBM3UTbI pELLEHNSA KOHTPOJIbHOIO (HaA30PHOM0) OpraHa o0 NPOBEAEHNN KOHTPOJIbHOIO (HaA30PHOr0)
MeponpusaTKSA, NOANNUCAHHOIO YNOJHOMOYEHHbLIM JO/KHOCTHBIM JIMLOM KOHTPOJIbHOr0 (HaA30pHOro)
opraHa:

10. Y4eTHbIN HOMEP KOHTPOJIbHOIO (HaA30PHOr0) MEPOMNPUATUS:

11. Jo/mKHOCTb, hamMnans u MHULMANAbI LOJXKHOCTHOrO L@ KOHTPOJIbHOro (Hag30pHOr0) opraHa, B
JOJ/KHOCTHbIE 0653aHHOCTIN KOTOPOro B COOTBETCTBMM C MOJIOXKEHNEM O BUIE KOHTPOJS, LO/KHOCTHBIM
pernamMeHTOM WM JOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHME MONHOMOYNIA MO BUAY KOHTPONS, B
TOM YUC/ie NPoBeAEeHNE KOHTPObHbIX (HaA30pHbIX) MEPONPUSATIIA, NPOBOAALLENO KOHTPOJILHOE
(Haa30pHOE) MeponpuATHE 1 3aMONHAKOLWEro NPOBEPOYHbIA JINCT:

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

(BOMHKHOCTK, haMUaIn N NHULMANbI)
13. NMoanucb pyKoBOAMTENS FPYyNnbl OMKHOCTHbIX JINL, KOHTPOJIbHOro (HaA30pHOI0) opraHa, y4acTBYOLLMX
B MPOBELEHUN KOHTPOJILHOIO (HaA30PHOr0) MeponpuaTmS:

(0OKHOCTb, haMuAns N NHULMANbI)

MpunoxeHue Ne 8

K Nnpukasy PegepanbHON ciyxbbl

no HaZ3opy B chepe 34paBoOXPaHeHns
oT 19 dpeBpans 2022 r. Ne 1185

®opmMa
QR-kop

MpoBepOYHbIN NCT

(CNMCOK KOHTPOJIbHBIX BOMPOCOB, OTBETbI HA KOTOPbIE CBUAETENLCTBYIOT 0 COBM0AEHUN UK
Hecobn0AeHNN KOHTPONPYEMBIM TULLOM 0653aTenbHbIX TpeboBaHwuin), ncnonb3yembin ®enepancHom
cnyxb6oin no Haa3opy B cchepe 34PaBOOXPAHEHNSA N ee TepPUTOPUaNbHLIMU OpraHaMu NPy OCyLLECTBAEHUN
thenepasibHOro rocylapCTBEHHOr0 KOHTPOJIA (Hag3opa) B chepe obpalleHns nekapCTBEHHbIX CPeACTB
(DOKNNHNYeCKMe nccnefoBaHns NeKapCTBEHHbIX CPEACTB AJ19 MeAULUHCKOro NpuMeHeH)s)

1. HaumeHoBaHWe BUAa KOHTPONS (Hafa30pa), BKAOYEHHOIO B eAUHbIN peecTp BUAOB dhedepabHOro
rocyaapCTBEHHOIr0 KOHTPONS (Hag3opa): efsepanbHbIi roCyAapCTBEHHbIN KOHTPObL (Hag3op) B cdepe
obpalleHuns neKapCTBEHHbIX CPEACTB.

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

3. CNnCOK KOHTPOJIbHbLIX BOMPOCOB, OTPaXatoLWnX coaep>xaHune 0ba3aTenbHblx TpeboBaHWI, 0TBETHI Ha
KOTOpble CBUAETENLCTBYIOT O COBMOAEHNN NN HECOBNIIOAEHNN KOHTPOMPYEMBIM NLIOM 06513aTeNbHbIX
TpeboBaHwiA:
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Ne n/n

Cnuncok KOHTPOJIbHBIX BOMPOCOB, OTPaXkatoLmx coep>kaHne obssaTenbHblx TpeboBaHmMit

PeKBU3NTbI HOPMATUBHLIX MPABOBbLIX aKTOB C YKa3aHUEM NX CTPYKTYPHbIX €4NHUL, KOTOPbIMU YCTAaHOBJIEHbI
obsa3aTenbHble TpeboBaHMA

OTBeThl Ha BONPOCHI, cogepxxalumecs B CNMCKe KOHTPObHLIX BOMPOCOB

lMpnMeyaHme

na
HET
HenpnMeHnmo

PeweHne CoseTa EBpa3uickonn IkoHoMuyeckon Kommuccum ot 3 Hosbps 2016 r. Ne 81 "06 yTBEpXAEHUM
MpaBnn Hagnexalien nabopaTopHOM NpakTUKK EBpasninckoro IkoHoMmyeckoro Coto3sa B chepe
obpalleHmnsa nekapcTBeHHbIX cpeacTs" (OdunumnanbHbIn caiT EBpa3mMinckoro 3KOHOMMYECKOro Coto3a
http://www.eaeunion.org/, 21 Hoabps 2016 r.) (Banee - MNpaBuna Hagnexallen n1abopaToOPHON NPAKTUKN
EA3SC); denepasibHbiin 3aKoH 0T 12.04.2016 Ne 61-®3 "06 obpalueHun nekapcTBeHHbix cpeacts" (CobpaHue
3aKoHomaTenbcTBa Poccminckon ®epepaunn, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 4188) (panee - 61-93)
1. TpeboBaHus K cucteme obecneyeHns Ka4yecTBa, NePCOHasy UCMbITaTEeNbHON labopaTopun, MOMELLEHNAM
AN9 NPOBeLEeHNS uccnenoBaHnin, 0bopyLoBaHNIO, MaTepranaM U peakTuBaM, TECT-CUCTEMAM, UCMbITYEMbIM
BellecTBaM (flekapCcTBEHHbIM CpeacTBaM) 1 obpasLaM cpaBHEeHNS (KOHTPOJIbHbIM 0bpa3Lam), CTaHAapTHbLIM
onepaunoHHbIM npoueaypam (ganee - COM).

1.1MmeeTcs nn B NCnbiTaTebHON nabopaTopun, NPOBOAALLEN AOKANHNYECKNE (HEKNNHNYECKNE)
nccnefoBaHus, cuctemMa obecneyeHns KavecTsa, MOATBEPXKAAOLLANA, YTO NCCIeA0BaHNA MPOBOAATCA B
COOTBETCTBUY C [paBunaMn Hagnexawen nabopaTopHon NpakTukM EAIC?nyHKT 8 MpaBun Hagnexalen
nabopatopHon npakTmkn EA3C

1.206napaet nn cnctema obecneyeHns KavyecTBa yTBepaeHHbIMU COl, B KOTOPbIX NOAPO6HO 1
nocnefoBaTesIbHO ONUCLIBAETCSA NOPAAOK OCYLLECTBEHUS BCeX NabopaToOPHbIX U NPOM3BOACTBEHHbIX
onepauun, BKo4as:

NoCTynneHne, nAeHTUGUKaL o, Mapknposky, 0bpaboTky, oTbop Npob, ncnonb3osBaHKe, XpaHeHne 1
YHUYTOXEHME (YyTUAN3aLunio) NCCnegyemMblix BeLLECTB (1eKapCTBEHHbIX CPeACTB) 1 06pa3uoB
CpPaBHEHUA?NOANYHKT "a" nyHKTa 9 MpaBunn Hagnexawen nabopaTopHon npakTmkm EAIC

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

NPUroTOBMIEHNE PEaKTMBOB, NUTATENbHbLIX Cpel, KOPMOB?NOANYHKT "B" nyHKTa 9 MNpaBnn Hagnexallen
nabopaTopHoi npakTnku EA3C

BeJEeHME 3anncen, 0TYETOB M UX XPaHEHNE?NOANYHKT "r" nyHkTa 9 MpaBun Hagnexallen nabopaTopHon
npakTuky EA3C

obcnyXmMBaHMe NOMELLEHNIA, B KOTOPbIX MPOBOAUTCS NCCNef0BaHNE?NOANYHKT "4" nyHkTa 9 MNpasun
Hagnexallen nabopaTopHon npakTmkmn EA3C

npveM, TPaHCMOPTUPOBKY, pa3MeLLieHne, onucaHne, NAeHTUPUKaLno nccaefyemblx BELLeCTB U TecT-
cucTeM?noAnyHkT "e" nyHkTa 9 Mpasun Hagnexallen nabopaTtopHon npakTuku EASC

OCYLLEeCTBJIEHME NJaHa (MPOTOKoa, NPorpaMMel) No obecnevyeHnto KayecTBa LOKINHNYECKOr0
(HEKNIMHMYECKOr0) NccnenoBaHMA?NOANYHKT "X" nyHKTa 9 MNpaBun Haanexallen nabopaTopHON NPaKTUKNK
EASC

1.3Ha3HayeHbl M pyKOBOAMUTENEM UCMbITaTeNbHON nabopaTopun AnLa, 0TBETCTBEHHbIE 3@ CUCTEMY
obecneyeHns kayecTsa n obecneymsatLive ee cobaoaeHne pyruMm COTPYAHNKaMM UCMbITaTesbHOW
nabopatopun?nyHkT 10 MNpaBun Hagnexatlen nabopaTtopHoi npakTukyM EASC

He 3afencTByOTCA 1 NnLa, OTBETCTBEHHbIE 3a CMCTEeMY obecneyeHns KavecTBa n obecneymBaioLmne ee
cobnofeHne Apyrummn COTpyLHMKaMmn ncnoltTaTtesbHon nabopaTopun, 04HOBPEMEHHO B MPOBEAEHMUN
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nccnenoBaHNa U NPOBEPKE KayeCTBa 3TOro uccnenoBarHns?absau 2 nyHkTa 10 MNpaBun Haanexaluen
nabopaTopHon npakTukn EA3C

1.4Bxoaut nn B 0693aHHOCTY NepcoHana, 0TBETCTBEHHOMO 3a obecneyeHne KayecTBa:

pa3paboTka COM 1 nx BHeApeHUe B NCNbITaTeNbHON NabopaTopun, a TakxKe CMCTEMaTMYeCKas NPOBEpPKa
nx cobnofeHna?noAnyHKT "a" nyHkTa 11 MNpaBun Hagnexalen nabopaTopHon NpakTukm EA3C
npoBefeHne NHCNEKLMN C LLeNblo NOATBEPXKAEHNA COOTBETCTBUS UCCneoBaHns MNpasunam Hagnexallen
nabopaTopHo npakTukn EA3C, LOCTYNHOCTU A15 NepcoHana naaHa nccnefosaHuns n COM, a Takxe
noaTBepXaeHne dakTa Ux UCNOSIHEHMS NPY NPOBEAEHUN NCCNenoBaHMA?NoaANyHKT "6" nyHkTa 11 Mpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

NpoBepKa 3aKM0YNTENbHbIX OTYETOB AN NOATBEPXKAEHUSA TOro, YTO METOAbl, NpoLeaypbl, HabnwoaeHus n
pe3yfibTaTbl U3/10XKEHbl TOYHO Y B NMOJIHON Mepe 0TPa)kaloT NepBuYHbIe AaHHble NCCNeA0BaHUA?MOANYHKT
"8" nyHkTa 11 Mpasun Hagnexallen nabopatopHon npakTuky EA3C

coobuieHne B MMCbMEHHOM Buae (0TYET) 0 pe3ysibTaTax UHCMEKL M PYKOBOACTBY NUCMbITAaTENbHON
nabopaTopuu, pyKoBOAUTENIO UCCNEA0BAHUS, BEAYLLEMY NCCNELOBATENIO U, NPU HEOOXOAMMOCTHY, APYTrUM
PyKOBOAALLNM paboTHNKaM?NnoanyHKT "r" nyHkTa 11 Mpasmn Hagnexawen nabopaTopHon npakTmku EAIC
NOAroTOBKA M NOAMNMCaHME 3aK/Il0YeHNS, MPUIaraeMoro K 3ak/l4YnTelbHOMY O0THeTY, B KOTOPOM
YKa3bIBAOTCS TUMbl MHCNEKLUWIA, faTbl UX NPOBEAEHNS, BKIIIOYas UHGOopMaLuuio 06 3Tanax npoBepsemMoro
nccnenoBaHua, 1 gaTel Nepefayn pesysibTaToB UHCNEKTUPOBAHUSA PYKOBOACTBY MCMbITaTeSIbHOM
nabopaTopuu, pyKoBOAUTENIO NCCNEA0BAHUS U BedyLeMy ucciefoatento? CoaepXnUT Nn 3aKnyeHne
NHMOPMaLNIO O TOM, YTO NepPBUYHbIE AAaHHbIe NCCIeN0BaHNA OTPAXXEHbl B 3aKJIYNTENIbHOM 0THeTe
NOCTOBEPHO?NOANYHKT "A" nyHkTa 11 MpaBun Hagnexallen nabopaTopHon npakTnkm EAIC
1.506ecneyeHo M pyKoBOACTBOM UCMbITaTeIbHON NabopaTopun COOTBETCTBME BbINOAHAEMbIX paboT
MpaBunnam Hagnexallen nabopaTopHoi npakTuky EAIC?nyHKT 12 MpaBun Haanexallen nabopaTopHon
npakTukn EA3C

1.6PyKoBOCTBO UCMbITaTeNLHON NabopaTopun:

obecneymBaeT M HaM4me COTPYLHMNKOB, COOTBETCTBYIOLLEr0 060pyA0BaHNS, CPEACTB 1 MaTeEPUAsiOB NS
CBOEBPEMEHHOI0 M HagneXXallero NpoBeAeHns nccnefoBaHns B KomyecTae, obecneynBatowem
BO3MOXXHOCTb MOJIHOIO BbIMNOJIHEHUS NPOLIEAYPLI UCCef0BaHN 1 obecrneyeHns ee KayecTBa B
ncnbiTaTensHou nabopaTopum B COOTBETCTBUM C TpeboBaHMAMM MpaBun Hagnexallen nabopaTopHoN
npakTuky EASC 1 pykoBoACTBa MO Ka4yeCTBY AaHHON nabopatopun?noanyHKT "a" nyHkTa 13 MpaBun
Hagnexallen nabopaTopHon npakTmkn EA3C

obecneymBaeT M BeAEHNE y4eTa 3anmcen o KBanndpukaumm, oby4eHnn, onbite 1 KOMNETEHLUN
CneumnanncToB U TEXHNYECKOro NepcoHalla UCNbiTaTenbHoN nabopaTtopun?noanyHKT "6" nyHkTa 13 MpaBun
Hagnexallen nabopaTtopHon npakTmkn EA3C

obecneymBaeT M NOHMMaHWe 0653aHHOCTEN BCEMU COTPYAHUKAMK NCNbITaTeNbHON NabopaTopun 1, Npu
HeobxoammocTy, obecneymBaeT M X COOTBETCTBYIOLLME 0OyYeHNe U MOArOTOBKY?NOAMNYHKT "B" NyHKTa 13
MpaBun Hagnexatlen nabopaTopHon NpakTukm EAIC

yTBepxxpaeT am COM 1 n3MeHeHns, BHOCUMbIE B HUX, 06eCne4ymBaeT M UX BbIMOJHEHNE?NOANYHKT "I
nyHkTa 13 Mpasun Hagnexawen nabopaTopHon npakTmku EAIC

obecneymBaeT M Hamyme cucTeMsbl obecnevyeHns KavyecTBa U Ha3HaYaeT M ML, OTBETCTBEHHbIX 3a
cuctemy obecneyeHuns Ka4ecTBa?noAnyHKT "4" nyHkTa 13 Mpasun Hagnexallen nabopaTopHON NPakTUKK
EASC

Ha3HayaeT M PYKOBOAMTENS UCCNeA0BaHMA U3 YUCna COTPYAHUKOB UCMbITaTeNbHOW fnabopaTopuum,
UMerLWnX KBanuguKkaumno, COOTBETCTBYIOLLYIO LesM UCCe0BaHunA, nepes Havyanom Ka)kaoro
nccnenoBaHna? 3aMeHa pyKoOBOAUTENS UCCNIef0BaHUSA MPOBOAMNTCA JIM COrNacHO YCTAHOBJIEHHON
npouenype n opopMNfeTCA MM AOKYMEHTanbHO?MOANYHKT "e" nyHkTa 13 Mpasun Hagnexxallen
nabopaTopHon npakTnku EA3C

B C/ly4ae NpoBefeHNs MHOMOLLEeHTPOBOIr0 MCCIef0BaHNA Ha3HavYaeT v Npy Heo6X0AUMOCTM BeAyLLero
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nccnefoBaTens, MeLWEero CoO0TBETCTBYOWee obpa3oBaHmne, KBaMprKaumio 1 onbIT? 3aMeHa BeAyLLero
nccneposaTtesisa NPOBOAUTCS JIM COMJIaCHO YCTaHOBEHHOW npouenype v opopMaseTcs fiun
AOKYMEHTaNbHO?MOANYHKT "X" nyHKTa 13 MpaBua Hagnexawen nabopaTopHon npakTnkm EA3C
obecneymBaeT NN YTBEPXKAEHNE PYKOBOAMTENEM NCCNIEA0BAHNSA NSlaHa UCCNef0BaHNA?MOANYHKT "3"
nyHkTa 13 MNpaBun Hagnexawen nabopaTopHon NpakTukm EA3C

KOHTPOJIMPYET An, 4TOObl PyKOBOAMTESNb UCC/IEA0BaHNSA NMPeA0CTaBU YTBEPXKAEHHBIN MAaH NCCNefo0BaHUS
nepcoHany otaena obecnevyeHuns Ka4ecTBa?noANyHKT "n" nyHkTa 13 MpaBun Hagnexawen nabopaTopHOW
npakTnkn EA3C

obecneymBaeT nn BegeHne obHoBnsemoro nepeyns COIM (C coxpaHeHneM npeablayLmnx
pefakumin)?noanyHKT "K" nyHkTa 13 MpaBun Hagnexallen nabopatopHon npakTuky EAIC

Ha3HayaeT JIn COTPYLAHUKA, OTBETCTBEHHOI 0 3a BeeHne apxmuea?nofgnyHKT "n" nyHkTa 13 MNpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

obecneymBaeT NN BeAeHNEe OCHOBHOMO rpadmka?noanyHkT "M" nyHKTa 13 MNpaBun Haanexaluen
nabopaTtopHo# npakTukn EA3C

B C/ly4ae NpoBefeHns MHOrOLLEeHTPOBOIr0 UCCieoBaHNa obecrneynsaeT A1 B3aMMOLENCTBIE PYKOBOAUTENS
nccnepoBaHmns, BeAyLero nccneaoBaTens, anL, OTBETCTBEHHbIX 3a CUCTEMY ob6ecrnevyeHns KavyecTsa, 1
nepcoHana, y4aCTBYIOLEr0 B MPOBEAEHUN NCCeA0BaHMA?NOANYHKT "H" NyHKTa 13 MpaBua Hagnexallen
nabopaTopHon npakTnku EA3C

onpefensieT v npouenypbl 415 KOHTPOASA UCMOJb30BaHNSA KOMMbIOTEPU3NPOBAHHBLIX CUCTEM MO
Ha3Ha4yeHuio, obecneyrnBaeT N Nx Baamaaunio, PyHKLMOHMPOBaHMe u 0bcayxuBaHue cornacHo Mpasunnam
Hagnexallen nabopaTopHon NpakTukM EA3C?noanyHKT "0" nyHkTa 13 MpaBun Hagnexalewn
nabopaTopHo npakTukm EA3C

1.7PykoBoaunTens nccienoBaHus:

COrJIaCoBbIBAET JIM MNaH UCCJIeLOBaHUSA U BHOCMMbIE B HErO U3MEHeHWs, 3aBepseT I UX NOAMNUCHIO C
yKa3zaHuMeM gaThli?nognyHKT "a" nyHkTa 15 MpaBun Hagnexallen nabopatopHon npakTukm EA3C
opraHusyeT nu npoBefieHne AOKJIMHNYECKOro (HEKJIMHUYECKOro) NCCeloBaHunA, pacnpepenseT au
0643aHHOCTY MeX Ay YHaCTHUKaMN NCCenoBaHmMa?noanyHKT "6" nyHkTa 15 MpaBun Hagnexallen
nabopaTopHon npakTukn EA3C

