NPABUTENIbCTBO POCCUNCKOM GEAEPALIUN

NOCTAHOBJIEHUE
oT 22 aekabpsa 2011 r. N 1081

O IMLEH3UPOBAHUU GAPMALIEBTUYECKOW AEATENBHOCTU
CnNMCOK U3MEHSAIOLWMX LOKYMEHTOB
(8 pea. MoctaHoBNeHwuit MpaButensctea PO ot 04.09.2012 N 882,
o1 15.04.2013 N 342)

B cootBeTcTBMM € PegepanbHbIM 3aKOHOM "O NMLLEH3NPOBAHUM OTAENbHbIX BUAOB AEATENbHOCTMH"
MpasBuTenbcTBo Poccuninickon Pepepaummn NOCTaHOBAAET:

1. YTBepauTb npunaraemoe MNonorKeHne o NMLEeH3NPOoBaHUM GapMaLLeBTUYECKOW AeATENbHOCTMU.

2. Mpn3HaTb YyTPaTUBLUNUMUK CUNY:

nocraHosneHue [pasutenbctBa Poccuiickont ®depepaumm ot 6 uona 2006 r. N 416 "06
yTBEPHKAEHUN [loNoXKEeHUs O /uLeH3upoBaHMKM dapmauesBTuyeckorr aeatenbHoctn" (CobpaHue
3aKoHogaaTesnbcTBa Poccuiickon deaepauum, 2006, N 29, cT. 3250);

MYyHKT 2 WU3MEHEeHWWN, KOoTopble BHOCATCA B akKTbl lpaBuTenbctsa Poccuiickoir Pepepauumn no
BONPOCaM JIMLEH3UPOBAHUA OTAENbHbIX BWUAOB AEATENbHOCTU, YTBEPMKAEHHbIX MNOCTAHOBAEHUEM
MpaBuTtensctBa Poccuiickoii ®epepaumm ot 7 anpena 2008 r. N 241 (CobpaHue 3aKoHOAaTeNbCTBA
Poccuitckoit ®epepaummn, 2008, N 15, cT. 1551);

NYHKT 2 noctaHosneHus lNpaButenbsctea Poccuitckoinn ®epepauymm ot 18 maa 2009 r. N 426 "O
BHECEHMM U3MEHEHWN B HeKoTopble aKTbl lpaBuTenbcTBa Poccuiickoit depepaumm no Bonpocam
NNUEH3NPOoBaHUA  dapmauesTnyeckort aeatenbHocTn" (CobpaHue 3akoHopaTenbcTBa Poccuiickon
depepaunn, 2009, N 21, cT. 2575);

NMyHKT 7 W3MEHEeHWH, KOTopble BHOCATCA B MOCTaHOBNeHWA [lpaBuTenbcTBa PoccuincKol
denepaumnmn No BONPOcam, CBA3aHHbIM C COBEPLLUEHCTBOBAHUEM rOCYAaPCTBEHHOIO PerynpoBaHus LeH
Ha JKM3HEHHO HeobxoauMmble W  Ba)KHeMlMe NeKapCTBEHHble  CpeacTBa,  YTBEPXKAEHHbIX
noctaHosneHnem [MpaButenbctea Poccuiickon degepaumm ot 8 asrycta 2009 r. N 654 (CobpaHue
3aKoHogaaTenbcTBa Poccuiickon deaepauum, 2009, N 33, cT. 4086);

NyHKT 14 mn3meHeHUI, KoTopble BHOCATCA B aKTbl [pasBuTennbctea Poccuiickoi ®epepaumm no
BONPOCaM roCyAapCTBEHHOIO KOHTPOAs (HaA30pa), YyTBEPXKAEHHbIX MOCTaHoBAeHMeM [paBUTeNbCTBa
Poccuitckoit ®epepauymm ot 21 anpena 2010 r. N 268 (CobpaHue 3akoHogaTenbcTBa Poccuitckoit
depepaunn, 2010, N 19, cT1. 2316);