KOHTPOMMPYET /1N CBOEBPEMEHHOE NpefoCTaBfieHne nepcoHany otaena obecneyeHns KayecTsa Konum
njaaHa UccnenoBaHUs U N3MEHEHWUI cornacHo TpeboBaHMAM K NPOBeAEHNO NCCef0BaHUA?NOANYHKT "B"
nyHkTa 15 MNpaBun Hagnexawen nabopaTopHol NpakTukm EA3C

obecneymBaeT M NpefoCTaB/IeHNE NepcoHany nnaHa NCCNefoBaHUsA U U3MEHEHUN, a Takxe
COM?noanyHKT "r" nyHkTa 15 MpaBun Hagnexawen nabopaTopHon npakTukm EAIC

O0TBeYaeT /N 3a 0hopMIIEHNE NaHa NCCef0BaHNS, 3aK/II0OYNTENIbHOrO 0TYeTa U BHOCUMbIX B HUX
M3MeHeHUN?NoaANyHKT "a" nyHkTa 15 MNpaBun Hagnexatlen nabopaTtopHon npakTukm EASC
obecneymBaeT nn cobnofeHne npoLeayp, yKasaHHbIX B NaHe UCCNeL0BaHNS, OLEHNBAET N 1
LOKYMEHTUPYET N BAUSHMNE NtoBbiX OTKAOHEHU 0T MJiaHa NCCIe[0BaHNA Ha KayecTBO U AOCTOBEPHOCTb
pe3ynbTaToB UCCNEA0BaHMSA, NPU HEOOXOAUMOCTM NPEANPUHNMAET I COOTBETCTBYOLLME
KOPPEKTMPYIOLLME MeponpraTUA?noANyHKT "e" nyHKTa 15 MNpasun Hagnexailen nabopaTopHON NpakTUKK
EASC

obecneymBaeT M NpaBubHOE AOKYMEHTaIbHOE 0(hOPMIIEHNE U PErNCTPaLMNI0 OTBETCTBEHHbLIM
NepcoHasioM BCEX MOJTYHEHHbIX MEPBUYHbIX AaHHLIX?MNOANYHKT "X" nyHKTa 15 MpaBna Hagnexallen
nabopaTtopHo npakTukn EA3C

KOHTPOJINPYET I MPOBEAEeHNeE BainAaLUny KOMMNbIOTEPU3MPOBAHHbLIX CUCTEM, UCTMOJIb3YEMBbIX B
NCcCnepoBaHMM?NOANYHKT "3" nyHkTa 15 MpaBun Hagnexawen nabopaTopHon npakTuky EA3C
NOAMWCHIBAET NN 3aK/IYUTENbHbIA OTHET (C yKa3aHMeM NpU3HaHWs OTBETCTBEHHOCTU 3@ OCTOBEPHOCTh
JlaHHbIX 1 COOTBETCTBMUA UCCNenoBaHua MNpaBunam Haanexallen nabopaTopHon npakTuky EASC 1 gathbl
NoANMCaHMA)?NoANYHKT "n" nyHkTa 15 MpaBun Hagnexallen nabopaTopHon npakTuky EA3C

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.51un3 74



KOHTPOAMpPYET NN apXMBUPOBaHMeE NiaHa UccaefoBaHns, 3aKl0HNTENbHOMO 0TYETa, NEPBUYHbIX AAHHbLIX 1
BCEN [OKYMeHTaLuy nocae OKOHYaHua (npekpaLLleHuns) nccnegoBaHna?noanyHKT "k" nyHkTa 15 Mpasun
Hagnexawen nabopaTopHon npakTmkn EA3C

1.806ecneynBaeT nn BeOyLWMUIA UCCNeNOBATESNb NPOBEAEHME NMOPYYEHHON MY YacTh (3Tana) nccnenoBaHns
B COOTBETCTBUY C [paBnnamun Hagnexawen nabopatopHon npakTukm EA3C?nyHKT 16 MNpasun
Haonexallen nabopaTopHon npakTuky EASC

1.93HaeT n cobntopaeT M NepcoHan, y4acTBYIOWNIA B UCCaeoBaHnm, MNpaBuna Hagnexallen
nabopaTopHon npakTukn EASC?nyHKT 17 MpaBuna Hagnexallen nabopatopHon npakTnkm EAIC
1.10/imeeT N NepcoHas, y4acTBYOLWMIA B UCCIeA0BaHUN, [OCTYN K NiaaHy nccnegosaHma u COT,
OTHOCALLMMCA K ero (hyHKLMSAM B paMKax nccnefoBaHnsa?nyHKT 18 Mpasun Hagnexallen nabopatopHon
npakTnkn EA3C

[OKyMeHTaNbHO 0POpPMASAIOTCSA NN Ntobble OTKAOHEHNS OT MJlaHa UCCNef0BaHWA 1 NepeaatnTcsa u
HanpsiMylo PyKOBOAUTESIO NCCEA0BAHUS 1 (MAK) Npy HEOBXOAUMOCTM BEAYLLEMY NCCNEN0BATENO?NYHKT
18 Mpasun Hapgnexallen nabopaTopHon npakTnkun EA3C

1.11HeceT v nepcoHan, y4aCTBYIOLLNA B UCCneoBaHnn, OTBETCTBEHHOCTb 3@ CBOEBPEMEHHYIO U TOYHYIO
perncTpaumio NePBUYHbLIX AaHHbLIX U UX COOTBETCTBME MpaBunaM Hagnexallen nabopaTopHON NPaKTUKK
EASC, a TakXXe 3a Ka4yeCcTBO 3TUX AaHHbIX?NYHKT 19 Mpasun Hagnexallen nabopatopHon npakTuku EASC
1.12MpnMeHsEeT I NepCoHasn, y4acTBYIOLWMI B UCCI€A0BaHNN, 0300POBUTESIbHbIE MPODUNAKTUYECKME
Mepbl B LeNaxX MUHUMU3aLmMmM pucka AN19 340p0Bbs U obecneveHns LOCTOBEPHOCTU pe3ynbTaToB
nccnenoBaHna?nyHKT 20 MpaBun Haanexatlen nabopaTopHon npakTukn EASC

CoobLLaeT M NnepcoHan COOTBETCTBYIOLLEMY NNLY O CAHUTAPHbLIX UAN MEAUNLNHCKUX YCIOBUSX C LIeNbIo NX
yCTpaHeHWs 1 HeJonyLeHNsa BAUSHNA Ha uccnefnosaHne?nyHKT 20 Mpasun Hagnexallen nabopatopHon
npakTnkn EASC

1.13MomeLLeHuns, NnpefHa3HaYeHHble 411 NPOBeAEHUS LOKINHNYECKUX (HEKNUHNYECKNX) NCCNeLoBaHNN,
NPOEKTUPYIOTCS, PacnosiaratoTCs U SKCNAyaTUPYTCSA B Lenisax obecrnevyeHns KavecTBa MPOBOANMbIX
nccnepoBaHMn?nyHKT 21 Mpasun Hagnexallen nabopatopHon npakTukn EASC

1.1406ecne4nBaeT n CTPYKTYypa NCbITaTeNbHON NabopaTopun afeKkBaTHYIO CTENEHb pa3feNeHns pa3Hblix
BMOB AEATESIbHOCTW A5 Hadiexallero npoBefeHns NCCnefoBaHnA?nyHKT 22 MpaBua Hagnexallen
nabopaTtopHon npakTukn EA3C, 4acTb 3 cTaTby 11 61-03

1.15MmeeT nn ucneiTaTenbHaa nabopaTopns 4OCTAaTOYHOE KOJIMYECTBO NMOMELLEHWIA U 30H OS5 M3015L MK
TEeCT-CUCTEM, B KOTOPbIX 3a4eNCTBOBaHbI BELLECTBA UM MAKPOOPraHW3Mbl C U3BECTHOW MK

NnoTeHLUMa bHON BUONOrNYECKON oNnacHOCTLI?NYHKT 23 MNpaBun Hagsexatllen nabopaTopHOW NPaKTUKK
EASC, yacTb 3 cTaTbn 11 61-®3

1.16060pyAaoBaHbl M1 cAeunaibHbie NOMeELLeHNUs Y 30Hbl 419 AUarHOCTUKK, NCCNeoBaHNS U KOHTPOS
3aboneBaHuit, 4T0ObI HE AONYCTUTL MNOBPEXAEHNSA TECT-CUCTEM?NYHKT 24 NpaBun Haanexallen
nabopatopHon npakTukn EA3C, YacTb 3 cTaTbn 11 61-03

1.17060pyaoBaHbl N OTAENbHbIE MOMELLIEHNS UK 30HbI 419 XPaHEHUS Cbipbs 1 060pynoBaHUS,
MCNOMb3yeMbIX B UCCNE0BaHWM, 1 obecneyeHns COOTBETCTBYIOLLEN 3aLLNThl OT 3apaXKeHus, 3arps3HeHns
v noBpexaeHma?nyHKT 25 Mpasnn Hagnexawen nabopatopHon npakTmku EAIC, YacTb 3 cTtaTbm 11 61-
o3

1.18060pyAaoBaHbl N OTAE/bHbIE MOMELLEHUS U 30Hbl A5 NOJYHEHUSA U XPAaHEHUS UCCeyeMbIX BELLEeCTB
(nekapcTBeHHbIX cpeacTB) U 06pa3LoB CPaBHEHNS (KOHTPOJIbHbIX 00pa3L0B) A5 NpenoTBPaLLEeHs
3arpsA3HeHNs AN CMeLLMBaHNA?TNYHKT 26 Mpasun Hagnexallen nabopaTtopHon npakTuky EA3C, YacTb 3
ctatbn 11 61-03

1.190TAeneHbl 1 NOMELLEHNS UK 30HbI A8 XPaHEHNS NCMbITYEMbIX BELLECTB 0T obecneynBatoLmx
COXpaHeHWe COCTaBa, KOHLEeHTpaLMK, YUCTOThI, CTabunbHOCTM 1 6e30nacHoe XpaHeHUe OnacHbIX BeLLeCTB
KOMHAT UM 30H, B KOTOPbIX pa3MeLLaloTcsa TECT-CUCTEMbI?NYHKT 27 MpaBun Haanexallen nabopatopHon
npakTuky EA3C, YacTb 3 cTaTbn 11 61-03
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1.20MomMelleHNa Ans apxuBupoBaHMa obopyaoBaHbl M ans obecnevyeHns 6€30MacHOro XxpaHeHns NaaHoB
NCCNenoBaHns, NEPBUYHBLIX AaHHBIX, 3aKJIIOYUTENbHBLIX OTHETOB, NPO6 NCMLITYEMbIX BELLECTB U
06pa3uoB?NyHKT 28 MpaBua Hagnexalen nabopaTopHon nNpakTnkm EA3C

B nomeLleHnn apxrnBa NOAAEPKMBAIOTCS SN YCI0BMSA PEXMMa XpaHeHns, obecneynsatollne 3allunTy ero
COLEePXMMOro OT NpeXAeBpeMeHHON NopYnM?nyHKT 28 Mpasun Hagnexallen nabopaTopHON NPakTUKK
EA3C

1.2106paboTKa 1 yaaneHne 0TX0LO0B BbIMOJHAOTCS X TakuM 06pa3oM, 4Tobbl He NOABEPrHYTb ONACHOCTU
npoBeaeHNEe NCCNeA0BaHUN N HE NCKa3UTb UX pe3ynbTaTbl?MyHKT 29 MNpaBua Haanexawen nabopaTopHoOM
npakTukn EA3C

ObecneyeHbl M COOTBETCTBYOLWME YCI0BUSA AN cOopa, XpaHeHUS 1 BbIBO3a OTXOA0B, @ TakXe Ans
BbIMOJIHEHNS MPOLIeAYpP UX AE€3aKTUBALUN U NOCNeayoLen TPaHCNOPTUPOBKU?NYHKT 29 Mpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

1.22Pa3meLeHbl nn unm 0bopyaoBaHbl M C y4eTOM 0CODEHHOCTEN, Lenel N Ha3HavYeHus,
COOTBETCTBYIOLLMX BUAAM NPOBOAUMBIX UCCNIeA0BaHMNA, 060pyA0BaHME, BKIHOYAA KOMMbIOTEPU3NPOBaHHbIE
CUCTEMbI, MCnosib3yemble ans cbopa N XpaHeHNS AaHHbIX U 15 KOHTPOASA (PaKTOPOB OKpY KatoLen cpeapbl,
KOTOpPbIE NMEIOT OTHOLLEHME K UccnenoBaHnio?nyHKT 30 MpaBun Hagnexallen n1abopaTopHON NPaKTUKN
EASC

MoaBepraeTcs MM NEPUOANYECKOMY TEXHUYECKOMY 0BC/TY)KMBaHWNIO, KannMbpoBKe 1 04MCTKE B COOTBETCTBUN
C NPUHATLIMW B BUAE MUCbMEHHOI0 AOKYMEHTa 1 yTBepXxAeHHbIMy COMM obopyaoBaHme, NCNONIb3yeMoe B
nccneposaHum?absal 2 nyHkTa 30 Mpasun Hagnexallen nabopaTopHoi npakTuky EASC

1.23He oKa3bIBaloOT M OTPULIATENIbHOrO BAWAHNA Ha TeCT-CMCTeMbl 060pyA0BaHNE N MaTepUabl,
ncnonb3yemble B UCCnefoBaHnU?nNyHKT 31 MNpaBun Hagnexallen nabopaTopHon npakTukm EA3C
1.24MapKupoBaHbl I XMMMYECKIME BELLECTBA, PeaKTMBbI 1 PacTBOPbLI C yKa3aHMEM CoCTaBa (npu
HeobX04MMOCTH - KOHLLEHTPaLMKM), CPOKa rOAHOCTM U 0COBEHHOCTEN XpaHeHnA?nyHKT 32 MNpaBun
Haponexallen nabopaTopHon npakTuky EASC

VimeeTcs nn nHopmaumsa 06 NCTOYHMKE NOAYYEHUSA XMMUYECKMX BELLECTB, PEakT1BOB 1 PaCTBOPOB, AaTe
NX NPUroToBAEHMA N CTabunbHOCTU?NYHKT 32 MNMpaBua Hagnexawen nabopatopHon npakTukn EA3C
1.25CooTBeTCTBYET NI 060pPYAOBaHNE, CMOJSIb3YEMOE ANs HN3NKO-XUMNYECKNX NCCNELOBAHNUA, BULAM
NPOBOAUMBIX UCCNEef0BaHNN?NYHKT 33 MpaBun Hagnexxallen nabopatopHon npakTuku EASC
1.2606ecnedyeHa N HaleXXHOCTb UINYECKMX (XUMUYECKMX) TECT-CUCTEM?NYHKT 34 MpaBun Hagnexallewn
nabopaTtopHon npakTukn EA3C

1.2706ecneydyeHbl 1 Hagnexalime ycnoBumsa 0as pasMelleHns, XpaHeHus, 06paboTky 1 cogepxaHns
Bronormyecknx TecT-cMcTem C Lenbio obecneyeHns HeobXoANMOro KavyecTBa NCCNEA0BAHUA?NYHKT 35
Mpasun Hagnexallen nabopatopHon npakTuku EASC

1.28Bb1n11 1 301MpPOBaHbI B COOTBETCTBUN C YCTAHOBJIEHHBIMW NpoLleaypaMn BHOBb MOJIyYEHHble
)KWBOTHbIE N pacTUTESbHbIE TECT-CUCTEMbI?NYHKT 36 MNpaBun Hagnexalen nabopaTopHon NpakTukm EA3C
Mpownan nm TecT-CUCTEeMbl KapaHTUH, NpoLeaypy AONYCKa K UCMOSIb30BaHUIO U COOTBETCTBYIOT /1M BUAY U
LenaM NCCNefoBaHNs K MOMEHTY ero Havyana?nyHKT 36 Mpasun Hagnexallen nabopaTopHON NPakTUKK
EASC

Bblnn M 30NMPOBAHBI U MPOJIEYEHBI TECT-CUCTEMBI, MOPaXKEHHbIE HONE3HBIO UM NOBPEXXAEHHbIE B X04€e
nccnenoBaHMA?NYHKT 36 MpaBua Hagnexalen nabopaTopHon npakTnkm EA3C

PernctpumpytoTcs MM OKyMEHTaIbHO BCE AaHHbIE MO ANArHOCTUKE 1 JleYeHnto 3aboneBaHuin OT Havasla U B
Xo[e nccneaoBaHnA?nyHKT 36 Mpasun Hagnexatllen nabopatopHoi npakTukyn EASC

1.29BepeTcs nm perucTpauns UCTOYHMKA NOJyYeHUs, AaThl U YCIOBUA NPUEMKN TECT-CUCTEM?MYHKT 37
Mpasun Hagnexallen nabopaTtopHon npakTuku EASC

1.306b11n M aflanTupoBaHbl BMoNornyeckne TecT-CMCTEeMbI K YCNOBUAM UCCNEe0BaHUA B TeYeHne
COOTBETCTBYIOLLEro Neprmoga BpeMeHN nepes nepsbiM BBeAeHNEM (NpUMeHeHneM) nccnenyemoro
BelecTBa nam obpasua cpaBHeHUs (KOHTpoabHOro obpasua)?nyHKT 38 MpaBun Hagnexalen
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nabopaTopHoi npakTuku EA3C

1.3106ecneyeHbl 1 MCNOJIb3yeMble TECT-CUCTEMbI COOTBETCTBYIOLLEN MAaPKUPOBKON 15 UX HaLNexXallen
naeHTndukaumn?nyHkT 39 MNpasun Hagnexawien nabopatopHon npakTukn EASC

1.32MNoaBepratoTca M Nepuoan4eckon caHnTapHomn obpaboTke NCMNOsb3yeMble MOMELLLEHNS UK
KOHTeNHepbl ¢ TecT-cucteMamu?nyHkT 40 Mpasun Hagnexalen nabopatopHon npakTuky EA3C

He conepxut nn noboin MaTepman, KOHTAaKTUPYOLWMIA C TECT-CUCTEMOW, 3arpPsA3HAIOLLME areHThl Bhille
pa3peLUeHHOro YpoBHS, AOMNyCKaloLWero NnposefeHne nccnefoBaHnsa?nyHKT 40 Mpasun Hagnexxallen
nabopaTtopHon npakTukn EA3C

MeHseTCs i NOACTUA ONS XMUBOTHbLIX B COOTBETCTBMM C MPUHATBIMU HOPMaMn?nyHKT 40 Mpasun
Hagnexallen nabopaTopHon npakTmkmn EA3C

[loKyMeHTUPYOTCA N AaHHble 06 ncnonb3oBaHUKM cpeacTs 6opbbbl ¢ BpeauTensmm?nyHKT 40 Mpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

1.3306ecnedyeHo N Hanm4me 1 nogaep>xaHne nHopMaLmMm o CBONCTBAX UCCIeQyeMOro BelecTBa
(nekapCTBeHHOro cpeacTBa) 1 06pa3LoB CPaBHEHNS (KOHTPONbHBLIX 06pa3LoB), fLaTe NOyYEeHNS, CPOKE
rOAHOCTW, MONYYEHHOM U NCMOJIb30BAHHOM KOIMYECTBE B UCCIeA0BaHUAX?NYHKT 41 MpaBnn Hagnaexallen
nabopaTopHon npakTukn EA3C

1.340npepeneHsl 1 npoueaypbl No obpalleHnio ¢ TeCTUPYEMbIM BELLECTBOM 1 BELLECTBOM CPaBHEHUS
(KOHTPOJIbHbLIM BELLLECTBOM), X XPAHEHWNIO N UCMOb30BaHMIO C Liesblo obecneyeHuns cTabnunbHOCTU 1
FOMOreHHOCTM, NCKIIOYEHNS KOHTaMUHALMW 1 NepenyTbiBaHUA?NYHKT 42 MpaBun Hagexallen
nabopaTtopHon npakTukn EA3C

1.35YKa3aHa M Ha KOHTernHepe 415 XpaHeHUsa UAeHTUdUUMpYyoLWasa nHhopMauus, CPOK rogHoCTU 1
0C0BeHHOCTY XpaHeHUA?NYHKT 43 MNpaBun Hagnexallen nabopaTopHon NpakTukm EA3C
1.36MlaeHTndNLMpPOBaHbI I COOTBETCTBYOWMM 00pa3oM Ka)kaoe NCCneayeMoe BELWECTBO (leKkapCTBEHHOE
CpencTBo) u obpasel, CpaBHEHNS (KOHTPOJbHLIN 0bpa3sel) (Hanpumep, UMEeKT KOA, MAEHTUPNKALNOHHbIN
HOMep Mo peecTpy XMMmyeckon pedepaTUBHON Cny)XObl AMEpPMKAHCKOro xmmmyeckoro obuiectsa (CAS-
HOMep) C yKa3aHUeM Ha3BaHUS, (U3NYECKNX, XUMUYECKUX, BMONOrnieckunx, hapmMakoaornieckmnx
CBONCTB?NYHKT 44 MpaBua Hagnexawen nabopatopHon npakTuku EA3C

1.371A3BeCTHbI 1 HOMEP Cepun, YNCTOTA, COCTaB, KOHLEHTPALNS U APYrNe XapaKTEPUCTUKIN NCCIefYEMOro
BeLLleCTBa (NeKapCTBEHHOr0 cpeAcTBa) U 06pa3LOB CpaBHEHMA (KOHTPOAbHbLIX 06pa3LOB) B KaXX40M
nccnenoBaHMM?nyHKT 45 MNpaeun Hagnexatlen nabopatopHon npakTukn EASC

1.38Pa3paboTaHa in coBMeCTHas npouenypa CNoHCopoM (pa3paboTynKoM) U McnbiTaTesIbHON
nabopaTopren No NpoBepke NOAJMHHOCTY UCCNIEQYEMOr0 BeLEeCTBa (JIeKapCTBEHHOI0 CpeaCcTBa) B TeX
Cnyvasx, Korfa nccnegyemoe BelecTBO (flekapCcTBeHHOe CpeiCTBO) NPefoCTaBIeHO CMOHCOPOM
(pa3paboTymkoM)?nyHKT 46 MpaBua Hagnexalen nabopaTopHon nNpakTnkm EA3C

1.39M3BeCTHO 1 0 CTabUIBHOCTU UCMBITYEMOr0 BELECTBA (JIeKapCTBEHHOIO CpeacTea) 1 obpa3uos
CpaBHEHNS (KOHTPOJIbHbIX 06pa3L0B) B YCIOBUAX XPaHEHNS N NPOBEAEHNS UCCNeA0BaHUA?MYHKT 47
MpaBun Hagnexatlen nabopaTopHon NpakTukm EAIC

OnpegfeneHa M rOMOreHHOCTb, KOHLEHTpaLmMs 1 CTabunbHOCTL UCCNIEAYEMOrO BeLLEeCTBa B 3TOM
MaTepuane, eCan nccaefyemoe BeLecTBo (N1ekapCTBEHHOE CpeacTBO) NPUMEHAETCS CO
BCMOMOraTebHbIMU MaTepuanaMn?absal 2 nyHkTa 47 MpaBun Hagnexallen nabopaTopHON NPaKTUKK
EASC

1.4006ecnevyeHo N1 apxMBHOE XpaHeHe 06pa3L0B KaX 10N cepun NCCNeayeMoro BelecTBa
(NekapCTBEHHOr0 CPeACTBa) ANA aHAIMTUYECKIMX Lieneln B KaXKA0M UCccneaoBaHum (Kpome
KPaTKOCPOYHbIX)?MYHKT 48 lMNpaBua Hagnexauwen nabopatopHon npakTuku EASC

1.41meeT nn ucnoiTaTesbHaa nabopatopus NMCbMeHHO odopmaeHHble COlM, yTBEPXAEHHbIE
PYKOBOLCTBOM MCMbITaTeNbHON nabopaTtopun 1 NpefHa3HavyeHHble Ana obecneyeHuns Ka4ecTsa u
LOCTOBEPHOCTY LaHHbIX, MOJYYEHHbIX MCMbITaTeNbHON NabopaTopmen B Xxo4e NPOBeLEHNS
nccnenoBaHMn?nyHKT 49 Mpasun Hagnexallen nabopatopHon npakTuky EASC
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OnobpeHo nn pykoBOACTBOM UCMNbITaTeNbHON nabopaTopun BHeCeHUE nameHeHnin B COM?nyHKT 49 Mpasun
Hagnexallen nabopaTopHon npakTmkn EA3C

1.42imeeTca N1 B Ka)KAOM OTLAE/IbHOM noapasaesieHnn n (Mamn) Ha Kaxkaon naowanke ncnbiTaTebHoOm
nabopaTopuu konua gencteyrowmx COM, OTHOCAWMXCA K UX AEATENBHOCTM?NYHKT 50 Mpasun
Hagnexallen nabopaTopHon npakTmkmn EA3C

1.430¢opMNsA0TCA N LOKYMEHTasIbHO O0TKJIOHeHUA 0T COll, uMerLwmx OTHOLEeHNEe K NCCieqoBaHuio,
YyTBEPXAA0TCA M PYKOBOAMTENIEM NCC/Iel0BaHMA Y BeAyLUM nccneposatenemMm?nyHKT 51 Mpasun
Hapnexallen nabopaTopHol npakTuky EASC

1.44Pa3paboTaHbl m COI, B YaCTHOCTU, ANs CIeAyoW X BUAOB AeATENbHOCTU (NepeyeHb SBNSETCS
NPUMEpPHbLIM):

nccnenyemble BelLLECTBa (1eKapCTBEHHbIE CpelicTBa) 1 06pa3Libl CpaBHEHUS (KOHTPObHbIE 06pa3Lbl):
nonyyeHue, naeHTUGMKaLmMs, Mapknposka, obpaboTka, otbop npob 1 xpaHeHMe?noANYyHKT "a" nyHKTa 52
MpaBun Hagnexatlen nabopaTopHon NpakTukm EAIC

obopynoBaHue, MaTepuanbl U PEaKTUBbI:

obopynoBaHmMe: UCNosib30BaHme, 06CnyXnBaHne, 04MCTKa K KannbpoBka?noAnyHKT "6" nyHkTa 52 Mpasun
Hagnexallen nabopaTopHon npakTmukn EA3C

KOMMbIOTEPU3NPOBAHHbIE CUCTEMBI: Bannaumns, GyHKLUOHUPOBaHKe, 06cnyxunsaHme, 6€30nacHoCTb,
KOHTPOJIb 33 U3MEHEHUAMU N pe3epBHas cucTema?noanyHkT "6" nyHkTa 52 MpaBun Hagnexatluen
nabopaTtopHon npakTukn EA3C

MaTepuasbl, PEAKTUBLI U PAaCTBOPbI: MPUrOTOBIEHNE 1 MAaPKMPOBKA?NOANYHKT "6" nyHKTa 52 MNpaBun
Hagnexallen nabopaTopHon npakTmkn EA3C

perncrpaumus, NoAroToBKa 0TYETOB, COXPaHeHWe: KOAMPOBaHME NccieaoBaHui, cbop AaHHbIX, MOAMOTOBKa
OTYETOB, CUCTEMbI NHAEKCaL MK, 06paboTKa AaHHbIX, BKJIOYas MCMO/b30BaHNE KOMMbIOTEPM3NPOBAHHbBIX
cucTeM?noAnyHKT "B" nyHKTa 52 MNpaBun Hagnexawen nabopaTopHon npakTukm EA3C

TeCcT-CUcTeMbl (B HeobXoOUMbIX Cay4Yasx):

NOArOTOBKA NOMELLEHUI N YCSIOBUA XPaHEHUS TECT-CMCTEM?NOANYHKT "r" nyHKTa 52 lMNpasun Hagnexawen
nabopatopHon npakTmkn EA3C

npouefypbl NoAy4YeHUs, nepefadn, Hagexallero pasmMeLlleHns, XxpaHeHns, onucaHuns, naeHTUuKauum n
06paboTKu TeCT-cUCTEM?NOANYHKT "r" nyHkTa 52 MpaBun Hagnexallen nabopatopHon npakTuky EA3C
NOArOTOBKA TECT-CUCTEM, HabNIOAEHNA 1 aHa/IM3bl Mepes HavyaoM, B TEYEHME W N0 3aBePLIEHNN
nccnepoBaHMA?noanyHKT "' nyHkTa 52 Mpasun Hagnexxallen nabopatopHon npakTuku EASC
pa3MeLleHne TeCT-CUCTEM Ha UCMbITYEMbIX MOWagKax?nognyHKT "r" nyHkTa 52 MpaBuna Hagexallen
nabopaTtopHon npakTukn EA3C

npouenypsl obecneyeHns KayecTBa: pabota nepcoHana cnyxbel obecneveHns KkayecTsa (fanee - COK) no
MJaHNPOBAHWNIO, COCTaBJIEHNIO FpauKa, NPOBESEHWUI0, LOKYMEHTaIbHOMY O(POPMIEHNIO 1N MOLATOTOBKE
0T4eTOB 06 MHCNEKUMAX.MOANYHKT "A" nyHKTa 52 Mpasun Hagnexallen nabopaTopHon npakTuky EA3C
2.1HanucaH v nepen Ha4vas oM KaXKAoro nccaefoBaHna niaH, yTBEPXXAEHHbIN pyKOBOAUTENEM
nccnenoBaHns 1 NPOBEPeHHbIN NpeacTasuTenem COK nccnenoBaTensckor nabopatopmmn?nyHKT 53 Mpasun
Hagnexallen nabopaTtopHon npakTmkmn EA3C

YTBEPXXAEH NN NNaH NCCIeA0BaHNSA NOAMNNCHI0 PYKOBOAMTENS UCCIEA0BaHMA C YKa3aHneM fatbi?ab3ay, 2
nyHkTa 53 MNpaBun Hagnexawen nabopaTopHon NpakTukM EA3C

2.2060CHOBaHbI /i1, 0406peHbl 1 4aTUPOBAHHON NOAMWCHI0 PYKOBOAUTENSA NCCNEA0BAHUS NOMPaBKM K
nnaHy uccnenoBaHnsa 1 NPUOBLLEHBI M K NAaHy NCCNef0BaHUA?NYHKT 54 Mpasun Hagnexxallen
nabopaTtopHon npakTukn EA3C

2.30nmncaHbl v, 06bACHEHbI 1, 0406PEHbI N1, CBOEBPEMEHHO AATUPOBAHbLI I PYKOBOAUTENEM
nccaefoBaHVa U BeOYLUM UCCIeoBaTesIeM OTKJ/IOHEHMA OT rJjlaHa UCCIeLOBaHNA Y XPaHATCA ik C
NEPBUYHBLIMW JaHHbIMK NCCNeaoBaHUA?NYHKT 55 MpaBun Hagnexallen nabopaTopHon NpakTukm EA3C, 4. 4
CT. 11 61-03
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2.4CopepXXnT Nn naaH nccnegoBaHns, B HaCTHOCTK, CeAYIOLY0 NHopMaLInIo:

NOEHTUPUKALMNIO NCCNeL0BaHNSA, NCCIeAYEMOro BELLEeCTBa (1eKapCTBEHHOMO CpeacTBa) u obpasua
CpaBHEHWS (KOHTPOJIbHOro obpasua):

0 Ha3BaHWM NCCNEOOBaHUA C KPaTKMM ONMMCAHMEM ero AM3anHa?nognyHkT "a" nyHkTa 57 lMNpasun
Hagnexallen nabopaTopHon npakTmkmn EA3C

NHOPMaLMIO O LeNsX 1 3agadax UccnefoBaHna?noanyHKT "a" nyHkTa 57 MpaBunn Hagnexallen
nabopaTopHon npakTukn EA3C

NAEHTUDUKALMIO NCCNeayemMoro BellecTBa (1eKapCcTBEHHOMO CpeacTBa) Yepes Koa 1an Ha3BaHue
(3amecTuTenbHOM 1 paankano-QPyHKLUNOHaLHON HOMEHKNaType MexayHapo4HOro co3a TeEOPEeTUYECKON
1 npuknagHon xumum (IUPAC);

NAEHTUDUKALMOHHBIA HOMEP MO PeecTpy XnMnyeckon pedepaTUBHON CNy>XObl AMEPMKAHCKOro
xumnyeckoro obuwectsa (CAS-Homep), bBronornyeckme CBOMCTBa M Tak Aasiee)?noanyHKT "a" nyHkTa 57
MpaBun Hagnexatlen nabopaTopHon NpakTukm EAIC

06 uccnegyemom BelLecTBe (1IeKapCTBEHHOM CPeLCTBE) (ero onucaHune, NpMpoaa NPONCXOXAEHNS 1
XapaKTepuCTMKKN)?NoaNyHKT "a" nyHKTa 57 MNMpasun Hagnexawen nabopatopHon npakTukyn EASC
MHOpMaLMo 0 CroHcope (pa3paboTymke) U ncnbiTaTeNbHON NabopaTopun:

Ha3BaHMe N agpec CrnoHcopa (pa3paboTymka)?noanyHKT "6" nyHkTa 57 MpaBua Hagnexallen
nabopaTopHon npakTnku EA3C

Ha3BaHWA 1 agpeca 3a4eNCTBOBAHHbIX UCMbITaTE/bHbIX NabopaTopuin 1 NCNbITaTeNbHbLIX
naowanok?noanyHKT "6" nyHkTa 57 MpaBuna Hagnexallen nabopatopHom NpakTnkm EAIC

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

haMuanio, UMs, 0TYECTBO (NPU HaMYMK) N agpec BelyLlero uccaeposatens, haMuanum nccaenosaTtenen,
NPUHMMaBLUNX y4acTue B UCcCnenoBaHnn?noanyHkT "6" nyHkTa 57 MNpaBun Hagnexallen nabopaTopHow
npakTnkn EA3C

LnaThbl:

LaTy YTBEPXAEHMA NaHa UCCcnefoBaHns C MOAMNUCHI0 PYKOBOOAUTENA UCCIeL0BaHNA?MOANYHKT "B" NMyHKTa
57 NpaBun Hagnexawen nabopaTopHon NpakTukm EAIC

ATy YTBEPXXAEHUS NnaHa NCCNefoBaHUSA C NOAMUCLIO PYKOBOACTBA UCMbITaTeNbHOM nabopaTopun u
CnoHcopa (pa3paboTymka)?noanyHKT "B" nyHkTa 57 MpaBun Hagnexallen nabopaTtopHon npakTukn EASC
npeanonaraeMbie AaThl Ha4Yana U 3aBepLUEHNS IKCNepUMEHTaNbHbLIX paboT?noAnyHKT "B" nyHKTa 57
MpaBun Hagnexxauwen nabopatopHon npakTukn EA3C

MeTOobl UCCNefoBaHWi, C YKa3aHneM nx onncaHus, HaMMeHOBaHUN TeCT-CUCTEM, UCMOJIb3yeMbIX B
nccneposaHum, ¢ obocHoBaHMeM nx Bbibopa, CNocoboB 1 NyTen BBEAEHNS UCCIefyEeMOro BelLlecTBa
(nekapcTBeHHOro CpeacTBa), METOA0B CTAaTUCTUYECKON 06paboTKM, MHbIX CBEAEHWUI MO MPOBEAEHUIO
nccnepfoBaHMN?NOANYHKT "r" nyHkTa 57 MNpasun Hagnexawen nabopaTopHon npakTukm EAIC
copep)xaHue nnaHa nccnefoBaHnsa (MyHKThl, KOTOPbIE MPUMEHUMBI):

obocHoBaHMe BbibOpa TeCcT-cUCTEMBI?NOANYHKT "4" nyHKTa 57 Mpasun Hagnexxallen nabopatopHon
npakTuky EA3C

OnMnCaHne TeCT-CUCTEMbI (Hanpumep, BuA, WTaMM, CybLITamMM, UCTOYHWK NONYYEHUS, KOMNYECTBO, BUL
)KMBOTHbIX, X Macca Tena, noJ, Bo3pacT)?noAnyHKT "a" nyHkTa 57 MpaBun Hagnexallen nabopatopHon
npakTnkn EA3C

cnocob npuMeHeHWs 1 NpUYMHa Takoro Bbibopa?noAnyHKT "a" nyHkTa 57 MNpaBun Hagnexallen
nabopaTtopHon npakTukn EA3C

YPOBHM 803 1 (MSIM) KOHLEHTpaLMK, YacToTa M NPOAOSIKUTENBHOCTb NPUMEHEHNA?NOANYHKT "4" NyHKTa 57
Mpasun Hagnexallen nabopatopHon npakTuku EASC

WH(OpMaLNo 0 CTPYKTYpe (AM3aiHe) uccnefoBaHns, BKIOYas onMcaHme XpoHOoaornm, BCex MeToos,
MaTeprasnos 1 YCOBUWA, BUAA U HYaCTOThbl MPOBELEHHbIX aHANN30B, U3MepeHUin, HabnoaeHUn n
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nccnenoBaHU?NoAnyHKT "A" nyHkTa 57 MpaBun Hagnexallen nabopaTopHo npakTnkn EAIC
WMHOPMaLNI0 0 AOKYMEHTALMUN N0 MCCNeA0BaHNO B BUAE CMUCKA AOKYMEHTOB UCCAIeI0OBaHNSA, KOTOpble
LO/MKHbI 6bITb 3aMOMHEHbI 1 COXPaHEHbI?NOANYHKT "e" nyHkTa 57 Mpasna Hagnexawen nabopaTopHOM
npakTukn EA3C

2.5MprCBOEH NN KaXKAOMY UCCef0BaHNI0 YHUKaNbHbIA HOMeP?NyHKT 58 MpaBun Haanexallen
nabopaTopHon npakTnku EA3C

[loKyMeHTaNlbHO OTPaXXeHbl IN B MaTepranax UCcaenoBaHNs BCE UCMONb3yeMble B UCCaenoBaHUM 0bpa3subl,
obopyaoBaHMe 1 MaTepurasbl C LEJblo NX NPOCIEXUBAEMOCTU?NYHKT 58 MpaBna Hagnexallen
nabopaTtopHon npakTukn EA3C

MpoBOANTCS /M MCCNefoBaHMe COracHoO NaaHy nccaenoBaHma?nyHKT 58 MpaBun Hagaexallen
nabopaTopHon npakTuku EA3C

ObecneynBaeT 1 MapkKnpoBka 06pa3LoB NCCNeayemMblx BELWECTB (1eKapCTBEHHbIX CpelacTB) 1 obpasLos
CpaBHEHUS (KOHTPOJSIbHbIE 06pa3Libl) X naeHTUDUKaLMI?NyHKT 58 MpaBun Hagnexauen nabopaTopHON
npakTukn EA3C

2.6Bce paHHble, nonyvYaemble B X04€ UCCNeA0BaHNSA, PErMCTPUPYIOTCS X NPU X NOSYYEHUN
He3ameOnTeNbHO, TOYHO U aKKYpPaTHO JINLLOM, KOTOPOE MOJyYnSio 3TW faHHbIE, C MPOCTaBIEHNEM
AaTVWPOBAHHOM MOAMMCK MCNOAHNTENA?NYHKT 59 MpaBua Hagnexalen nabopaTopHom npakTuku EA3C
Bce BHOCUMbIE N3MEHEHWSA B MEPBUYHbIE AaHHblE CAeNaHbl Tak, YToObl 0CTaBanachk BUAHA NepBOHaYasbHas
3anncb, NPV 3TOM YKa3blBaOTCA NPUYUHBI MCMPaBAEHNS C AAaTUPOBAHHON NOAMMCHLIO TOro iMua, KOTopoe
BHECJI0 ucnpasaeHne?nyHKT 59 MpaBuna Hagnexallen nabopatopHon NpakTnkm EAIC

2.7meeTca N nHGopMaLMa 0 iMLe, OTBETCTBEHHOM 3a BBOJ, laHHbIX B KOMMbIOTEP B MOMEHT UX
NoJly4eHuns, eCan NepBrnYHbIE AaHHbIE PErNMCTPUPYIOTCA C MOMOLLbI0 KOMAbloTepa?nyHKT 60 Mpasun
Hagnexallen nabopaTopHon npakTukn EASC

SIBNSEeTCA NN AN3aH KOMMbIOTEPM3NPOBAHHON CUCTEMbI TaknM, 4T0Obl MPeaoCTaBATb BO3SMOXHOCTb
npoBefeHns NOJIHOFO ayAnTa 3/IEKTPOHHbIX AaHHbLIX U MOKa3blBaTb BCE UCMPABAEHNSA NePBUYHbIX AaHHbIX C
COXpaHeHMEM NepBOHaYabHbIX OPUTrMHabHbIX AaHHbLIX?NYHKT 60 MpaBun Hagnexallen nabopaTopHOW
npakTuky EA3C

imeeTcsa N BO3MOXKHOCTb CBSA3aTb BHECEHHbIE UCMPABEHNS C IMLOM, X CAENABLUMM, HanpuMep, C
MOMOLLbI0 4aTUPOBAHHOWN 3aMnUCK NCMOAb30BAHNSA KOMMbIOTEPMU3NPOBAHHON CUCTEMbI MW AAaTUPOBAHHON
3NEKTPOHHOW noanucn?nyHKT 60 MNpasun Haanexatluen nabopaTtopHoi npakTukyn EASC

YKa3zaHa Jin Npu4mMHa BHECEHNS U3MEHEHUI B NEPBUYHbIE 3JIEKTPOHHbIE AaHHbIE?NYHKT 60 MpasBun
Haponexallen nabopaTopHon npakTuky EASC

2.806ecnevyeHa i1 NOAroTOBKA 3aK/IOYMTENLHOIO 0THYETa A5 KaXKA0ro nccaenoBaHma?