NyHKT 16 M3MeHeHWN, KoTopble BHOCATCA B NOCTaHoOBAeHMA [lpaButenbctBa PoccuicKoi
depepauum  No  BONPOCAaM  FOCYAAPCTBEHHOM  MOLW/MHbLI,  YTBEPXKAEHHbIX  MNOCTAHOBJEHMEM
MpaBuTenbctBa Poccuinckoit Pepepaunn ot 24 ceHtabpa 2010 r. N 749 (CobpaHue 3aKoHOAATENbCTBA
Poccuitckoit ®epepaumn, 2010, N 40, cT. 5076);

nocraHosneHue [pasuTtenbctBa Poccuitickoit Pepepaummn ot 13 Hosabps 2010 r. N 903 "O
BHECEHUM U3MEHeHUr B [lonoxeHWe O JULEH3UPOBaHMM dapmaueBTUYecKon aeAtenbHocTn”
(CobpaHue 3akoHopaTenbcTBa Poccuiickoint Pepepaunn, 2010, N 47, cT. 6126);

noctaHosneHue Mpasutenbctea Poccuiickoit ®Pepepauymn ot 28 ntona 2011 r. N 622 "O BHeceHumn
M3MEHEHUN B NYHKT 4 MNoN0XKEHNA 0 NNLEH3UPOBaHUU dapmaLeBTUYeckol aeatenbHoctu" (CobpaHue
3aKoHoaaTenbcTBa Poccuiickon deaepauum, 2011, N 32, cT. 4823).

MNpeacepatens NpasutensbcTsa
Poccuiickoin Pepepaunm
B.MYTUH



YTBEpKAEeHO

nocraHosseHnem [paBuTenbCTBa
Poccuiickoin Pepepaunm

oT 22 pnekabps 2011 r. N 1081

NONOXEHUE O NNLEH3UPOBAHUN GAPMALLEBTUMECKOW AEATENBHOCTHU
CnNMCOK U3MEHSAIOLWMX LOKYMEHTOB
(8 pea. MoctaHoBNeHwuit MpaButensctea PP ot 04.09.2012 N 882,
o1 15.04.2013 N 342)

1. Hacrosawee [lonoxeHne ycTaHaBAMBAEeT MOPAAOK /ULEH3UPOBaAHUA dapmaLLeBTUYECKON
OEATENbHOCTU, OCYLLECTBAAEMON IOPUANYECKMMWN INLLAMM, BKIOYAnA OpraHM3auum ONTOBOM TOProBau
NIeKapCTBEHHbIMM CPeACTBaMM, anTeyHble OpraHuW3auMu, BeTepuMHapHble anTeyHble OopraHM3auuu, a
TaKXe MeauLMHCKME opraHusaummn n nx obocobneHHble noapasgeneHun (LeHTpbl (oTaeneHuns) obwen
BpauebHol (cemelHON) npaKTUKKM, ambynatopun, denbalwepckne U denbaliepcKo-aKyLepcKme
MYyHKTbl), PACNoO/IOMKEHHbIE B CE/IbCKMX HaceNeHHbIX MYHKTax, B KOTOPbIX OTCYTCTBYIOT anTeyHble
opraHus3auuun (ganee COOTBETCTBEHHO - MeAMLMHCKME opraHu3aunmn, obocobneHHble noapasaeneHus
MeOULUMHCKNX opraHusaumin), BETepMHapHble opraHusauuu, n WHANBUAYANbHbIMU
npeanpuHUMaTens MU,

2. dapmaleBTUYECKan AeATeIbHOCTb BKAKOYaET paboTbl U YCAYIN COMTAaCHO MPUJIOKEHMUIO.

3.  JlMueH3upoBaHWe  QapmaLEeBTUYECKON  AeATeNbHOCTU  OCYLLeCTBAAIOT  cieaylolime
NINLEH3NPYIOLIME OpraHbl:

a) depepanvHasa cayxba no Haasopy B chepe 34paBOOXPaHEHMA - B 4acTU AEATENIbHOCTH,
OCYLLEeCTBNAEMOM:

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 04.09.2012 N 882)

OpraHu3aumMsmM ONTOBOK TOPrOBAW  JIEKAPCTBEHHbIMM  CPeACTBaMM  ANA  MeAULMHCKOro
NpUMeHeHus;

no 31 aekabps 2011 r. BKAOYUTENbHO - anTekamu ¢peaepanbHbiX OpraHn3aLmii 34paBoOXPaHEeHUS;

c 1 auBaps 2012 r. - anTeYHbIMK OpraHM3aUUaMM, NOABEAOMCTBEHHbIMU deaepasibHbIM OpraHam
NCNONIHUTEIbHOWN BNACTU, rOCYAAaPCTBEHHbIM aKaAeMMAM Hayk;