(Mpwn NnpoBefeHNN KPAaTKOCPOYHbIX NCCIef0BaHUI CnefyeT NOArOTOBUTL CTaHAAPTU30BaHHbIN
3aKJIYNTENBHBIN OTHYET CO CneLmaibHbIM NPUNoXeHNeM 06 0CobeHHOCTAX nccnenoBaHus. Mpu
NnpoBeeHNn LOArOCPOYHbIX UCCNeAOoBaHWI CleayeT NpeayCcMOTPeTh NOArOTOBKY MPOMEXYTOYHbIX
0TYeTOB.)NYHKT 61 lMNpaBunn Hagnexallen nabopaTopHon NpakTukm EASC, 4. 4 cT. 11 61-03
2.9MoanncaHbl i COBCTBEHHOPYYHO 1 AAaTUPOBaHbI i 0TYEThl BEAYLMX NCCNefoBaTeNen n
CneunanncToB, 3a4eNCTBOBAHHbLIX B NCCIeA0BaHMM?NYHKT 62 MNpaBunna Hagexallen nabopaTopHown
npakTukn EA3C

3aKMN0YMTENbHbIA 0THET NOAMNUCAH SN U aTUPOBaH I PYKOBOAMTENEM NCCNEL0BaHMNA CO CBUAETENbCTBOM
0 MNPVHATWUM OTBETCTBEHHOCTW 3a IOCTOBEPHOCTb AaHHbLIX?NYHKT 62 lMNpaBunn Hagnexallen nabopaTopHo
npakTukn EA3C

YKa3aHa 1 B 3aKJI04MTEIbHOM OTYETE CTeneHb COOTBETCTBUSA NMPUHLMNAM Haanexallen nabopatopHon
NPaKTUKN?NYHKT 62 MpaBunn Hagnexawen nabopaTopHon npakTukm EA3IC

3aKMN0YMTENbHbIA OTHET CKPEnJIeH Jin NeYyaTbio OpraHn3aunn?nyHKT 62 Mpasun Hagaexallen
nabopaTopHon npakTnku EA3C

2.10MpeAacTaBnieHbl iv B hOpMe MOMNpaBoK K 0TYETY U3MEHEHMNA 1 OOMOJAHEHNS, BHOCUMbIE B

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Ctp.57un3 74



3aKJIIOYMTENbHbIA 0TYET?NYHKT 63 MpaBui Hagnexallen nabopaTopHon npakTnkn EASC

YKa3zaHa /v ToYHas NpuYmMHa CnpaBaeHnin namn ONOAHEHUN?NYHKT 63 MNpaBua Hagnexxallen
nabopatopHon npakTmkn EA3C

Bce nonpasky noAnuncaHbl i U 4aTUPOBaHbI I PYKOBOAUTENIEM UCCNe0BaHMA?NYHKT 63 Mpasun
Hagnexallen nabopaTopHon npakTmkmn EA3C

2.113aKN04UTENbHBIN OTHYET BKJIKOYAET N Caedyowme pa3aesnsl:

NOoeHTUPUKaLUa NCcefoBaHns, NCCNeAyeMOro BeLLecTBa (NeKapCTBEHHOMO CpeacTBa) u obpasua
CpaBHeHNS (KOHTPOJIbHOrO 0bpasua):

Ha3BaHMWe UCCNef0BaHNSA C KPAaTKUM ONUCAHMEM AM3anHa?noANyHKT "a" nyHKTa 65 MMpaBuna Hagnexallen
nabopaTopHo npakTukm EA3C

NAeHTUMUKaLMA NccnefyemMoro BelecTsa (1lekapCTBEHHOro CpeficTBa) Yepes Ko4 WK HasBaHue (no
3aMeCcTUTENbHON 1 paanKano-MyHKLMOHaNbHOW HOMEHKNaType MeXxayHapo4HOro Colo3a TEOPETUYECKON 1
npuknagHon xumun (IUPAC); naeHTUPUKaLMOHHbIA HOMEpP MO peecTpy XMMnyeckon pedepaTuBHOM
cnyx6bl AMepuKaHCcKoro xuMmyeckoro obuectea (CAS-Homep), buonornyeckne CBOMCTBa M Tak
fanee)?noanyHKT "a" nyHkTa 65 Mpasun Hagnexawen nabopaTopHon npakTmkn EAIC

naeHTUdUKaLma obpasLa cpaBHEHNS (KOHTPOIbHOrO 0bpasLa) No HAMMEHOBAHMIO?NOAMNYHKT "a" NyHKTa
65 MpaBun Hagnexawen nabopaTopHon npakTukm EA3C

XapakTepucTrKa CBOWCTB UCC/IeAYyEeMOro BeLecTBa (lekapCTBEHHOIO CPeACTBa), BKAOYAs YACTOTY,
CTabnNbHOCTbL U FOMOreHHOCTL?NOANYHKT "a" nyHKTa 65 MpaBun Hagnexalen nabopaTopHOM NPaKTUKK
EASC

MHopMaLus o0 crnoHcope (pa3paboTymnke) n ncnbiTaTenbHoW NabopaTopuu:

Ha3BaHMe 1 agpec CrnoHcopa (pa3paboTymka)?noanyHKT "6" nyHKTa 65 MpaBua Hagnexalen
nabopaTopHon npakTnku EA3C

Ha3BaHWA 1 agpeca 3aeNCTBOBaHHbIX UCMbITaTe/bHbIX NabopaTopui 1 NCNbITaTeNbHbIX
naoWwanok?noanyHKT "6" nyHkTa 65 MpaBun Hagnexallen nabopaTopHol npakTukn EA3C

hamMunng, nMms, 0TYECTBO (MPU HANNYUN) U aApecC PYKOBOANTENS UCCNe[0BaHNA?NOANYHKT "6" nyHKTa 65
MpaBun Hagnexalen nabopaTopHon NpakTnkm EA3C

hamnnns, M, 0THECTBO (NPW HaNNMYMK) U aapec BelyLIero UccaenoBaTena?noanyHkT "6" nyHkTa 65
Mpasun Hagnexallen nabopaTtopHomn npakTuku EASC

haMmuamm, umeHa, oT4ecTBa (NPU HaaMYMK) CNeLnanncToB, NPeaCTaBUBLUMX CBOU OTHETbI A1 COCTaBAEHNS
OKOHYaTeNbHOro 0T4eTa?noAnyHKT "6" nyHKTa 65 MNpaBun Hagnexallen nabopaTopHon NpakTukm EA3C
[aTbl, YKa3aHHble Kak faTbl HavyaJsla 1 3aBepLleHNs SKCMEPMMEHTOB B paMKax BCEro NCCieloBaHUSA 1 ero
3TanoB?nNoANyHKT "B" NyHKTa 65 MpaBnn Hagnexawen nabopaTopHon npakTukm EA3C

Lenn 1 3agavn nccnegoBaHna?noanyHKT "r" nyHkTa 65 MNpasun Hagnexallen nabopaTopHOW NPaKTUKK
EASC

onncaHne UCcnosb3yeMbiXx MaTepranoB U METOA0B UCCeA0BaHNA:

onncaHne nccaenyemoro BellecTsa (NekapCTBEHHOrO CPeAcTBa), BKYaa CBEAEHNS 0 ero hnsnyeckux,
XUMUNYECKINX, Bronormyeckmx n hapmaLeBTM4YeCKNX CBOMCTBAX, COCTaBE rOTOBOW JIEKAPCTBEHHOW
hopMbI?noanyHKT "A" nyHKTa 65 MpaBun Hagnexalwen nabopaTopHon npakTnkm EA3C

XapaKTepucTmka n 060CHOBaHME TeCT-CUCTEMbI, 0TOBPaHHON AN AOKINHNYECKNX
nccnepoBaHMN?NOANYHKT 4" nyHKTa 65 Mpasun Hagnexallen nabopatopHon npakTuku EASC

BMZ, BO3PACT, KOJIMYECTBO XMBOTHbIX B KaXKA0W rpynne, noJi, nokasaTtesib MacCbl Tefa, UCTOYHUK U TUN
KopMa (B C/ly4ae MCnosib30BaHNS BNONOrnYeckom TeCT-CUCTEMbI (KMBOTHLIX))?MOANMYHKT "A" NyHKTa 65
MpaBun Hagnexxauwen nabopatopHon npakTuky EA3C

pPeXXnM L03MPOBaHNS, KPAaTHOCTb 1 NyTb BBELEHMA NCC/IelyeMOro BeLecTBa (JleKapCTBEHHOrro
CpeLnCcTBa)?noAnyHKT "4" nyHKTa 65 Mpasun Hagnexallen nabopatopHon npakTukn EASC

CXeMa npoBefeHNsa OOKANHNYECKOro (HEKJIMHNYECKOro) NCCef0BaHNA UCCIefyeMoro BeLlecTsa
(nekapcTBeHHOro CpeacTBa)?noAnyHKT "a" nyHkTa 65 MpaBun Hagnexawen NabopaToOPHON NPaKTUKK

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru CTp. 5813 74



EA3C

onMcaHne MeTOAOB CTaTUCTMYECKON 06paboTKM pe3ynbTaToB?NOANYHKT "A" NyHKTa 65 MNpasun
Hagnexawen nabopaTopHon npakTmkn EA3C

CCbIJIKM Ha pykoBoacTBa OpraHu3aumy 3KOHOMMYECKOro COTPYAHMYECTBA N Pa3BUTUS, UHbIE OKYMEHTHI MO
NpoBeEeHNIO UCCNeA0BaHNIA, MPU3HABaEMbIe B rOCyAapCTBax-41eHax?noanyHKT "e" nyHkTa 65 Mpasun
Haonexallen nabopaTopHon npakTuky EASC

pe3yfbTaThl:

KpaTKuin 0630p pe3ynbTaToB?NOANYHKT "X" NyHKTa 65 MpaBua Hagnexalen nabopaTopHON NPaKTUKK
EASC

BCA MH(OPMaLNS N faHHble, MpefyCMOTPEHHbIE MIaHOM NCCNef0BaHNA?NOANYHKT X" nyHKTa 65 Mpasun
Haonexallen nabopaTopHon npakTmukn EA3C

npenocTaBfeHne pesybTaToB, BKKYAA pacyeTbl, KOANYECTBEHHOE ONpeaeneHne CTaTUCTUYECKOn
3HauMmocTu, obobuiatowmne Tabnuubl (rpadukn) ¢ COOTBETCTBYIOLLIEN CTAaTUCTUYECKON 06paboTKoM 1
KOMMEHTapMaMM K HUM?MOANYHKT "X" nyHKTa 65 MpaBunn Hagnexawen nabopaTopHon npakTukm EAIC
oueHKa 1 0bcy)xaeHne pesyabTaToB M BbIBOALI?MOANYHKT "X" NyHKTa 65 MpaBna Hagnexalien
nabopaTopHon npakTukn EA3C

3aKoyeHune npefctasutens COK ¢ NpuioXeHnem cnmucka NpoBefeHHbIX MHCAEKLMA N0 NCCNeL0BAHMIO C
yKa3aHWeM ux faT, 0THeTOB O NPOBeAEeHHbIX MPOBEPKaXxX C yBe4OMIEHNEM PYKOBOACTBA
nccnepoBaTenbCkon nabopaTtopum M pyKOBOAUTENS NCCNEA0BAHUA?NOANYHKT "3" nyHkTa 65 Mpasun
Hapnexallen nabopaTopHol npakTuky EASC

XpaHeHune (apxnBnpoBaHme). MecTa xpaHeHns nnaHa, Npob nccneayemMoro BeLecTBa (1eKapCTBEHHOMO
cpefcTBa) 1 06pasLoB CpaBHEHUS (KOHTPObHBIX 06pa3Li0B), MEPBUYHBIX JaHHbLIX 3aK04YNTEbHOro
oTYyeTa?noAnyHKT "n" NyHKTa 65 MNpaBun Hagnexatlen nabopaTtopHo NpakTukn EASC

2.12XpaHATCAa K B apxmBax cnefylolne LJOKYMeHTbI:

NiaH NCcceaoBaHns, NePBUYHbIE AaHHbIe, NPobbl NCCNeayEeMOro BeLLECTBA (N1EKAPCTBEHHOIO CpeacTBa) 1
06pa3L0B CpaBHEHNSA (KOHTPOJIbHBLIX 06Pa3L0B) U 3aKIIOYUTENbHLIA OTYET 0 KaXKA0M UCCNEA0BAHNNTMYHKT
66 MpaBnn Hagnexawen nabopaTopHon npakTukn EA3C

LOKYMEHTbI O MPOBEAEHHbLIX MHCMEKLMAX N ayAnTax?nyHKT 66 MpaBunn Hagnexawen nabopaTopHon
npakTuky EA3C

LOKYMEHTbI 0 KBaIMDUKaLmax, oby4eHunn, onbiTe 1 LOMKHOCTHLIE MHCTPYKLIMM NEPCOHaNa?nyHKT 66
Mpasun Hagnexxallen nabopaTtopHomn npakTuku EASC

JOKYMEHTbI 1 0THYeTbl 06 NCM0JIb30BaHUM 1 Kannbposke 06opya0BaHNA?NYHKT 66 MNpaBna Hagnexallen
nabopaTtopHon npakTukn EA3C

LOKYMEHTb! 0 BanuaaLnn KOMMNbIoTEPU3NPOBaHHBLIX CUCTEM?NYHKT 66 MpaBun Hagnexallen nabopatopHon
npakTnkn EA3C

LOKYMeHTbl 060 Bcex npeabigywux COMN?nyHKT 66 MpaBun Hagnexallen nabopatopHon npakTuku EASC
JOKYMEHTbI O KOHTPOJIEe COCTOSHUS OKPYXKaloLLlen cpedbl?nyHKT 66 MpaBnn Hagnexallen nabopaTopHom
npakTukn EA3C

OdhopMeHO NN OOKYMEHTa/IbHO OKOHYaTEeNIbHOE peLleHne 0 BPEMEHUN XpaHeHna Ntobbix MaTepunanos
nccnenoBaHUA?NYHKT 66 MpaBua Hagnexallen nabopaTopHol nNpakTnkn EAIC

2.13[ocTyn K apxuBy UMeeT NepcoHas, YNoJIHOMOYEHHbIN PYKOBOACTBOM?NYHKT 68 MNpaBun Haanexallen
nabopaTopHon npakTnku EA3C

PernctpupyeTcs nn nepemeLleHne AaHHbIX U3 apXrBa B apxXuB?NyHKT 68 MpaBun Hagnexatllewn
nabopaTtopHon npakTukn EA3C

4. Bug KOHTPOALHOro (Hag30pHOr0) MepONpUAaTUS:

5. [laTa 3anosiIHeHNs NPOBEPOYHOro JINCTa:
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6. O6BEKT rocyapCTBEHHOIO KOHTPONS (Haf30pa), B OTHOLLEHUN KOTOPOro MPOBOANTCS KOHTPOJIbHOE
(Hag3opHOE) MeponpuaTHe:

7. Qamunns, UMS 1 0TYECTBO (MPU HAMYUN) TPaXKAAHUHA MW UHAMBUAYANbHOMO NpeanpuH1uMaTens, ero
NAEHTNDUKALMOHHbLIA HOMEpP HanoronaaTenbLnKa 1 (1M) OCHOBHOWM roCyAapCTBEHHbLIN PErNCTPaALMOHHbIN
HOMEpP MHAMBMAYANLHOrO NpeanpuHMMaTens, agpec perncTpaLmmn rpaxx gaHnHa Winm MHANBUAYaabHOro
npeanpuHUMaTens, HAaMMeHOBaHWE PUANYECKOr0 ANLA, ero NAEHTUGMNKALNOHHBIA HOMep
HasoronaaTesnbLlNKa 1 (M) OCHOBHOW FOCYAapCTBEHHbIN PEFNCTPALMOHHBIA HOMEP, apec PUANYECKOro
nmua (ero mnnanos, NpeacTaBUTeNbCTB, 060C00NEHHBIX CTPYKTYPHbIX MOAPA3AENEHU), ABAAIOLLMNXCS
KOHTPONPYEMbIMU JILLIAMU:

8. MecTo (MecTa) NpoBeaeHNs KOHTPOJIbHOIO (HaA30PHOIr0) MEPONPUATUS C 3aM0JIHEHNEM NPOBEPOYHOM0
nncTa:

9. PekBU3NTbI peLleHns KOHTPOALHOrO (Ha430PHOM0) OpraHa o0 NPoOBeLEHNN KOHTPOALHOIO (HaA30pHOM0)
MeponpusaTUs, NOAMNNCAHHOMO YNOJHOMOYEHHBIM AO/IXKHOCTHbLIM JINLLOM KOHTPOJIbHOrO (HaA30pHOr0)
opraHa:

10. Y4eTHbIN HOMEP KOHTPOJIbHOIO (HaA30PHOr0) MEPOMNPUATUS:

11. o/MKHOCTb, haMuans 1 NHULMaNbl LOSKHOCTHOrO M@ KOHTPOJIbHOro (HaA30pHOro) opraHa, B
LO/MKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C NMOJIOXKEHNEM O BUAE KOHTPOJSA, AOJHKHOCTHbLIM
pernaMeHToM Uan OOSIKHOCTHOW MHCTPYKLMEN BXOOMT OCYLLECTB/IEHNE MNOJIHOMOYUIA MO BUAY KOHTPOJIS, B
TOM Yyucsie NpPoBeAeHNE KOHTPOJIbHbIX (Haf430PHbLIX) MEPONPUSATUIA, MPOBOASALLEINO KOHTPOLHOE
(Hag30pHOE) MeponNpUATHE 1 3aMOHSAKOLLEr0 NMPOBEPOYHbIA JINCT:

12. Moanucu SOAXKHOCTHBIX JINL, KOHTPOJIbHOIO (Haf430pHOM0) OpraHa, y4acTBYOLMUX B NPOBEAEHNN
KOHTPOJIbHOr O (HaZA30pHOr0) MepPonpuUATUA:

(Bo/mKHOCTK, aMUaNN N NHULMATbI)
13. NMoanuck pykoBoAMTENS FPyNnbl O/KHOCTHBIX JINL KOHTPOJIbHOro (HaA30pHOr0) opraHa, y4acTBYOLLMX
B MPOBELEHUN KOHTPOJIBHOIO (HaA30pHOr0) MeponpuaTuS:

(BOJHKHOCTb, haMmAns 1 MHULKANbI)

MpunoxxeHne Ne 9

K Npuka3sy PegepanbHOn ciyxobl

no HaA30py B chepe 34paBOOXPaHEHUS
oT 19 dpeBpans 2022 r. Ne 1185

dopma
QR-kopg,

MpoBepOYHbIA ANCT

(CANCOK KOHTPOJIbHBLIX BOMPOCOB, OTBETHI Ha KOTOPbLIE CBUAETENLCTBYIOT 0 COBIOAEHUN NN
Hecobt0ieHNN KOHTPOMPYEMbIM NNLOM 0053aTeNbHbIX TpeboBaHMit), MCcnosblyemblin PenepanbHOR
cny>x6oi no Haa3opy B Chepe 34PaBOOXPAHEHNSA 1 ee TEPPUTOPUANIbHBIMU OpraHaMm Npu oCyLLLeCTBAEHNN
dhenepanbHOro rocylapCcTBEHHOr0 KOHTPOJIA (Haa30pa) B chepe obpallleHnst NEKAPCTBEHHbIX CPEACTB AN
MeONLNHCKOro NPUMEHEHNS (KIMHUYECKE NCCNe0BaHNS NEKAPCTBEHHbIX NPenapaToB A5 MegnLMHCKOro
NPUMeEHEHNS)
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1. HaumeHoBaHVe BMAa KOHTPONA (Hag30pa), BKJIKYEHHOr0 B eAMHbIA peecTp BMAO0B (hefepanbHoro
rocyfapCTBEHHOr0 KOHTPONs (Hag3opa):

2. HanMeHoBaHWe KOHTPOJIbHOr0 (HaA30pHOM0) opraHa v peKBU3UTbl HOPMATMBHOIO MPaBOBOro akTa 06
yTBEPXAeHWUW (hOpPMbl MPOBEPOYHOro INCTa:

3. CrMCoK KOHTPOJIbHBIX BOMPOCOB, OTPaXkatoLLMX cofep)kaHne obszaTeNbHbIX TpeboBaHMi, 0TBETHI Ha
KOTOpble CBUAETENLCTBYIOT 0 COBMOAEHNN UK HECOBNIIOAEHUN KOHTPOMPYEMBIM ANLIOM 06513aTeNbHbIX
TpeboBaHWiA:

Ne n/n

CnncoK KOHTPObHBIX BONPOCOB, 0TPaXkakoLLmx coaepxaHune obsasaTtenbHbix TpeboBaHuiA

PekBU3NTbLI HOPMaTMBHbLIX MPaBOBbLIX AKTOB C YKa3aHWEM UX CTPYKTYPHbIX €ANHNL, KOTOPbIMU YCTaHOBJIEHbI
obsa3aTenbHble TpeboBaHMs

OTBeTbl Ha BOMPOChHI, cofepxalumecs B Cnmcke KOHTPOJIbHbLIX BOMPOCOB

MNpumevaHmne

na
HeT
HernpnMmeHnmo

PeweHne CoseTa EBpa3uiickoin IkoHoMuyeckon Komuccum ot 3 Hosbps 2016 r. Ne 79 "06 yTBEpXAEHUM
MpaBua Hagnexxalwen KIMHNYECKON NpakTUKN EBpa3nnckoro skoHoMmnyeckoro cot3a" (OduumanbHbin
CcanT EBpa3ninCcKoro aKoOHOMMYeckoro cotosa http://www.eaeunion.org/, 21 Hosbps 2016 r.) (nanee -
MpaBnna Hagnexalen KAMHN4eckon npakTmku EA3C);

®epepanbHbI 3aKoH 0T 12 anpens 2010 r. Ne 61-03 "06 obpalLeHun nekapcTeeHHbIX cpeacTs" (CobpaHune
3aKoHogaTenbcTBa Poccminckon ®epepaunn, 2010, Ne 16, cT. 1815; 2021, Ne 24, cT. 4188) (panee - 61-93);
depepanbHbI 3aKoH 0T 21 HoA6psa 2011 r. Ne 323-03 "O6 ocHOBax 0XpaHbl 340P0BbS FpaXkaaH B
Poccuinckon ®epepaumn" (CobpaHme 3akoHogaTenbCTBa Poccuinckon ®epepaumnm, 2011, Ne 48, cT. 6724;
2021, Ne 27, cT. 5186) (panee - 323-03);

Tunosble NpaBuia 0653aTeNbHON0 CTPAX0BaHNA XXU3HW U 300POBbA NaLMeHTa, y4acTBYIOLWEro B
KJUHUYECKNX NCCIef0BaHMAX IekapCTBEHHOM0 nNpenapaTa, YTBep)XAeHHble MOCTaHOBAEHNEM
MpaBuTenbcTBa Poccuiickon Pepnepaunn oT 13 ceHTabpsa 2010 r. Ne 714 (CobpaHue 3akoHOAaTENbCTBA
Poccuiickon ®epepaumm, 2010, Ne 38, cT. 4832; 2014, Ne 43, ¢T. 5892) (panee - Tunosoe npasuna
06543aTeNbHOr0 CTPaxoBaHUS XKMN3HN 1 300POBbA MaLMEHTA, YYaCTBYIOLWEr0 B KIMHNYECKUX NCCNIEA0BaHMAX
JleKkapCTBEHHOro npenapaTa);

MpaBnia Hagnexalen KANHNYECKON NPaKTUKN, yTBEP)KAEHHbIE MpMKa3zoM MuHUCTepCTBa
34paBooxpaHeHns Poccunckon ®epepaunm ot 1 anpens 2016 r. Ne 200H (3apernctpmupoBaH
MuHncTepcTBoM tocTuLmm Poccminckon ®epepaunm 23 asrycta 2016 r., pernctpaumoHHbiin Ne 43357)
(nanee - MpaBuna Hagnexallen KJIMHNYECKON NPaKTUKK);

MpaBuna Hagnexalen NPonM3BOACTBEHHON NPAKTUKKN, YTBEPXKAEHHbIE NPUKa3oM MUHNCTEpPCTBa
MPOMBILLIEHHOCTUN 1 Toproean Poccuinckon ®egepaumm oT 14 mioHa 2013 r. Ne 916 (3aperncTpupoBaH
MuHncTepcTBom tocTuumm Poccuinckon ®epepaunm 10 ceHTabps 2013 r., perncTpaunoHHbin Ne 29938), ¢
N3MEHEHUAMU, BHECEHHbLIMY MPUKa30M MUHUCTEPCTBA NPOMbILLIEHHOCTU 1 TOProBan POCCUACKON
depepaumnmn ot 18 nekabpsa 2015 r. Ne 4148 (3apernctpupoaH MMHUCTEPCTBOM tOCTULNK Poccuinckonm
depepaumnm 28 gekabpsa 2015 r., peructpaumoHHbin Ne 40323) (nanee - MNpaBuia Hagaexallewn
NPON3BOACTBEHHON NPaKTUKK);

MopsLOK OCYLLEeCTBNEHNA (hapMaKOHaA30pa, YTBEPXKAEHHLIM NPUKa3zoM PeaepanbHON Cyxbbl Mo Hag30py
B Chepe 3apaBooxpaHeHus ot 15 gespand 2017 r. Ne 1071 (3apernctpmpoBaH MUHUCTEPCTBOM IOCTULMM
Poccuinckon ®egepaumm 20 mapta 2017 r., peructpaunoHHbin Ne 46039), ¢ UI3MEHEHNAMUN, BHECEHHbLIMU
npuka3som ®enepanbHon cnyxbbl N0 Hag30py B chepe 34paBooxpaHeHns ot 16 uwonsg 2020 r. Ne 6252
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(3apeructpupoBaH MuHncTepcTBOM tocTULmMmn Poccuinckon ®epepaunn 10 ceHTsb6ps 2020 r.,
perncTpaumoHHbin Ne 59745) (ganee - NopsafoK ocyLecTBAeHNs hapMakoHan3opa)
1. ObLwme nonoXeHus

1.1KnnHn4yeckoe nccnenoBaHne IekapcTBEHHOro NpenapaTa A8 MeAUUMHCKOro NpMMeHeHnsa NpoBOANTCS
JIN B YYpEeX[EeHUN Ha OCHOBAHWW pa3peLleHns Ha NpoBefeHne KINHUYeCKOro ncciefoBaHns, BbIAaHHOO
MuHmncTepcTBOM 34paBooxpaHeHuns Poccuinckon ®egepaumm?yacTtb 4 ctaTbm 38, yactu 1, 2 ctatbm 39 61-
®3 ; NyHKTbI 5, 6, 21 MpaBun Haanexallen KINHAYECKON NpakTUKK

1.2KnmHnyeckoe nccnefoBaHne ekapCTBEHHOMO npenapaTa 418 MeguLNMHCKOro NPMMEeHEeHMA NPoBOANTCA
JIN B COOTBETCTBUN C AOroBOpoM?4acTb 1 cTaTen 41 61-03

1.3[loroBop 0 NpoBEeAEHUN KJIMHUYECKOr0 NCCNef0BaHNS IeKapCTBEHHOr0 npenapaTa AJs MeguuUmnHCKOro
NPUMEHEHUs COLEePXUT Nn:

YyCJIOBUSA U CPOKM MNPOBEAEHNSA AaHHOM0 NCCNenoBaHnA?NYHKT 1 yacTn 2 ctaTbkn 41 61-03

onpegneneHne obuien CTOMMOCT NPOrpaMMbl JaHHOMO NCCNeA0BaHNS C YKa3aHMEM CyMMbl,
npegHa3HavaloLWencs oas BuinaaT UCCeA0BaTEeNO N CONCCNef0BaTENAM?MYHKT 2 4acTu 2 cTaTbmn 41 61-
@3

onpegeneHve popMbl NpeacTaBieHnsa pe3ynbTaToB A4aHHOM0 UCCNeA0BaHNSA B YNOJHOMOYEHHbI
thenepanbHbIN OpraH NCAOAHUTENBHON BAACTU?NYHKT 3 YacTu 2 cTaTbn 41 61-03

2. He3aBUCKMMBIN 3TNYeCKUn komuteT (ganee - HIK)

2.1BxopaT nu B coctaB HI3K nunua, obnagatowme Heo6xo4MMbIM OMNbITOM U KBaMdukaumen ans
3KCI‘IepTHOI7I OLl€HKN HaYy4HbIX, MeANUNHCKNX N 3TUYECKNX aCNeKTOB NMJ1aHNPYyeMOro KJImMHN4eCcKoro
nccnenoBaHMA?NyHKT 11 MpaBua Hagnexalen KIMHNYECKON NPakTuKm

2.2H3K oCyLeCcTBASET N CBOK AEATENIbHOCTb B COOTBETCTBUMN C YTBEPXKAEHHBIMA UM CTaHOAPTHLIMA
onepaunoHHbIMK npouenypamm (ganee - COM)?nyHKT 12 MpaBna Hagnexallen KIMHUYEeCKON NPaKTUKK

2.3COlbl H3K cogepxaT /v, B TOM YuUcCne:

TpeboBaHMA K COCTaBY U KBanUUKaLmm 41eHoB?NYyHKT 12 MpaBui Hagnexallen KJIMHNYECKON NpakTuKm
cBefieHnsa 06 yupeanTene?nyHKT 12 MpaBui Hagnexallen KIMHNYECKON NPakTUKK

NopsAoK OpraHM3aLnmy NpoBefeHns 3acefaHnn?nyHKT 12 MpaBun Hagaexxallen KANHNYECKON NPakTUKu
NopsAoK PacCMOTPEHUA OOKYMEHTOB U MPUHATUSA MO HUM peLUeHNn?NYHKT 12 MpaBua Hagnexailen
KJINHNYECKOW MPaKTUNKK

2.4B xoge npuHATKA pelieHnin H3K pacCMOTpeHb! N Ceayolne JOKYMEHThI:

NPOTOKOJI KIIMHAYECKOr0 MCCNefoBaHNA?NOANYHKT "a" nyHKTa 13, noaAnyHKT "X" nyHkTa 15 lMNpasun
HaZfiexallen KIMHNYeCKOM NPakTUKM

bpouwitopa nccnenoBaTena?noanyHKT "6" nyHkTa 13 MpaBun Haanexallen KANHNYECKON NPaKTUKN
MH(OPMALMOHHBIN NCTOK NauneHTa?noAnyHKT "B" nyHKTa 13, noanyHKT "r" nyHkTa 15 lMNpasun
Hag/1eXallen KNIMHNYECKON NPaKTUKN

csefeHns 06 onbiTe paboThl M KBaNUgMKaL MM NCCefoBaTeNs No COOTBETCTBYIOLWLEN CNeLmnanbHOCTK,
BKJ1t04aA ero onbIT paboTbl MO NPOBEAEHWIO KJIMHWYECKUX NCCeA0BAaHNN?NOANYHKT "r" nyHkTa 13,
NoANYHKT "6" nyHKTa 15 MpaBua Hagnexalen KIMHNYECKON MPaKTUKK

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

CBeLleHuns o0 npepgnoJsiaraeMblx CpOKax NpoBeleHnsa KIUHUYECKOro NccieoBaHMA?NoANyHKT "e" nyHkTa 13
MpaBuna Hagnexxalwemn KIMHNYECKON NMPakTUKn

KOMMA goroesopa 0653aTenbHOro CTpaxoBaHMA?NnoaNyHKT "x" nyHkTa 13 MpaBun Hagnexalen
KJUHUYECKON NPaKTUKuY;

Tunosble npaBmna 0653aTebHOM0 CTPaX0BaHWA XU3HW U 340POBbSA NaLMEHTa, Y4aCTBYIOLLErO B
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KJIMHUYECKUX NCCNefoBaHMAX JIeKapCTBEHHOrO npenapaTa

NHopMaLMa 0 COCTaBe NEeKApPCTBEHHOrO NpenapaTa?nognyHKT "3" nyHkTa 13 MpaBun Hagnexallen
KJINHNYECKOW MPaKTUKK

MaTepuasbl, COAepKaLlme onncaHne 4enCcTBMin, HanpaBieHHbIX Ha MPUBAEYEHME NALMEHTOB, 340P0BbIX
[06pPOBOMLLIEB K YHAaCTUIO B KJIMHNYECKOM UCCef0BaHUN?NYHKT 13 MpaBua Hagnexallen KIMHNYeCcKom
NPaKTUKN

NMUCbMEHHblE MaTepuasbl, KoTopble ByayT NpeaoCcTaB/ieHbl Y4aCTHUKAM KJIMHWYECKOro UCCaenoBaHums,
cofepxxalime B TOM 4ucsie MHopMaLMio 0 BbinlaTax Y KOMMEHCcaUMax y4acTHUKaM KJIMHUYeCKOoro
nccnenoBaHna?nyHKT 13, nognyHKT "4" nyHkTa 15 MNpaBna Hagnexxawemn KIMHNYeCKON npakTukm

2.5MpuHaTble peweHnsa HIK 3aL0KyMeHTMPOBaHbl AN?nyHKT 14 MNpaBun Hagnexallen KAMHNYeCKon
NPaKTUKK

2.6060 BCeX NPUHATLIX peweHnax HIK B NMCbMeHHOM Buae co0bLL@eT M UCCNeloBaTESIO, OpraHn3aTopy
KJINHNYECKOro UccaenoBaHna?nyHKT 16 MpaBua Hagnexalen KIMHNYECKON NpakTUKK

2.7B xoge npoBeaeHns KIMHNYECKOro nccnegoBaHma HIK obecneymsaeT nu:

nepuoamnyeckoe (He pexxe 04HOrro pasa B rofl) paCCMOTPEHNe AOKYMeHTaumn nccnefoBaHna?noanyHKT "s"
nyHKTa 15 MpaBun Hagnexallen KANHNYECKON NpaKTUKK

corJsiacoBaHMe rnonpaBoK B MPOTOKO KJIMHUYECKOr0 UCCefoBaHNA?NOANYHKT "X" nyHkTa 15 Mpasun
HagneXxallen KINHNYECKON NPaKTUKN

2.8B cnyvae npuBfeYeHnsa 4a9 NPUHATAA pelleHnid au, obnagaowmx cneymaibHbIMW 3HaHUAMUN B
COOTBETCTBYHOLWMX 06nacTsax, HIK He AonyCKaeT AmM nx K y4aCTuMIio B MPEHNAX U FOA0COBaHNIO?MNOAMYHKT
"e" nyHkTa 15 MNpasun Hagnexallen KAMHNYECKON NPaKTUKK

2.9H3K obecneyeHa nm 3awmTa Npas, 6€30MacHOCTb U 0XPaHa 3[0POBbS YY4aCTHMKOB KJMHNYECKOr 0
nccnenoBaHna?nyHKT 10, noAnyHKT "a" nyHKTa 15, nyHKT 17 MNpaBui Hagnexallen KIMHUYeCcKom
NPaKTUKK

2.10H2K obecrneyeHo N XxpaHeHNe NOKYMEHTOB, CBSI3aHHbIX C MPOBeAEHNEM KIIMHUYECKOrO
nccnenoBaHnA?nyHKT 18 Mpasua Hagnexallen KIMHUYeCKon NpakTUKK

3. OpraHm3aums, ocyLLecTBAALWan NposeLeHne KINHNYeCKoro nccnepnosaHma/lOpmuanyeckoe nmuo, Ha
NMS KOTOPOro BbiAaHO pa3peLleHne Ha NPoBEeAEHNE KINHNYECKOro NCCnefoBaHns

3.1Mony4eHo nn paspelleHne MUHUCTEPCTBa 34paBooXpaHeHmsa Poccminckon depepauum Ha Npaso
npoBefeHNs KJIMHNYECKOro NccnefoBaHns 00 Havyana ero nposefeHna?vacTb 1 ctaton 39 61-03 ;
NYHKT 21, N0ANYHKT "a" nyHKTa 22 MNMpaBun Hagnexxallen KINHUYeCKON NpakTUuKu

3.206ecney4yeHo v NpoBeaeHne KANHNYECKOro NCCIeA0BaHNS IEKAapCTBEHHOMO NpenapaTa B COOTBETCTBUN
C NMPOTOKOAOM?NYHKTbI 7, 20 MpaBun Hagnexallen KJIMHNYECKON NPaKTUKM

3.3060 BCEX M3MEHEHMAX B MPOTOKO KANHNYECKOr0 MCCAef0BaHNA, B CTy4asax HEOOX0ANMOCTU NX
BHeceHus, coobliaeTcs M B MUHUCTEPCTBO 34paBooxpaHeHus Poccuinckon ®efepaunn?yacts 4 ctaTbmn 40
61-03;

NyHKTbI 20, 31 MNpaBun Hagnexallen KIMHNYECKOW NPaKTUKK

3.406ecneyeHo nn pacnpepenieHve npas U 0643aHHOCTEN MeXAyY BCEMU MLLaMIK, YHaCTBYOLWMMA B
KJINHNYECKOM MUCCNIefoBaHNN?NOANYHKT "6" nyHkTa 22 MpaBun Haanexallen KANHNYECKON NPakTUKN

3.5YTBEpPXXAEHbI NN OKYMEHTLI MO NOPSAKY MPOBEAEHUS KINHNYECKOr0 UCCIeaoBaHus, cbopy,
perncTpaumm n NpeacTaBAeHNO JaHHbIX B COOTBETCTBUM C MPOTOKOJIOM 1 [MpaBmaamMu Hagexatllen
KNVHUYEeCKon NpakTuku (aanee - COMN opraHunsaTopa)?noanyHKT "B" nyHKTa 22 lNpaBna Hagnexxawen
KJINHNYECKOW MPaKTUKK
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3.606ecneyeH nn nepecMoTp BpoLLopbl MCCeAoBaTENA MO Mepe NoayYeHNs HOBbIX AaHHbIX, HE pexe
O4HOro0 pasa B roa?noAnyHKT "r" nyHKTa 22, NyHKT 28 MpaBun Hagnexalen KNMHNYECKON NPakTUKK

3.706ecne4yeHo v NpefocTaBieHe akTyaabHOW peaakuny bpolwtopbl nccnenosatento n HIKy?noanyHKT
"r'" nyHkTa 22 lMNpaBna Hagnexxawen KINHNYECKON NpakTuKn

3.806ecneyeHo N BHeApeHMe 1 NoaOep)XaHne cuctem obecneyeHns U KOHTPOS KayecTBa B
cooTBeTCTBUM ¢ COMM opraHnsaTopa?noanyHKThl "4", "p" nyHKTa 22 MNpaBun Hagnexalen KIMHNYeCcKown
NPaKTUKK

3.9Mony4eHo N corslacne BCEX NMPUBMEYEHHbIX K YHaCTUIO B KJIMHUYECKOM UCCIe0BaHNM CTOPOH Ha
npenocTaBfieHne NpPsiMoro AoCTyna KO BCeM JaHHbIM KAVMHUYECKOro UCCNeloBaHMs, Heobxoanmoe ans
Lesiet MOHUTOPUHIA 1 ayanTa KavyecTBa NPOBEAEHMS KIIMHUYECKOr0 UCCNea0BaHMA?NOANYHKT "e" NyHKTa
22 MpaBui Hagnexalen KNMHNYECKOR NpakTUKK

3.10Ha3Ha4eHbl v nua, obnagatolime COOTBETCTBYHOLLEN KBalnKaLnen, 08 0Ka3aHns
KOHCYJIbTAaTUBHOW NOMOLUM NCCeL0oBaTeNAM?MOANYHKT "X" NyHKTa 22 MMpaBui Hagnexallen KInHNYeckomn
NPaKTUKK