6) ®depepanbHas caykba no BeTepMHapHOMY W GUTOCAaHMTAapPHOMY HaZ30py - B 4acTu
OeATeNbHOCTU, ocylecTeasemon B chepe obpalleHUs IeKapCTBEHHbIX CPeAcTB A5 BETEepPUHAPHOro
npUMeHeHus;

B) OpraHbl UCMO/IHUTENBHOM BAacTU cybbekToB Poccuiickon deaepaumm - B 4acTU AeATEIbHOCTH,
ocyuwiectsiaemon B chepe obpalleHUs NeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro npumeHeHus (3a
WCKNIIOYEHNEM  JIMLLEH3UPOBAHUSA (papMaLEeBTUYECKON [OeATEe/IbHOCTM B  4acTW, OCYLLECTBASEMOM
depepanbHoit cny*Kbon no Hagzopy B chepe 34paBOOXPAHEHUA).

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 04.09.2012 N 882)

4. CowuckaTenb ANULEH3UM Aas ocywecTBieHMa ¢apmMaLeBTUYECKON AeATe/IbHOCTU [O/KeH
COOTBETCTBOBaTb C/1eAYIOLLMM ANLEH3NOHHbIM TpeboBaHUAM:

a) HaMuYMe NomeLLeHNn N 060pya0BaHNSA, NPUHAANEKALLUX eMY Ha NpaBe cCOBCTBEHHOCTN UAN Ha
MHOM 3aKOHHOM OCHOBAHWKW, HEOBXOAMMbIX ANA BbINOAHEHUA PaboT (ycayr), KOTopble COCTaBAAT
dbapmMaLleBTUUECKYIO AeATe/IbHOCTb, COOTBETCTBYIOLIMX YCTAaHOB/IEHHbIM TPeboBaHUAM (33 UCKAOYEHMEM
MeAULMHCKUX OpraHM3auuii U 060cobaeHHbIX NoapasaeneHnin meamUnHCKUX opraHmu3aumii);

6) HannuMe y MeaMLMHCKOW OpraHmn3aLmm - COMCKaTeNs NLEH3UM INLEH3UU Ha OCYLLLECTBAEHUE
MeAULIMHCKOM AeaTeNbHOCTH;

B) Ha/nnuMe y pyKoBOAUTENsA oOpraHuM3auum (3a WCKAYEHUEM MeAULMHCKUX OpraHmsaumin),
0eATeNbHOCTb KOTOPOro HEenocpeAcTBEHHO CBfi3aHa C  OMTOBOW TOPros/fiell N1eKapCTBEHHbIMM
cpeacTBamMu, MX XpaHEHMEM, MepeBO3KOWM WU (MAKM) pPO3HMUYHOM TOpProBsiel NeKapCTBEHHbIMU
npenapatamm, X OTNYCKOM, XpaHEeHMeM, NepeBO3KOM U U3roTOBAEHNEM:

ANs ocywectsieHma dapmaueBTUYECKOW AeATeNbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
cpeacTs s MeamuUMHCKOro MpUMEHeHusa - Bbicwero dapmaueBTUYecKoro obpasoBaHMA WU CTaKa



paboTbl NO cneunanbHOCTU He MeHee 3 fieT nbo cpeaHero papmaueBTUYEecKoro 0bpasoBaHUA U CTaxa
paboTbl N0 cNeunanbHOCTU He MeHee 5 neT, cepTudUrKaTta cneumanuncTa;

AN ocyuectsieHa dapmaleBTUYECKOW AeAaTeNbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
cpeacTB ANs BeTepuMHapHOro MPUMMEHEHMA - BbICWIEro WAM cpeaHero dapmauesTuyeckoro amMbo
BbICLLEro UM CpeaHero BeTepuHapHoOro obpasoBaHMA, cTaxka paboTbl NO cneunanbHOCTU He mMmeHee 3
net, ceptudurKaTa cneumnanmucTa;

r) HannuMe y UHAMBUAYaANLHOTO NpeanpUHUMaTENs:

AN ocyuectsieHMa dapmaleBTUYEeCKOW AeAaTenbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
cpeacTB AN MeAULMHCKOro MPUMEHeHUA - Bbicwero ¢dapmaleBTUYecKoro obpasoBaHMA W CTaxa
paboTbl N0 cneunanbHOCTU He MmeHee 3 fiIeT UaK cpeaHero gpapmaLeBTMYecKoro 0b6pa3oBaHUA U CTaxa
paboTbl N0 cneunanbHOCTU He MeHee 5 neT, cepTudmrKaTta cneumanncra;

ANs ocywectsieHma dapmaueBTUYECKONW AeATenbHOCTU B cdepe obpallleHMa NeKapCTBEHHbIX
cpeacTs gns BETEepMHaApPHOro MNPUMMEHEHMA - BbICLIEro WM cpegHero dapmaueBTuyeckoro mMbo
BbICLLEro an cpegHero BeTepmMHapHoro obpasoBaHua, cepTuduKaTta cneymanncra;

A) HanmMuue y couckaTtena SNLEH3UM PabOTHUKOB, 3aKAOUYMBLUMX C HUM TPyAOBble AOroBOpbI,
OEeATeNbHOCTb KOTOPbIX HEMNoCpeACTBEHHO CBf3aHa C  OMTOBOWM TOProB/lel NeKapCTBEHHbIMMU
cpeacTBamMm, MX XpaHeHMem W (MAM) PO3HMUYHOM TOProBfelr JIEKApPCTBEHHbIMM Mpenapatamum, WX
OTNYCKOM, XPaHEHNEM U U3rOTOBJIEHUEM, UMEIOLLMX:

Ans ocywectsieHma ¢dapmaueBTUYECKONW AeATenbHoCTU B cdepe obpallleHna NeKapCTBEHHbIX
cpeacts  AnAa  MeAMUMHCKOTO MNPUMMEHEHMA (3@ UCKAtodeHMem 060C061eHHbIX nogpasaeneHui
MeAULMHCKMX OpraHusauuin) - Bbicliee uUan cpeaHee dapmalesTMyeckoe obpasoBaHue, cepTUdMKaTt
cneumanucra;

AN ocyuectsieHa dapmaleBTUYEeCKOW AeATeNbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
cpeacTs ANA  MeAMLMHCKOro npumeHeHuss B 060co6/eHHbIX noapasaeneHmnax  MeAnUUHCKUX
opraHusaumii - aonosHUTeNbHoe npodeccMoHanbHoe obpa3oBaHME B 4YacTM PO3HUYHOKN TOProBAU
JNIeKapCTBEHHbIMM  MNpenapaTamu  Ans  MeAUUMHCKOrO MNPMMEHEHMA TMpUM  HaAMuMu  npaBa  Ha
OCYLLECTB/IEHME MeINLMHCKON AeATeNbHOCTY;

AN ocyuectsieHMa dapmaleBTUYECKOW AeAaTenbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
CcpeacTB ANA BETEPUHAPHOrO NPUMEHEHUSA - BbiCllee UAM cpefHee dapmaleBTUUYECcKoe NNBo Bbicllee
WU cpefiHee BeTepuHapHoe obpa3oBaHMe, cepTUdUKaT cneumnanmcTa.

5. JlnueHsmaTt gns ocywectsieHma dapmMmaLleBTUYECKOW AeATeIbHOCTM A0/IKEeH COOTBETCTBOBATb
cneayowmMm MLEH3NOHHBIM TpeboBaHUAM:

a) Ha/IMuYMe NomeLLeHNn N 060pPyA0BaHMS, NPUHASNEKALLMX eMY HA NpaBe cOBCTBEHHOCTU UAN Ha
MHOM 3aKOHHOM OCHOBAHWW, HEobBXoAMMbIX A5 BbINOAHEHMA pPaboT (ycnyr), KOTopble COCTaBAAOT
dapmMaLLeBTMUECKYIO AeSATe/IbHOCTb, COOTBETCTBYHOLMX YCTAHOB/IEHHbIM TPEe60BaHUAM (33 UCKAOYEHMEM
MeaULMHCKMX opraHM3aumnii 1 060cobaeHHbIX NoapasaeneHnin meguunHCKMX opraHmusaumi);