3.1106ecneyeHa i KOHPUAEHUMANBHOCTb NINYHBIX AaHHbIX Y4aCTHUKA UCCNen0BaHNS NOCPEACTBOM
1CMNOJIb30BaHWA NPUCBOEHHOI0 eMy MAEHTU(PUKALUOHHOIO KOAA?NoANYHKT "3" nyHKTa 22 MNpasun
Hagaexxallen KINHNYECKON NPaKTMKN

3.1206ecneyeHo in BefleHne NHANBUAYAbHOW PErMCTPALMOHHON KapTbl KaXXA0ro y4acTHMKaA
KJINHNYECKOro UCCNenoBaHNA?NOANYHKT "n" NyHKTa 22 MpaBua Hag exallen KIMHNYECKOW MPaKTUKm

3.13CchopMmpoBaH i HE3aBUCUMBIN KOMUTET MO MOHUTOPUHTY AaHHbIX A1 OLEHKM MPOBOAUMOrO
KJIMHUYECKOr0 NCCNenoBaHNA?NoaNyHKT "K" nyHKTa 22 lNpaBun Hagnexxawen KIMHNYECKON NPakTUKn

3.1406ecneyeHo 1 XpaHeHUe LOKYMEHTOB, OTHOCSALUNXCS K KIMHUYECKOMY NCC/IeA0BaHMNI0, B Te4YeHne
YCTaAHOBJ/IEHHOIO CPOKA?NOANYHKT "n" nyHKTa 22 MpaBui Hag exXallen KJIMHNYECKON MPakTuKm

3.15B cny4vae npekpalleHns KJIMHNYEeCKo pa3paboTKn nccnegyemoro AekapCTBEHHOMO npenapaTta
coo6LLeHO 1 06 3TOM BCEM YYaCTBYIOLINM B KJIMHNYECKOM UCC/IeA0BaHUN CTOPOHAM?NOANYHKT "M" NyHKTa
22 MpaBwnJ Haanexallen KINHNYECKON MPaKTUKK

3.16Bce nnua, NpuBEYEHHbIE K MPOBEAEHMIO Nt0OOro 13 3TanoB KAMHUYECKOr0 UccnenoBaHns, obnagatoT
NN COOTBETCTBYIOLLEN KBAaMDUKALMEN?NOANYHKT "N" NyHKTa 22 MNpaBnn Hagnexalen KAMHNYeCKon
NPaKTUKK

3.17

OpraHn3aTopoM KJMHNUYECKOr0 UCCe0BaHMA WU NPUBJIEYEHHBIM UM IOPULNYECKMM JIULLOM Npun
NCMO/b30BaHUN 3JIEKTPOHHBIX CUCTEM A5 PaboTbl C AaHHBIMU KANMHWYECKOr0 UCCefoBaHns u (nnm)
3/IEKTPOHHBLIMU CUCTEMAMM YOANEHHOr0 0CTYMNa K YKa3aHHbIM JaHHbIM:

LNOKYMEHTaJIbHO 0(POPMJIEHO JIN COOTBETCTBMNE CUCTEM 3NIEKTPOHHON 00paboTKM AaHHbIX TpeboBaHUAM K
MOJIHOTE, TOYHOCTM N HAaLEXHOCTU AaHHbIX, @ Tak)Xe CTabunbHOCTb OOCTUXEHNS Tpebyemoro pesysbTaTa
(manee - BaAnAaUnNs LaHHbIX)?NOANYHKT "a" NyHKTa 23 MNpaBua Hag exallen KIMHNYECKON MPakTuKm
yTBepXxaeHbl in COMMbl UCNOJSIb30BaHNSA 3NEKTPOHHBLIX CUCTEM?NOANYHKT "6" nyHKTa 23 MpaBun
HagneXxallen KINHNYECKON NPaKTUKN

obecneyeHa nn paboTa 3/IEKTPOHHBIX CUCTEM TaK, YTOObI NP N3MEHEHNW BBEEHHbIX AaHHbLIX BHOCKMbIE
N3MeHeHUs BblNn 3a40KYMEHTMPOBAHbI U paHee BBEAEHHbIE AaHHblE He OblNN yaaneHbl?noanyHKT "B"
nyHKTa 23 MpaBun Hagnexxallen KANHNYEeCKON NpakTUKK

obecneyeHa /in CMCTEMa 3aLUNTbI AaHHbIX KJIMHWYECKOro UccieloBaHWs, NpeaoTBpallatoLas
HeCaHKLUMNOHMPOBAHHbLIN AOCTYN K AaHHbIM, B TOM YuC/1e NOCPeACTBOM YTBEPXKAEHNS CMIMCKA JINL,
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MMeoLWNX OCTYN K AaHHbIM KJMHUYECKOro UCCaef0BaHNs C MPaBOM BHECEHUS B HUX U3MEHEHUN 1
pe3epBHOro KOMMPOoBaHWA AaHHLIX?NOANYHKT "r'" nyHKTa 23 MpaBun Hagnexalen KINHNYECKON NPaKkTUKM
obecneyeHa N1 COXPaHHOCTb MAaCKUPOBKY KIMHUYECKOr0 UCCIe0BaHMs, MPOBOAMMOrO C/lenbiM METOLOM,
npw BBoAE 1 06paboTKe AaHHbIX B 3NIEKTPOHHON CUCTEME?NOANYHKT "A" nyHKTa 23 MpaBun Hagnexallewn
KAUHUYECKON NPaKTUKK

3.18MoaTBepXxaeH N hakT NpenoCTaBfeHNS MCCeoBaTEN0 U MeQNLIMHCKOM OpraHu3aumm nNpoToKoa
KINMHNYeCKOro ncciegoBaHunsa un 6pOLIJ}0pr B TeKyLLl,eI7I penakunn 0o nognncaHma c Me,EI,I/ILI,VIHCKOI7I
opraHu3auunen LOrosopa Ha NPOBEAEHNE KIIMHUYECKOro NCCefoBaHMA?NYHKT 24 MpaBun Hagaexallen
KJVMHNYECKOWN NPaKTUKK

3.19Mony4eHo M NNCbMEHHOE corflacue NccsefoBaTens u YrnosHOMOYEHHOr o inla MeanULUHCKON
opraHusauum Ha:

npoBefeHne KJIMHNYEeCKOro ncciefoBaHna B COOTBETCTBUN C MPOTOKOJIOM, [MpaBunamMmn Hagnexatllen
KJUHUYECKON NpakTuKKn 1 TpeboBaHnamMn 3akoHofaTeNnbCcTBa Poccminckon deaepauun B cepe obpalleHuns
JIeKapCTBEHHbIX CPeACTB?MOANYHKT "a" NyHKTa 25 MpaBna Hagnexallen KIMHNYECKON NPaKTUKK
cobnofeHne npoLeaypbl perucTpaunm n NpeacTaBaeHnsa AaHHbIX KIMHUYECKOr0 CCNef0BaHNA?MOANYHKT
"6" nyHkTa 25 MNpaBun Hagexalwen KIMHNYECKON NPaKTUKN

npoBefieHne MOHUTOPUHIa 1 ayanTa?noanyHKT "B" nyHKTa 25 lMNpaBua Hagnexallen KInHn4Yeckom
NPaKTUKK

XpaHeHne OOKYMEHTOB, CBA3aHHbIX C NPOBeAeHNEeM KIMHUYECKOr0 nccnenoBaHns, 4o Tex nop, noka
OpraHM3aTop KAUHUYECKOro NCCNefoBaHNs He COOBLLMT nccaefoBaTenNo U MeAULUHCKON OpraHu3aLuy,
YTO AaHHble JOKYMEHTbI MOTYT BbITh YHUYTOXEHbI?NOANYHKT "r'" nyHKTa 25 MpaBua Hagnexallen
KJIMHUYECKOWN NPaKTUKK

3.203akn04eH an goroeop obsa3aTesIbHOro CTPaxoBaHUs pUcKa NPUYNHEHNS BPeaa XU3HU, 300PO0BbI0
nauMeHTa B pe3yJsibTaTe NPoBeAeHUSA KIIMHUYECKOro nccnegosaHna?yacTu 1, 14 ctaton 44 61-03 ;

NYHKT 26 MpaBui Hagnexalen KIMHNYECKON NPaKTUKu;

NyHKTbl 13(2) - 13(6), 15, 16, 18 Tunosbix Npasun 0653aTebHOr0 CTPAaxoBaHWS XNU3HN 1 300POBbS
nauneHTa, y4acTBytolero B KIMHNYeCKNX NCCiiefoBaHNAX JIEKAPCTBEHHOIO NpenapaTa And MmeagnynHCKoro
NpYMeHEeHNS

3.2106ecneyeHo in COOTBETCTBUE CPOKOB A0roBopa 0653aTeNIbHOr0 CTPaxoBaHNS XWU3HW U 300POBbS
naumveHTa, y4acTBYIOLLEro B KIIMHNYECKUX UCCNe0BaHNAX IeKapCTBEHHOr 0 npenapaTa, Cpokam
NpoBefeHNS KJIMHNYECKOro NCCae0BaHMA IeKapCTBEHHOro NpenapaTta 419 MeANLNHCKOro
npuMeHeHna?4acTb 7 cTaTbn 44 61-03

3.22[Mony4eHo 1 3aJOKYMEHTVUPOBAHO JK:

cornacue HIK Ha npoBeaeHme KINHNYECKOrO NCCNegoBaHMsa Ha 6a3e MeanLUNHCKON OpraHmM3aunn?nyHKT
27 MpaBni Hagnexallen KINHNYeCKON NpakTuKn

noaTeepXxaeHue Toro, 41o H3K B cBOEN AeATeNbHOCTU pyKOBOACTBYETCA [MpaBunaMu Hagaexallen
KJVHUYECKON NPaKTUKN?NYyHKT 27 MpaBuna Hagnexallen KJIMHUYECKON NPaKTUKM

3.23ccnenyeMble nekapCTBEHHbIE NpernapaThl, UCNoJib3yeMble NPy NpoBeaeHnn KINHNUYECKOro
nccnenoBaHua:

NpPOU3BeEHbI NI B COOTBETCTBMM C TpeboBaHUsAMU MpaBun Hagnexallen Npon3BoACTBEHHOW
npakTuKn?4acTb 18 ctatbn 5 61-03 ;

NyHKTbI 3, 29 MNpaBna Hagnexxalemn KINHNYECKON NMPaKTUKuy;

npunoxxeHue Ne 13 K MNpaBunam Hagnexallen npon3BoACTBEHHON NPaKTUKK

NUMEeIOT JIn COOTBETCTBYIOLLME MOKa3aTeNn KavyecTBa, XPaHATCSA U TPAHCNOPTUPYIOTCA B COOTBETCTBUN C
MpaBunnamun Hagnexxallen NPakTUKMN XpaHeHNs U NepeBO3KY JIekapCTBEHHbIX NpenapaToB?4yacTb 18 cTaTbu
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561-03;

NYHKTbI 3, 29 MpaBua Hagnexallen KIMHNYECKON NpakTruKky;

npunoxeHune Ne 13 K MNpaBunam Hagnexalen Npom3BoACTBEHHON MPaKTUKM

3aKOAMPOBaHbI U MapKMpPOBaHbl 1 B Lienigx obecnevyeHns MacKMpPoBKM?4acTb 18 cTtaTbn 5 61-03 ;
NYyHKTbI 3, 29 MNpaBun Hagnexalen KAMHNYECKON NMPaKTuKY;

npunoxeHune Ne 13 K MpaBniam Hagnexallen npon3BoACTBEHHON NPaKTUKN

3.24Ha nepBUYHYIO U/ BTOPUYHYIO YNAaKOBKY NEKapCTBEHHbIX NMpenapaToB, NpeAHasHayYeHHbIX 4s
KJIMHUYECKUX NCCNef0BaHNIA, HAHECEHbI N Haanucu: "Ona KNIMHUYECKUX nccnenoBaHnin"?4acTb 8 cTaTbh
46 61-03 ;

NYyHKT 29 MpaBua Hagnexalen KJIMHNYECKON NPaKTuKm

3.2506ecneyeHo i NpUMEHeHNe CUCTEMbl KOAMPOBAHUSA NCCI@AYEMOr0 IEKapCTBEHHOMO NpenapaTa,
BKJItOYalOLLEeN B cebs MexaHM3M, NO3BOIAOLWMNIA B SKCTPEHHBIX C/TyYasx 6bICTPO MAEHTUMMULMPOBATL
LaHHbIA NEeKapCTBEHHbIN NpenapaT, NPy 3TOM He A0NYyCKaloLLen BO3MOXXHOCTN HEe3aMeTHO PacKpbITh
koa?nyHKT 30 MpaBua Hagnexallen KIMHNYECKON NPaKTUKM

3.2606ecneyeHo 1 HamM4me NCCeayemMoro NeKapCTBEHHOro NpenapaTa B KOMYeCcTBe, Heobxoanmom ans
NpoBeAeHNs KIMHNYECKOro CCefoBaHnAa?NyHKT 32 MpaBua Hagnexallen KAMHNYeCcKon NpakTuKy

3.27ToaTBEPXXAEHO 1N KA4eCTBO NCCIeAyeMOro IeKapCTBEHHOro npenapaTta?nyHkT 32 Mpasun
Hag/exallen KNMHNYECKON NPaKTUKK

3.28JoKyMeHTUpyeTCs M MHhopMaLms o:

MOCTYMNJIEHUN UCCNIelyeMOro JIEKapCTBEHHOr0 npenapaTta B MeAULUUHCKUE opraHn3aunn?nyHKT 32 Mpasun
Hagnexallen KIMHNYECKON NPaKTUKN

0 BO3BpaTe NCCNedyeMOoro 1eKapCTBEHHOr0 NpenapaTa?nyHKT 32 MNpaBu Haanexxallemn KINHNYeCKon
NPaKTUKN

06 YHUYTOXKEHUN UCCAeayEeMOro SIeKapCTBEHHOro npenapaTta?nyHKT 32 MNpaBua Haglexallen
KJINHNYECKOWM MPaKTUKK

3.290cywwecTBAAETCA M NOCTOSHHAA OLeHKa 6e30nacHOCTW UccnenyemMoro 1eKkapCTBeHHOr 0
npenapaTta?nyHKT 32 MNpaBua Hagnexawen KANHNYeCKON NpakTUKu

3.3006ecneyeHo i yBeJOMJIEHNE BCEX BOBJIEYEHHbIX B MPOBEAEHNE KIMHUYECKOr0 NCCNea0BaHNS NUL, O
JaHHbIX, KOTOpble MOryT HebnaronpmnaTHO 0TPa3nTbCsA Ha Be3onacHOCTM NaunMeHToB?NYHKT 32 MpaBun
Hag/ieXallen KIMHNYECKON NPaKTUKn

3.3106ecneyeHo in cooblieHne 060 BCeX CePbE3HbIX N HEMPEABUAEHHbIX HEXENaTe IbHbIX PeakLusaxX:
BCEM BOBJIEYEHHBIM B MPOBELEHNE KJIMHNYECKOr0 NCCeOBaHUSA NNLAMMNYHKT 3 cTaTbk 64 61-03 ;
NyHKT 33 MpaBun Hagsexalwen KNINHNYECKON NPaKTUKN

depepansHOM cny>xbe Mo Haf30py B chepe 34paBOOXPaHEHNS Yepe3 ABTOMaTU3NPOBAHHYIO
NHOpPMaLMOHHYI0 cncTemy Poc3gpaBHag3opa AnMbo no 3eKTPOHHON noyTe
pharm@roszdravnadzor.ru?nyHkT 3 cTaTbn 64 61-03 ;

NyHKT 33 MpaBui Hagnexalen KIMHNYECKON NPaKTUKu;

noanyHKT "1" nyHKTa 6, NnyHKTbl 10, 11, 12 Mopsaka ocyLwecTBaeHnsa papMakoHaa3opa

3.3206ecneyeHo in npencTassieHne B Poc3gpaBHa30p Nepuoanyeckmx oT4eToB no 6e3onacHoCTu
nccnepyemoro/paspabatbiBaeMoro npenapaTta (ganee - POOB) B cooTBeTCTBMM C [NOpsaaKoM
ocyLecTBseHMa hapMakoHag3opa?nyHKT 33 MpaBua Hagnexallen KJIMHUYECKON NPaKTUKK,;
NognyHKT "3" NyHKTa 6, NYHKT NyHKTbI 12, 30, 31, 33 MNopsaka ocyLLecTBeHMa (hapMakoHag3opa

3.3306ecneyeHo nim coobuieHne B Poc3apaBHaA30p 0 eTalbHbIX U (UAKN) XKU3HEYTPOXKaOLWNX CEPbe3HbIX
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HenpeaBUAEHHbIX HeXeNaTesIbHbIX PeakLMaxX Ha UCCefyemblil B Xo4e KJIMHUYECKUX NCcaefoBaHni
NEeKapCTBEHHbIN NpenapaT, B CPOK He 6osiee 7 KaNneHAapHbIX AHEN (eCan MHOe He NpefyCMOTPEHO
0406pEeHHbIM NPOTOKOJIOM KJIMHMYECKOro UCCAefoBaHna)?nyHKT 22, 25 Mopsaaka ocyLeCcTBAEHNS
thapmakoHa3opa;

nyHKTbl 1.2.1, 1.3.1 MpunoxxeHus Ne 11 K MpaBunam Hagnexaluen KAMHu4eckom npaktukm EA3C

3.3406ecneyveHo nu coobuieHne B Poc3apaBHaA30p O CEPbE3HbIX HEMPEABUAEHHbIX HEXENAaTe bHbIX
peakumsax, 3a UCKI0YEHNEM PeaKLUIN, YKa3aHHbIX B CTPOKE 3.33 HACTOosLLLEero NpoBEPOYHOro JINCTa, B CPOK,
He npeBblWatowunn 15 KaneHgapHblx HeN?NyHKThI 23, 25 MNopagka ocywecTBieHUs apMakoHaa30pa
nyHkTbl 1.2.1, 1.3.1 MpunoxeHusa Ne 11 k MNpaBunam Hagaexalwen KnnHn4eckom npaktnkn EA3C

3.3506ecneveHo nn HanpasaeHne coobuieHnin B PoczgpaBHa3op 1 HIK 06 nHom nHopmaLmm no
6e30MacHOCTK, KOTOpPas MOXXET U3MEHATb OLLEHKY COOTHOLLEHWA Nob3a-puCcK NCCneayeMoro npenapaTa, B
CPOK, He NpeBblWwatowmin 15 KaneHgapHbliX AHEN?NYHKT 24 MNMopsaka ocyLwecTBeHna dapMakoHan3opa;
nyHKT 1.5 MpunoxeHns Ne 11 K MpaBunam Hagnexallen KAMHNYeCcKon npakTukm EA3C

3.3606ecne4yeHo nu NpoBeeHne MOHUTOPUHIA KIMHNYECKOr0 NCCIe0BaHNS B COOTBETCTBUN C
npoTokonom, COMamu, TpeboBaHMAMYN 3aKOHOAATENLCTBa Poccuinckon Pepepauun 06 obpalyeHnm
JIeKapCTBEHHbIX CPeACTB?NYHKT 34 MpaBun Hagnexallen KANHNYECKON NPakTuKu

3.37Ha3Ha4eHo am dusmnyeckoe nnuo, obnagatollee HayqyHbIMU U (MAK) CNeUnanbHbIMU 3HAHUAMN, A1
NpPoBeLEHNS MOHUTOPMHIA KIMHNUYECKOr0 NCCNefoBaHNA?NYHKT 34 MNpaBun Hagfexallen KInHN4eCckon
NPaKTUKK

3.38MMpoBeaeHne MOHUTOPUHIA KIIMHUYECKOr0 MCCNeaoBaHns obecnevymBaeT nu:

cobniogeHune COM opraHusaTopa KJAMHNMYECKOro NCCaeioBaHMS UK MPUBAEYEHHOIO UM IOPUANYECKOrO
MuanyHKT 34 MpaBua Hagnexallen KIMHNYEeCKON NPaKTUKK

NMPOBEPKY HaINYUs KBaANpUKaLUM UCCenoBaTeNs N PecypcoB MeANLIMHCKOW oOpraHu3aumm, HeobxoamMbix
AN19 NpOBeAeHMSA KIMHNYECKOro nccaenoBaHms, Bkatovasa nabopatopun, obopynosaHme u
nepcoHan?noanyHKT "6" nyHkTa 36 MNpaBun Hagnexallen KNIMHUYECKON NPaKTUKN

KOHTPOJIb Y4eTa, pacnpefeneHns n yCnoBuin XpaHeHNs MCCneayeMbix NpenapaToB?nognyHKT "B" NyHKTa 36
MpaBna Hagnexxalwemn KIMHNYECKON NMpakTUKn

KOHTpPOJIb COBIIOAEHUS NCCIef0BaTENIEM YTBEPXKAEHHOMO NPOTOKOIA U BCEX N3MEHEHUI K HEMY?MOAMNYHKT
"r'" nyHkTa 36 MpaBma Hagnexalen KINHNYECKON NPaKTUKK

KOHTPOJIb NOATBEPXKAEHNA haKTa NoJslyveHns 4o06poBONLHOrO MMCbMEHHOIO COTrIachs KaXaoro y4acTHuKa
KJIMHUYECKOr0 UCCIeL0BaHNA A0 HaYana ero y4acTus B KJIMHUYECKOM NCCNefoBaHUN?NOANYHKT 4" NyHKTa
36 lMpaBw/ Hagnexxallen KINHNYECKON MPaKTUKK

HaJMyne y nccaenoBaTens TekyLen pegakuum 6poLUtopbl, UHbIX JOKYMEHTOB W MaTepuanoB, HE06X0aMMbIX
A5 MPOBEAEHNS KIMHNYECKOr0o NCCef0BaHNA?NoANYyHKT "e" nyHkTa 36 MpaBuna Hagnexallen
KJIMHNYECKOWN NPaKTUKK

foBefeHmne o nccnegosatenet HeobxoanMMon 4Na NPoBeAeHNs KJIMHNYECKOro nccaenoBaHms
NHopMaLnn?NognyHKT "X" NyHKTa 36 lMNpaBna Hagnexxawen KINHNYECKON NpakTUKm

nposepky cobnogeHns nccnegoBaTenem Kputeprnes oTbopa Yy4aCTHUKOB KIANHNUYECKOTO
nccnenoBaHnA?noaAnyHKT "3" nyHKTa 36 MpaBun Hagexxalen KINHNYECKON NPaKTUKN

NPOBEPKY NMPaBUSILHOCTY, NOJIHOThLI U CPOKOB PErNCTPALMN AaHHbIX KJIMHUYECKOr0

", "K" nyHKTa 36 MpaBua Hagnexallen KINHNYECKON NpakTUKK

NpoBepKy Nopsaaka BefeHNs JOKYMEHTOB KJUHUYECKOro NCCefoBaHMA?NoANYHKT "n" nyHkTa 36 Mpasun
Hagnexxallen KIMHNYECKON NPaKTUKN

coobueHne nccneaoBaTento o0 Nobbix AONYLWEHHbIX B UHAUBUAYANbHON PErMcTPaLMOHHON KapTe ownbKax,
nponyckax n Hepa3bopumBbIX 3aNMCAX?NOANYHKT "n" nyHKTa 36 MNpaBuna Hagexallen KIMHNYeCKon
NPaKTUKN

nccnenoBaHNA?NoOANYHKThI "1
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KOHTPOJIb 3@ TEM, YTOObI UCNPaBAEHNS B MHANBUAYAJIbHON PErNMCTPALMOHHOM KapTe bbinn caenaHbl,
LaTUPOBaHbI, 06bACHEHbI 1 NOAMNMNCaHbI UCCNeA0BaTeNeM?NOANYHKT "n" nyHkTa 36 MpaBun Hagnexalleun
KJINHNYECKOW MPaKTUKK

cooblueHne uccneposaTtesnto 06 0TKIOHEHUsX OT NpoTokona, COIM opraHusaTopa, TpeboBaHuii MpaBun
HaZniexallen KIMHUYeCKor NpakTUKM 1 3aKoHohaTenbcTBa Poccuinckon ®epepaimm o6 obpalieHun
JIeKapCTBEHHbIX CPeACTB?NOANYHKT "M" nyHKTa 36 [MpaBua Hagnexallen KJIMHNYECKON NPaKTUKM
NPUHATUE Mep N0 YCTPaAHEHMWIO N HEAOMYLLEHUIO MOBTOPEHMS OTKIOHEHUI OT npoTokona, COM
opraHmnsaTopa, TpeboBaHui MpaBua HagaeXxallen KINHNYECKON NPaKTUKK 1 3aKOHOO4aTEeNbCTBA
Poccuiickon ®epepaummn o6 obpalleHnn nekapCTBEHHbIX CPeACTB?NOANYHKT "M" nyHKTa 36 Mpasun
HaZfiexxallen KIMHNYeCKOW NPaKkTUKM

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 MPaKTuKM

3.40Conep)xaHne 0THETOB MO MOHUTOPUHTY KIVMHUYECKOr0 MCCNeaoBaHNs COOTBETCTBYET /M TpeboBaHMAM
MpaBna Hagfexallen KIMHNYECKOW NPakTUKM?NyHKT 37 MNpaBuna Hagexallen KNMHNYeCKOW NPakTUKK

3.410cyWwecTBASETCS NN HE3aBUCMMAs OT MOHUTOPUHIA OLleHKa COOTBETCTBMS MPOBOAMMOI0
KJMHNYECKOro nccnenoBaHuns npotokony, COM opraHusaTopa, TpeboBaHNAM 3aKOHOLATENbCTBA
Poccuinckon ®egepaumm 06 obpallleHnn nekapCcTBEHHbIX CPeACTB (fanee - ayanT KJIMHWYECKOro
nccnenoBaHns)?nNyHKT 38 MNpaBun Hagfiexalwen KIMHNYECKON NPaKTUKN

3.42ﬂ,)‘|ﬂ npoeefeHnda ayanTa KIMHNYEeCKOro nccnegoBaHma HasHa4eHbl Jn KBaJ'IVI(DVILI,I/IpOBaHHbIe,
He3aBNCKMble OT BCEX CYOHbEKTOB KINHNYECKOro NCCef0BaHNA iMLa, UMEIOLLME ONbIT MPOBEAEHUS
ayanToB?NyHKT 38 MMpaBua Hagnexallen KJIMHNYECKON NPaKTUKM

3.430praHn3aTopoM KANHNYECKOro NCCNef0BaHNS YTBEPXKAEH N NaH 1 06beM ayanTa KAUHNYECKOro
nccnenoBaHnA?nyHKT 38 MNpaBun Hagnexallen KIMHUYeCKoW NpakTUKm

3.4406ecneyeHo v NpekpaLleHne y4acTusa B KIMHUYECKOM UCCeN0BaHNN UCCNenoBaTENS U MEANLUHCKON
opraHu3auun, B 4eATENIbHOCTI KOTOPbIX 0OHapy>XKeHbl CEPbE3HbIE 1 (MAKN) MOBTOPSAOLWMECS CyYaun
Hecobat0aeHNa yCTaHOBEHHbIX TpeboBaHMI K MPOBEAEHMNIO KJIMHNYECKOr0 NCCAefoBaHNA?NYHKT 39
MpaBuna Hagnexallen KIMHNYECKOM NPakTuKK

3.4506ecneyeHo N1 BHECEHME N3MEHEHUI B MPOTOKO KUHUYECKOro NCCNef0BaHUS B CnyYae
obHapy>XeHnsa cepbe3HbIX 1 (UAK) NMOBTOPSAIOLLINXCA CyYaeB HecobtogeHNsA yCTaHOBAEHHbIX TpeboBaHUN K
NPOBeLEHMIO KJIMHNYECKOro nccinefoBaHna?nyHKT 39 Mpasui Hagnexallen KINHNYECKON NpakTuKu

3.4606ecneyeHa Jin BO3MOXXHOCTb MPUHATUS PELLEHNS 0 MPUOCTAHOBAEHUN UK MPEKpaLLEHUN
KJIMHNYECKOr0 NCC/Ie00BaHNA JIEKAPCTBEHHOMO NpenapaTa 419 MeAUNLIMHCKOr0 MPUMEHEHMNS B C/lyYae
BO3HMKHOBEHMSA OMACHOCTM A5 XXU3HWU, 300POBbS NaLMeHTa (NaLneHTOoB), y4acTBYOLWEro (y4acTBYOLWNX) B
KJIMHNYECKOM nccnegoBaHnm?yacTb 6 ctaTtbn 40 61-03

3.47MncbMeHHoe coobLieHne 0 3aBepLleH, NMPUOCTAHOBIEHUN UW NPEKPALLLEHNIN KIIMHUYECKOr O
nccnepoBaHMs HanpasneHo v B MMH3ApaB Poccum B CPOK, He MpeBbILLaoLWLniA NaTn paboyvnx gHen Co AHS
3aBeplueHnsa?HacTn 6, 7 ctaton 40 61-03 ;

NyHKT 40 MpaBui Hagnexallen KIMHNYECKON NPakTuKm

3.48MMpwn NnpoBeAeHNN MHOTOLLEHTPOBLIX KINMHUYECKMX NCCNefoBaHMin obecneyeHo nu:

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

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru CTp. 68 n3 74



pa3paboTka MHANBUAYAJIbHBIX PEFUCTPALIMOHHBIX KapT, MO3BOSIAOLWMX cobpaTh TpebyeMble faHHbIE U3
BCEX MEeAMLMHCKUX opraHm3auun?loanyHkT "6" nyHkTa 41 MpaBun Hagnexxalen KIMHNYECKON NPaKTUKN
LOKYMEHTaNIbHOE 3aKpenseHune npas 1 0653aHHOCTEN MeQULMHCKNX OpraHn3aunii n
nccneposatenen?foanyHKT "B" nyHkTa 41 MpaBua Hagnexallen KIMHUYECKON NPaKTUKK
npegocTaBieHne MeAULMHCKUM OpraHu3aumam n uccnegosatensaMm npotokona, COM opraHusaTopa,
WHCTPYKLUMW NO 3aNOJHEHNIO UHOANBUAYANbHBIX PErUCTPaLNOHHBIX KapT 40 Havana KANHUYEeCKOro
nccnepoBaHna?MoanyHKT "B" nyHKTa 41 MNpaBun Haanexallen KINHNYECKON NpakTUKK

3.49MoaTBEPXAEH NN (haKT NpeacTaBAEHNS B TPEXMECAYHbIN CPOK OTYETa 0 pesy/ibTaTaxX KIMHUYECKOro
nccnepnosaHns B MuHsgpas Poccnn?nyHkThl 9, 61 MpaBun Hagiexxalwen KNIMHNYECKON NPaKTUKN

YyacTb 11 ctaTtbn 40 61-03

4. OpraHun3sauuns paboTel nccnenoBaTens

4.1PykoBOAMTENIEM MEANLIMHCKON OpraHnsaumnm obecnevyeHo nu:

Ha3Ha4yeHne 0TBETCTBEHHOIO NCCNIeA0BaTENS, MMetoLWero nevebHyto cneumanbHOCTb, COOTBETCTBYIOLLYIO
NPOBOAUMOMY KJIMHUYECKOMY NCCNEAOBAHUIO, CO CTaXKeM paboTbl MO NpPorpaMmaM KJIMHNYECKUX
nccienoBaHW He MeHee YeM Tpu roga?yacTb 1 ctatbmn 40 61-03

NyHKT 42 MpaBun Hagsexalwen KNINHNYECKON NPaKTUKN

Ha3Ha4vyeHue conccnenoBaTesien U3 Yucsia Bpayven 3Ton MeaNLNHCKON opraHn3aumm?yacts 1 ctaTtom 40 61-
®3;

NYHKT 42 MpaBun Hagaexawen KNINHNYECKON NPaKTUKn

coobleHne B YNOJHOMOYEHHbIV hefepasibHbI OpraH NCMOAHUTENbHOWN BNaCTU, BbiAABLUMIA pa3peLleHne Ha
npoBefeHne KIMHNYECKOro NCCnefoBaHus, 0 Havane KJIMHUYeCKoro UccsieloBaHns, B CPOK, He
npesbilaloWmin Tpex paboynx gHen co OHS Havana NPoBeAEHNS TakKoro nccnenoBaHMa?4acTb 3.1 cTaTbu
40 61-03

NPUHATME PELLEHNS O NPUOCTAHOBIEHNN KIIMHMNYECKOr0 NCCNef0BaHNS NeKapCTBEHHOMO NpenapaTa Ha
6aze yypexxaeHuns, B Ciy4ae BO3HUKHOBEHMNSA OMACHOCTU S XXU3HW, 340POBbA NaUneHTa, Y4aCTBYIOLWEro B
KJIMHNYECKOM NCCnefoBaHnn?y4acTb 6 ctaTomn 40 61-03 ;

NyHKT 58 MpaBua Hagnexalwen KJIMHNYECKON MPaKTUKM

4.206ecney4yeHo 1 NOATBEPXKAEHO S O3HAKOMJIEHWE NCCiefoBaTeNs U couccneoBaTenei:

C pe3ynbTaTaMun AOKJIMHMYECKOro UCcneoBaHNA UCCelyeMoro JieKapCTBEHHOro npenapaTa, akTyasbHOW
Bepcuen bpowtopbl nccnegoBaTensa?yacts 3 ctaTbn 40 61-03 ;

NyHKT 43 MpaBun HagexXxalwen KNINHNYECKON NPaKTUKN

NPOTOKOJIOM KJIMHUYECKOro UCCieloBaHMA JIeKapCTBEHHOro npenapata?yactb 3 cTaTbn 40 61-03 ;

NYHKT 43 MpaBua Hag exallen KIMHNYECKON NPaKTuKm

OOKYMeHTaMn N JaHHbIMWA, UMeLWWMK OTHOLLEHWE K NpoBedEHNO KITMHNYECKOro VICCJ'IeJJ,OBaHI/IH?HaCTb 3
ctaton 40 61-03 ;

NyHKT 43 MpaBun HagsexXalwen KNINHNYECKON NPaKTUKN

4.30cyuwiecTBneH i 0TOOp NaLMEHTOB - YH4aCTHMKOB KIIMHWUYECKOr0 UCCNe0BaHNA, KOTOpLIE Mo
MeLMLMHCKMM NOoKa3aHWaM MOryT 6biTb MPUBAEYEHbl K Y4acTUI0 B KIIMHUYECKOM 1CCiefoBaHnm
JIeKapCTBEHHOro npenapaTta?yacts 2 ctatbn 40 61-03 ;
NYHKT 44 MpaBun Hagnexxallen KIMHNYeCKON NpakTuku

4.406ecne4yeHo 1M 0KazaHne MeanLMHCKON MOMOLLM YHaCTHUKaM KAMHUYECKOro nccnenoBaHns
JleKapCTBEHHOr0 npenapaTta?yacTb 2 cTaTbn 98 323-03 ;

YyacTb 2 cTaTbn 40 61-03 ;

NyHKT 44 MNpaBun HageXxalwen KNINHNYECKON NPaKTUKN

4.5/ccnepoBaTenb pacnonaraeT Jin pecypcaMm, HeobxoaMMbIMU N5 NPOBEAEHNS KINHNYECKOr o
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nccnenoBaHus, BKoYas nabopatopun, obopyaoBaHmne 1 nepcoHan?nyHKT 46 MpaBun Hagnexallen
KJIMHUYECKOWN NPaKTUKK

4.606ecne4yeHO 1 yBeAOMIEHNE NeYallX Bpayen Y4aCcTHUKOB KJIMHUYECKOro nccaenosaHms 06 yyactum
NocnegHnX B KIMHNYECKOM NCCNeaoBaHUN?NYHKT 47 lMNpaBua Hagnexxalen KINHNYeCKON NpakTukn

4.706ecneyeHo nn cobogeHne NpoToKoIa KAMHUYECKOro UcciefoBaHna?nyHkTol 3, 7, 48, 50 Mpasun
Hagexallen KIMHNYeCKON NpakTuKu

4.8Bce OTKJIOHEHUA OT NPOTOKOa KJIMHNYECKOro nccnefoBaHns ohopMaeHbl in nccinepoBaTesieM
LOKYMEHTaNIbHO?MYHKT 48 lNpaBun Haanexallen KINHAYeCKON NpakTUKu

4.906ecne4yeHO M HanpaBaeHNe OpraHN3aTopy KANHUYECKOro NCCef0BaHMA COrnacoBaHms BCex
OTKJIOHEHW OT NMPOTOKOJIa KJIMHNYECKOr0 NCCNefoBaHNA?NYHKT 48 MNpaBun Hagnexalen KInHNYeCcKon
NPaKTUKN

4.10WccnepnosaTtens nponHpopmmposas im HI3K o:

OTKJIOHEHMSX OT MPOTOKOa UM U3MEHEHNAX NMPOTOKOJIA KJIMHUYECKOr0 NCCNefOoBaHNATNYHKT 48,
NOANYHKT "a" nyHKTa 49 MNpaBun Hagnexallen KIMHNYECKOW NPakTUKK

BCEX M3MEHEHUAX, HenoCcpeaCcTBEHHO BANSIOWNX Ha MPOBELEHNE KIIMHNYECKOro NCCcefoBaHuns u (nam)
YBEJINYMBAIOLLMX PUCK MPU YHACTUN B KIMHUYECKOM MCCNefoBaHNU?noanyHKT "6" nyHkTa 49 Mpasun
Hagaexxallen KINHNYECKON NPaKTMKN

BCEX HeXenaTesibHbIX peakumsax Ha NCCefyeMblil IeKapCTBEHHbIN NpenapaT, KOTopble ABAAITCA
OLHOBPEMEHHO Cepbe3HbIMU U HENpeaBMAEHHbIMU?NOANYHKT "B" NyHKTa 49 lNpaBun Hagnexallen
KJMHUYECKON NPaKTUKK

HOBbIX JaHHbIX, KOTOPble MOryT CBUAETE/IbCTBOBAaTL O BO3PacTaHUN PUCKa A9 Y4aCTHUKOB KJNHNYECKOro
nccnenoBaHuUs UM MoryT HebnaronpUsTHO NOBAUSATL Ha XO4 KJIMHWYECKOro UCCaenoBaHNAa?NoaAnyHKT "r"
nyHKTa 49 MNMpaBun Hagnexallen KINHNYEeCKON NpakTUKK

4.1106ecneyeHo 1 NpMMEHEHNE YHaCTHUKAMUN KJIMHNYECKOro NCCieloBaHNs Nccaenyemblx
JIeKapCTBEHHbIX MpenapaToB B COOTBETCTBMM C MPOTOKOAOM?NYHKThI 3, 50 MpaBun Hagnexalen
KJIMHUYECKOWN NPaKTUKK

4.1206ecneyeHo nn cobnogeHne npeaycMoTPEHHON NPOTOKOOM METOAUKM paHAOMU3aLMN?NYHKT 50
MpaBna HagneXxalwen KINHNYECKON NPakTUKn

4.13PacKpbITe NN PaH4OMM3aLMOHHOIO KOL4a OCYLLECTBASETCS /1M TOJIbKO B COOTBETCTBUN C
NpoTOKOIOM?NYHKT 50 MpaBna Hagnexalen KANHNYECKON NPaKTUKK

4.14Co06LLeH0 1 NpeXXaeBpPeEMEHHOE PaCcKPbITME KoAa NCCNeQyeMbIX JIEKapPCTBEHHbIX NPenapaToB
opraHmM3aTopy KJANHUYECKOro nccnegoBaHma?nyHKT 50 MpaBun Hagfexalwen KIMHNYECKON NPaKTUKN

4.1506ecneyeH 1 3aA0KYMEHTMPOBAH N YHET UCCNeaYyEMbIX IeEKapCTBEHHbIX NpenapaToB U (1an)
npenapaToB CpaBHEHWA NOCPEeACTBOM BeEHNS yyYeTa UX:

NoCTynAeHnA?nyHKT 51 MpaBun Hagnexallen KNIMHNYeCKONn NpakTUKK

thakTuyeckoro HaaMuMA?NyHKT 51 MpaBua Hagnexallen KIMHNYECKON NPaKTUKK

KOJIN4eCTBa NCMOJIb30BaHMA KaXKAblM Y4aCTHUKOM KJIMHUYECKOr0 CCenoBaHnA?nyHKT 51 Mpasun
Hagaexxallen KIMHNYECKON NPaKTUKN