6) HanuMune y MeAMUMHCKOW OpraHM3auuu - JAuueH3MaTa JIMUEH3UMM Ha  OcCyLLecTB/leHue
MeOULMHCKOMN AesTeNbHOCTH;

B) cobalogeHue MUEH3MAaTOM, OCYLLECTBASAIOWMM OMNTOBYHD TOPrOBAKO JIEKAPCTBEHHbIMU
cpeacTBamu:

AN MeAUUMHCKOTo MnpumeHeHus, - TpeboBaHui ctaTent 53 n 54 depepanbHoro 3akoHa "0O6
obpallleHnn neKapcTBeHHbIX cpeacTB”, NpPaBUA ONTOBOW TOPrOB/AW NEKAPCTBEHHbIMW CpeacTBamMU ANs
MEAULMHCKOTO MNPUMEHEHUs, MNpaBWUA  PerncTpaunu onepauuii, CcBsA3aHHbIX C obpaleHnem
JIeKapCTBEHHbIX CPEACTB A/1A MeAULUHCKOrO NPUMEHEHUS, BKKOYEHHbIX B MepeyeHb SeKapCTBEHHbIX
cpeacTB ANA MeAMUMHCKOTO MNPUMEHEHMA, NoANeXallnx npeaMeTHO-KONNYEeCTBEHHOMY Yy4eTy, B
cneumanbHbIX KypHanax yyeTa onepauuii, CBA3aHHbIX C ObpalleHMeM NeKapCTBEHHbIX CPeAcTB Ans
MeAULMHCKOro NPUMEHEHMUA, NPaBUA BeAeHUA N XpPaHEeHUA creumanbHbIX }KYPHaNoB yyeTa onepauui,
CBA3aHHbIX C 0bpallleHneMm IeKapCTBEHHbIX CPEACTB A/1A MeANLUHCKOrO NPUMEHEHUS, N YCTAHOBAEHHbIX
npeaenbHbIX PasmepoB OMTOBbIX HaAbaBOK K (aKTUYECKMM OTMYCKHbIM LieHam Mpou3BOAMTENElN Ha
JIeKapCTBEHHbIe npenapaTtbl, BK/AIOYEHHble B MNepeyeHb HKU3HEHHO HeobXOAMMbIX M BarKHEMLWUX
JIeKapCTBEHHbIX NPENapaTos;

(8 pea. MoctaHoBneHus Mpasutenbctea PP ot 15.04.2013 N 342)



ONA BEeTEepPUMHApPHOro npumeHeHus, - TpeboBaHuit ctateir 53 n 54 depepanbHoro 3akoHa "0O6
06paLeHNnN NeKapcTBEHHbIX CPeacTB" M NpaBua ONTOBOM TOProBAW IEKAPCTBEHHbIMU CPeACTBAMM A1A
BETEPUHAPHOIO NPUMEHEHUS;

r) cobniogeHve NULEH3NATOM, OCYLLECTBASIOWMM PO3HUYHYIO TOProB/KO JIeKAPCTBEHHbIMU
npenapaTtamu gaa meguLMHCKOro NpUMeHeHMUs:

anTeYHbIMW OpraHM3aLMAMMU, UHANBUAYANbHBIMU NPEANPUHUMATENAMM, UMEIOLWNMU IULLEH3UIO
Ha ocywiecTBieHne GapmMaLLEBTUYECKON AeATeNbHOCTH, - NMPaBWU/ OTMYCKA JIEKAPCTBEHHbIX NpenapaTos
ans MeANUMHCKOTo npumeHeHus anTeyHbIMU opraHM3aumMamMmm, WUHAMBUAYAbHBIMU
npeAnpUHUMATENIMUN, UMEIOLWNMN NNLEH3UIO Ha OCyLLecTBeHNe papMaLeBTUYECKON AeATeNbHOCTH,
NpaBW/ OTMYCKA HAapKOTUYECKUX CPEACTB M MCUXOTPOMHbIX BELLECTB, 3aPErMcTPMPOBAHHbIX B KayecTse
NIeKAPCTBEHHbIX MPENApPaToB, /IEKAPCTBEHHbIX MPENapaToB, COAEPKALUMX HAPKOTUYECKUE CpeacTsa U
NCUXOTPOMHbIE BELLECTBa, NPaBMU PErMCTPALMN ONepaumii, CBA3aHHbIX C 0bpalLeHMeM NeKapCTBEHHbIX
cpeacTs AnA MeAMUMHCKOrO NPUMEHEHMA, BKJKOYEHHbIX B MepeyvYeHb JIEKapCTBEHHbIX CPeacTs Ans
MeANUMHCKOTO MNPUMEHEHUA, MNOANENKaLLMX MNPeAMETHO-KOIMYECTBEHHOMY YYeTy, B CneumasbHbIX
JKYpHanax yyeTa onepaumi, CBA3AHHbIX C 0BpaLLeHNEM IEKAPCTBEHHbIX CPEACTB AA MEAULMHCKOro
NPUMEHeHMA, NPaBUA BEAEHUA U XPaHEHUA CMEUManbHbIX KYPHANOB yyeTa onepaumin, CBA3aHHbIX C
ob6paLeHnem nNeKapcTBEHHbIX CPEACTB AN MEAULMHCKOTO NPUMeHeHUA, TpeboBaHUM YacTu 6 cTaTbn 55
depepanbHoro 3akoHa "O6 ob6palleHMUM NeKapCTBEHHbIX cpeacTB" M YCTAaHOBAEHHbLIX MNpPeaesbHbIX
pa3sMepoB PO3HMYHbLIX Haf0aBOK K  (AKTMYECKMM OTMYCKHbIM LeHaM npoussBoguTenei Ha
NleKapCTBEHHblE MpenapaTbl, BK/AKOYEHHble B MNepevyeHb XU3HEHHO HEeOoBXOAMMbBIX W  BaXKHEWMLIUX
JIeKapCTBEHHbIX MpenapaTos;

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 15.04.2013 N 342)

MEAMUMHCKMMM  opraHmsaumamu,  obocobseHHbIMM  NogpasfeneHusaMru  MeanUMHCKUX
OpraHuMsauMin - npaBWa OTNyCKa J/IEKAPCTBEHHbIX MpenapaToB ANd MeAWLMHCKOro MNpUMEeHeHMUs
MeANUNHCKMMU OpraHu3aumamm u 060cobaeHHbIMK NogpasaeNeHUAMU MeaULMHCKUX OpraHU3aLmii;

4) cobniogeHne NUULEH3UMATOM, OCYLLECTBAAIOWMM PO3HUYHYIO TOPrOB/O JIeKAPCTBEHHbLIMU
npenapaTtamu 4Nns BETEPMHAPHOIO NPpUMeEHEHUs (BeTepMHapHaa anTeyHan opraHusaums, BeTepmMHapHas
opraHuMsaums, uMmetowas ULEH3UI0 Ha  ocywecTsneHne (papMaueBTUYECKON  OeATeNbHOCTH,
WHAMBUAYANbHBIN MpeanpuHUMaTENb, UMEIOLLMA JIMLEH3UIO Ha OCYLLEeCTB/eHUe dapmMaleBTUYECKOM
OeATeNbHOCTH), MPaBMA OTNYCKa IeKapCTBEHHbIX MPenapaToB 415 BETEPUHAPHOIO NPUMEHEHUS, NPaBUA
OTMYCKa HapPKOTUYECKUX CPEeACTB M TMCUXOTPOMHbIX BELLECTB, 3aPErMcTPpMpPOBaHHbLIX B KayecTse
NIeKAPCTBEHHbIX MPENApPaToB, /IEKAPCTBEHHbIX MPENapaToB, COAEPKALUMX HAPKOTUYECKUE CpeacTBa U
NCUXOTPOMHbIE BELLECTBa;

e) cobntofeHne NMLEH3NATOM, OCYLLECTBAAOLWMUM U3rOTOBAEHUE:

JIeKapCTBEHHbIX NPENapaToB A1 MeAULMHCKOrO NPUMEHEHMUS, - MPAaBUA U3TOTOBAEHUA U OTNYCKA
NIeKapCTBEHHbIX NPenapaToB ANA MeANUMHCKOTO NPUMEHeHUs;