YHUYTOXEHMATNYHKT 51 MpaBun Hagfexalwen KNINHNYECKON NPaKTUKN

BO3BpaTa OpraHM3aTopy KAMHWYECKOro uccnenoBaHna?nyHKT 51 MpaBua Hagnexallen KIMHnYecKkom
NpaKkTUKK

4.1606ecneyeHo N BeLEHNE 3aMnCe Mo y4eTy UCCAefyeMblX IEKAPCTBEHHbIX MPenapaToB U (1an)
npenapaToB CPaBHEHMS B COOTBETCTBMU C TpeboBaHUsMU MpaBua Hagaexallen KAnHu4eckon
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NPaKTUKN?NYHKT 51 MpaBuna Hagnexallen KJIMHNYECKON NPaKTUKK

4.1706ecneyvyeHo nn BefeHNE 3aNnCeN, NOATBEPXKAAOLNX, YTO YHACTHUKN KINHUYECKOr0 NCCIef0BaHUS
noslyvann nccnegyemble leKkapCcTBEHHbIE NpenapaThl U (1an) npenapaTbl CPaBHEHNS B A03aX U
KoJinm4yecTBax, NpeayCcMOTPEHHbIX MPOTOKOIOM KJNHUYECKOro NCCNef0BaHNA?NYHKT 51 MNpasun
Hagnexallen KIMHNYECKON NPaKTUKN

4.18Y4aCTHUK KINHNYECKOrO NCCAeA0BaHNA (MAaLMEHT) NN ero 3aKOHHbIN NpeacTaBUTeNb MHDOPMMpPYETCS
JIV ©ccnepoBaTesieM 0 CefytoLem:

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

yyacTume B KJIMHNYECKOM NCCef0BaHMMN ABNSETCA 4oOpoBObHLIM?YacTb 1 cTaTbn 43 61-03 ;

NOANYHKT "a" nyHkTa 52 MpaBna Hagnexxalen KINHNYECKON NPaKTUKK

CYLLEeCTBYET BO3MOXXHOCTb 0TKa3aTbCs OT Y4acTMs B KINHNYECKOM NCCIeA0BaHMKN Ha ntobon cTagun
NpoBeLEeHNA TaKoro ncciefoBaHna?y4acTb 4 ctaton 43 61-03 ;

NoANyHKT "a" nyHKTa 52 lMNpaBua Haanexalwen KINHNYECKON NMPakTUKn

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

noanyHKT "6" nyHkTa 52 MpaBui Haanexxallen KINHNYECKON MPaKTUKK

NPOSO/MKNUTENBHOCTU KJIMHUYECKOr0 NCCNedoBaHUA?NYHKT 4 YyacTu 2 cTaTbn 43 61-03 ;

NOANYHKT "6" nyHKTa 52 MNpaBun Hafnexallen KIMHNYEeCKON NpakTUKK

npubAN3NTENBHOM KOJIMYECTBE YHaCTHMKOB?MOANYHKT "6" nyHKTa 52 MpaBun Haanexallen KINHNYeCKon
NPaKTUKN

BapuaHTax fieyeHuns B NpoLecce KJIMHNYECKOro NccaefoBaHnsa U BEPOATHOCTU CAy4YalHOro pacnpeneneHuns
B OAHY W3 rpynn nevyeHnsa?nyHKT 3 4actn 2 ctaTbh 43 61-03 ;

NoANyHKT "B" NyHKTa 52 MpaBun Hagnexallen KANHNYECKON NpaKkTUKu

npouenypax KJMHMYeCKoro nccaefoBaHuns, BK4Yasa BCe NHBA3MBHbIE NpoLeaypbI?noAnyHKT "r" nyHKTa 52
MpaBna Hagfexallen KIMHNYECKOM MPaKTUKM

0053aHHOCTAX YH4aCTHMKA KIMHUYECKOr0 NCCNeaoBaHNSA?NYHKT 5 YacTn 2 cTaTbk 43 61-03 ;

noanyHKT "a" nyHkTa 52 MNpaBua Haanexallen KANHNYECKON NpaKTUKK

0XUWAaeMbIX pUCKax n (uan) nonb3e N8 yH4acTHUKA KIMHUYECKOr0 MCCnefoBaHns, B TOM Yyucne ans
3MbBpnoHa, Nnoda unm rpyaHoro pebeHka?nyHKT 2 4acTu 2 cTaTbh 43 61-03 ;

NOANYHKT "e" nyHKTa 52 MNpaBun Hafnexallen KIMHNYEeCKO MpakTUKK

WHbIX, MOMUMO NPEAYCMOTPEHHbIX MPOTOKOIOM, NpoLeaypax Uin MeTOAAX JIeYEHNS, KOTOpbIe MOTyT ObITb
LOCTYMHbl YH4aCTHUKY KJIMHNYECKOro UCCNe0BaHUATIYHKT 2 4acTu 2 cTaTbh 43 61-03 ;

noanyHKT X" NyHKTa 52 MpaBun Hagsexalen KNINHNYECKON NPaKTUKN

KoMMeHcaumm n (nnn) ne4yeHnn, GOCTYNHOM YHACTHUKY KJIMHUYECKOr0 UCCIe0BaHUA B C/lyvae NPUYNHEHNS
Bpefa ero 340poBbi0 B pe3ysibTaTe y4acTUs B KJIMHUYECKOM NUCCNef0BaHUN?MIYHKT 6 YacTu 2 ctaTbh 43 61-
®3;

NOANYHKT "3" nyHKTa 52 MpaBun Hagnexallen KANHNYECKON NpakTUKy

MIAHNUPYEMbIX BblIMiaTax y4aCTHUKY KJIMHUYECKOro UCC/IeJOBaHNA 3a ero y4yacTue B KIIMHUYECKOM
nccnenoBaHMM?NoanyHKT "n" NyHKTa 52 MNpaBua Haanexallen KANHNYECKON NpakKTUKn

MIAHUPYEMbBIX pacxoax y4acTHUKa KIMHUYECKOro NCCNefoBaHus, CBA3AaHHbIX C ero y4acTMeEM B
KJVMHUYECKOM NCCNefoBaHNN?NOANYHKT "K" NyHKTa 52 MpaBun Hagaexalwen KINHNYECKON NPaKTUKn

0 TOM, 4TO MoAnucaHne NHHOPMaLIMOHHOIO JINCTKA NaU/eHTa CO CTOPOHbI YHaCTHUKA KJIIMHUYECKOro
nccnefoBaHNs UM ero 3aKOHHOro NpeacTaBuTend, faeT paspeLlleHne Ha JOCTYN Ly, Ha3HavYeHHOMY Anid
NpoBeLEeHNS MOHUTOPMHIA, ayAUTOPOB, HE3ABUCUMbIX 3TUYECKUX KOMUTETOB, YNOJHOMOYEHHbIX OPraHoB K
MeLNLMHCKUM 3arncam y4aCcTHMUKA KIMHUYECKOro NCcnefoBaHna?noanyHKT "n" nyHkTa 52 Mpasun
Hag/exallen KNMHNYECKON NPaKTUKK

0 TOM, YTO 3aMnCK, UAEHTUPULMPYIOLLNE YHaCTHUKA KIMHNYECKOrO NCCIeA0BaHUSA, XPaHATCA B TallHe,
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pacKpbITME UX JOMYCKAETCs B COOTBETCTBUN C 3aKOHOAATELCTBOM Poccuiickon ®degepaunn?nyHKT 7 4acTu
2 CTaTbn 43 61-03 ;

NOANYHKT "M" NyHKTa 52 MNpaBuna Hag/iexallen KIMHNYeCKOW NPakTUKK

YCJI0BUSIX 03HAKOMJIEHMS C HOBOW MHPopMaLmein, CNoCcobHOM NOBAUSATL Ha »XXeNaHWe NPoAo/KaTb yvacTume
B KJIMHNYECKOM NCCAef0BaHMM?NOANYHKT "H" NyHKTa 52 MNpaBua Hagnexallen KNIMHNYeCKon NpakTUKn
JIMLax, K KOTOPbIM MOXXHO 0BpaTUTLCS A5 NOJYYEHUS AOMONHUTENbHON NHMOPMALIUK O KNTMHUYECKOM
nccnenoBaHnn, 1 nNpaBax y4aCTHUKOB KJIMHUYECKOrO UCCNe0BaHNA?NOANYHKT "0" nyHKTa 52 MNpasun
Hag/ieXallen KIMHNYECKON NPaKTUKn

0 BO3MOXXHbIX 06CTOATENLCTBAX U (MN) NPUYNHAX, MO KOTOPBIM yYacTue LA B KIIMHUYECKOM
nccnenoBaHum MoxeT BbITb MpeKpalleHo?NoANYHKT "n" NyHKTa 52 MNpaBuna Haglexallen KNMHNYeCcKowm
NPaKTUKK

060 BCEX N3MEHEHMAX B OKYMEHTaX U AaHHbIX KJIMHNYECKOro NCCieoBaHMs, KacaloLnxcs ero y4actms B
KJVHUYECKOM NCCNeaoBaHnN?NyHKT 55 MpaBua Hagnexallen KJIMHNYECKON NPaKTUKK

4.193acduKkcnpoBaH nn hakT NPegocTaBiAeHNs YYaCTHUKY KIMHNYECKOro NccnegoBaHma u (nnam) ero
3aKOHHOMY NpeACTaBUTENO BPEMEHN NS MPUHATUSA pelleHns 06 y4acTum nam oTkase oT y4acTus B
KJIMHWYECKOM MCCNefoBaHMK nepen noJly4eHneM NHPOPMMPOBAHHOIO cornacnsa?nyHkT 54 Mpasun
Hagnexallen KIMHNYECKON NPaKTUKN

4.2006ecneyeHo 1 NpefocTaBleHNE YYaCTHUKY KIMHWYECKOro UCCIef0BaHNs 1 (MaK) ero 3aKkOHHOMY
NpeacTaBUTENIO NMOAMNWCAHHOMO U AAaTUPOBAHHOMO 3K3eMMspa MH(OPMALIMOHHOI O IMCTKA NauneHTa
nepej BKJIIOYEHUEM €ro B KIMHNYECKOE UCCAef0BaHNe?nyHKT 55 MpaBua Haaaexallen KAnHUYeckon
NpPaKTnKM

4.2106ecne4yeHo A noagnucaHne NHMOPMUPOBAHHOIO INCTKA MNaLMEHTa KaXAbIM Y4aCTHUKOM
KAUHUYECKOro nccnefoBaHns nnbo ero 3akOHHbIM NpeacTaBMTeNIeM A0 HaYasla NpoBefeHMs Takoro
nccnenoBaHMa?yHacTb 3 ctatbmn 43 61-03

NyHKTbI 4, 55 MpaBun Hagnexalyen KAMHNYECKOW NPakTUKK

4.22B cnyvae y4yacTusi B Ka4ecTBe NalWeHTOoB AeTell obecrnevyeHo an nosyyeHne NMCbMeHHOro Cornacus nux
poaunTenen/ycelHoBUTENen?4acTb 5 ctaton 43 61-03 ;
YyacTb 2 cTaTby 20 323-03

4.23Y4aCTHUKaMWN KJIMHNYECKOro NCCef0BaHMA He ABAATCS NN NaUNeHTbI, OTHOCALLMECS K KaTeropmsam
rpakaaH, 0603Ha4eHHbIM YacTbto 6 cTaTbh 43 61-®3 ?4acTb 6 cTaTbh 43 61-O3

4.240praHn3aTopy KJMHUYECKOro nccnefoBaHns cooblaeTcs M 060 BCeX Cepbe3HbIX HexXenaTeNbHbIX
peakuusX, 3a NCKJII0YEHNEM TeX, KOTOpPbIe B MPOTOKOJIEe 1K B bpolutope onpefesneHbl Kak He Tpebytolne
HemMeaJIEHHOro coobLLeHNs B yCTaHOBJIEHHbIE MPOTOKOJIOM CPOKM?MYHKT 56 MpaBui Haaaexallen
KJIMHNYECKON NPaKTUKK

4.2506ecneyveHo v npeaocTaB/ieHNe OpraHM3aTopy KJMHMYECKOro UccaenoBaHnsa noapobHoro
NMUCbMEHHOI0 0TYETa 0 CEPbE3HbIX HEXeNnaTesbHbIX PeakUnAX?nyHKT 56 MNpaBun Hagnexxalen
KJINHNYECKOW MPaKTUNKK

4.2606ecneyvyeHo v NpeaoCcTaB/ieHNe Mo 3anpocy opraHM3aTopa KJIMHWYECKoro uccnenosaHus, HIK,
MuHnCcTepcTBa 34paBooxpaHeHns Poccninckon Pepepaunn n (unn) PepgepanbHon cny>xbbl Mo Hag3opy B
chepe 3apaBooxpaHeHns n1obon 4ONOAHNTENbHON MHOPMaL MM OTHOCUTENBHO C/y4as CMepPTU yHaCTHUKaA
KJIMHNYECKOro nccaefoBaHns, B TOM YMC/ie NPOTOKOJa BCKPbITUA Y MOCMEPTHOr0 3NUKPM3a?nyHKT 57
MpaBna Hagfexallen KIMHNYECKOM NPaKTUKM

4.2706ecne4vyeHo N1 MHPOPMUPOBAHNE PYKOBOAMTENS MEANLIMHCKON OpraHmn3aLmMm n opraHnsaTtopa
KJIMHUYECKOr0 UCCe0BaHNA B CJly4ae BO3HUKHOBEHMSA OMACHOCTMW A5 XXU3HU, 340PpOBbS yYaCTHMKA
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KJIMHNYECKOro nccnenoBaHuns, B TedeHme 24 yacoB?4actb 6 ctaTbn 40 61-93;
NyHKT 58 MpaBu Hagnexallen KIMHNYECKOM NPakTuKm

4.28B cnyyae LOCPOYHOr0 NpekpaLLeHns KIMHUYECKOro NccnefoBaHna Unmn ero NpuoCcTaHoBEHUA
obecneyeHo M He3aMeaanTeNbHOe NHPOPMUPOBaAHME NCCenoBaTeNeM U (Un) MeanLMHCKON
OopraHu3aunen y4acTHUKOB KJINHUYECKOro NCCNef0BaHUs, NpeaocTaBaeHne MM HeobxoamMmMoro
HabnoaoeHns n nevyeHnA?nyHKT 58 MpaBuna HagneXallen KIMHUYECKON NPaKTUKM

4.29B cnyvae [OCPOYHOro rnpekpaeHns KIMHNYeCKoro nccnefoBaHns uam ero npuocTaHoBIeHNS
obecneyeHo M He3aMeganTeNbHOe NHPOPMUPOBaHME NccaenoBaTenem u (Man) MegnLMHCKON
opraHm3auwnen opraHusaTtopa u HOK ¢ npegocTaBneHnemM nogpobHOro MMCbMEHHOro 06 bSCHEHNS MPUYMH
NPUOCTAHOBMIEHNSA UK MPeKpaLLEeHNa KIMHNYECKOr0 UCCefoBaHNA?NYHKT 58 MpaBun Hagnexallen
KJINHNYECKOW MPaKTUKK

4.3006ecneyvyeHo v NOSHOE U OCTOBEPHOE BefeHNe BCcex 6e3 NCKIYEHNS JOKYMEHTOB KJINHUYECKOr 0
nccnenoBaHMA?NyHKT 59 MpaBua Hagnexalen KIMHNYECKON NPakTuKM

4.3106ecney4yeHo N XxpaHeHNe OOKYMEHTOB KANHNYECKOr0 NCCefoBaHNA?NyHKT 60 MNpaBun Hagnexatllen
KJVMHUYECKOWN NPaKTUKN

4.32WccnenoBaTent NPOMHGMOPMUPOBAJ S PYKOBOAUTENA MESULIMHCKON OpraHn3aumm o 3aBepLUeHnm
KJINHNYECKOro nccaenoBaHna?nyHKT 61 MpaBua Hagnexalen KAMHNYECKON NPaKkTUKK

4.33WccnenoBaTens NpeacTaBul M opraHnM3aTopy nccnenosaHns n H9K noaroToBAeHHbIN UM B
COOTBETCTBUU C NyHKTOM 9 MpaBun Hagnexxallen KINHNYECKON NPAKTUKN OTHET O 3aBEPLLEHUN
KJIVMHNYECKOr0 NCCNenoBaHNA?NYHKT 61 MpaBua Hagnexallen KIMHNYECKOW NPaKTUKM

4.3406ecneyqyeHo 1 NpoBeeHNE KINHNUYECKOT0 NCCe0BaHNSs IeKapCTBEHHOrO NpenapaTa B
COOTBETCTBUM C [paBrnnaMn Hagnexallen KNMHNYECKON NpakTuKK 1 TpeboBaHUAMMN 3aKOHOAaTENbCTBA
Poccninckon ®egepaunmn B cpepe obpalleHns nekapCTBEHHbIX CPeacTB?4acTb 1 cTaTby 38, yacTb 12
cTtatbn 40 61-03 ;

NyHKT 45 MpaBua Hagnexalen KIMHNYECKON NPakTuKm

4. Bug KOHTPOALHOro (Hag30pHOr0) MeEPONPUATUS:

5. [laTa 3anosiIHeHNs NPOBEPOYHOro JINCTa:

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

7. ®aMunus, UM 1 0TYECTBO (MPU HAUYMK) TPaXKAaHUHA WAV UHAMBUAYALHOMO NPeanpuHUMaTens, ero
NAEHTUMDUKALMOHHBIA HOMEP HANIOroNAaTENbLLMKA W (M) OCHOBHOW roCyapCTBEHHbIN PErnCTPaLIMOHHBI
HOMEpP WHAUBWAYaNbLHOrO NPeanpUHUMaTENS, aApec PerucTpauun rpaxxaaHnuHa UM UHANBUAYabHOr0
npeanpuHUMaTens, HaMeHOBaHUe IOPULNYECKOro MLA, ero MAEHTUMUKALMOHHBIA HOMep
HasorornaTenblivka U (UIM) OCHOBHOW roCyIapCTBEHHBIN PErMCTPALIMOHHLIA HOMEP, aApec PUANYECKOro
nnua (ero punmanos, NpeacTaBUTENbCTB, 000COBEHHbBIX CTPYKTYPHbIX NMOAPA3AENIEHWNIA), ABNSIOLWNXCS
KOHTPOIMPYEMbIMU NINLLAMU:

8. MecTo (MecTa) NnpoBeAeHNa KOHTPOJIbHOIO (Ha430PHOIr0) MEPONPUATMSA C 3aN0IHEHNEM NPOBEPOYHOr 0
JincTa:

9. PeKBM3UThI PELLEHNSt KOHTPOJILHOIO (HaA30PHOM0) OpraHa O NPOBEEHNN KOHTPOJILHOMO (Haa30pPHOM0)
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MEepONpPUATNS, NOANUCAHHOTO YMOJHOMOYEHHBLIM JO/IKHOCTHBLIM JINLOM KOHTPOJIbHOMO (Ha430pHOMO)
opraHa:

10. YYeTHbI HOMEpP KOHTPOLHOI0 (HaA30pPHOr0) MEPONPUATUS:

11. o/mMKHOCTb, PaMuans N NHULMaNbl LOJKHOCTHOrO M@ KOHTPOJIbHOrO (HaA30pHOr0) OpraHa, B
LOMKHOCTHbIE 0653aHHOCTM KOTOPOr0 B COOTBETCTBMM C NMOJIOXKEHNEM O BUAE KOHTPOJS, OOJIKHOCTHbLIM
pernamMeHToOM Uan JOSKHOCTHOM MHCTPYKLMEN BXOAUT OCYLLECTBJIEHNE MOAHOMOYNIA MO BUAY KOHTPOAS, B
TOM YucJie NpoBefeHNEe KOHTPOJIbHbIX (HaA30PHbIX) MeponpusaTUA, NPOBOASLLEr0 KOHTPObHOE
(Hap30pHOE) MeponpuATME 1 3aNOHAIOLLEr0 MPOBEPOYHbIN ANCT:

12. NMoanucu fO/MKHOCTHbIX UL KOHTPOJIbHOr0 (HaA30pHOr0) opraHa, y4acTBYHIOLMX B MPOBEAEHNN
KOHTPOJIbHOIO (HaZ30pHOr0) MeponpuaTmns:

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

(0OMKHOCTL, haMuAns N NHULManNbI)
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