JNIeKapCTBEHHbIX NPEenapaToB A/ BETEPUHAPHOIO NPUMEHEHUA, - TPABUA U3rOTOBAEHUA MU OTNYCKA
NIeKapPCTBEHHbIX NPenapaToB A1 BETEPUHAPHOIO NPUMEHEHUS;

X) cobnogeHune TpeboBaHuit ctatbm 57 PegepanbHoro 3akoHa "O6 obpalleHnn NeKapcTBEHHbIX
cpeacTs"”;

3) cobnoaeHMe MLEH3NATOM, OCYLLLECTBAAIOWMM XpaHeHMe:

JIeKAPCTBEHHbIX CPeAcTB A1 MeAULMHCKOrO MPUMEHEHUA, - NPaBUA XPAaHEHUSA NEeKapPCTBEHHbIX
cpeacTs AN MegULMHCKOro NpUMeHeHuUs;

JIEKAPCTBEHHbIX CPEACTB A1 BETEPUHAPHOIO NMPUMEHEHUA, - MPABUI XPAaHEHUA NEKAPCTBEHHbIX
cpeacTs A5 BETEPUHAPHOIO NPUMEHEHMUS;

W) HaNUuMe y PyKOBOAUTENA OpraHM3aunn, AesTeNbHOCTb KOTOPOro HemocpeaCcTBEHHO CBSI3aHa C
ONTOBOW TOProB/ElN NEKAPCTBEHHbIMU CPEACTBAMM, UX XPaHEHMEM, NepeBO3KOW U (M) PO3HUYHOW
TOProB/ieli NEeKAapPCTBEHHbIMM NMpenapaTaMn, UX OTMYCKOM, XpPaHEHWEM, NEPEBO3KON U U3rOTOBAEHUEM
(33 McKNtOUEHNEM MEOMULMHCKMX OpraHn3aumif):

Ana ocywectneHna dapmaLeBTUYECKON AeATENbHOCTM B cdepe obpalleHUs NeKapCTBEHHbIX
cpeacTs AoNa MegUUMHCKOrO MpUMeEHeHUsA - Bbicwero ¢apmaueBTUYEeCKOro o06pa3oBaHMA WM CTaXKa
paboTbl NO cneumanbHOCTN He MmeHee 3 neT Inbo cpeaHero papmaLeBTUYECKOrO 06pa3oBaHUA U CTaxa
paboTbl MO CNeunanbHOCTM He MeHee 5 neT, cepTUdUKaTa CNeLnanmncTa;



AN ocyuectsieHMa dapmaleBTUYECKOW AeATeNbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
cpeacTB ANs BeTepuMHapHOro MPUMMEHEHMA - BbICWIEro WAM cpeaHero dapmauesTuyeckoro nmMbo
BbICLLIEro UM CpeaHero BeTepuHapHoro obpasoBaHmMA, cTaxka paboTbl NO cneumnanbHOCTU He MmeHee 3
net, ceptudumKaTa cneumnanmucTa;

K) HaAnume y MHANBUAYANbHOMO NpeAnpuHumMmaTens:

AN ocylecTsieHa dapmaleBTUYECKOW AeATeNbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
CcpeacTB AN MeAULMHCKOro MPUMEHeHUsa - Bbicwero ¢dapmaleBTUYecKoro obpasoBaHMA W CTaxa
paboTbl N0 CNeunanbHOCTU He MmeHee 3 fiIeT UK cpeaHero papmaLeBTMYeckoro ob6pa3oBaHUA U CTaxa
paboTbl N0 cNeunanbHOCTU He MeHee 5 neT, cepTudKrKaTta cneumanncTa;

ANA ocylwectsieHmMa dapmaleBTUYECKOW AeATeNbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
cpeacTs gns BETEPUMHAPHOro MNPUMMEHEHMA - BbICLIEro WM cpegHero dapmaueBTuyeckoro ambo
BbICLLEro Uan cpegHero BetepmMHapHoro obpasoBaHua, cepTuduKaTta cneyumanmncra;

/1) Hanume y AnLeHsnaTta paboTHUKOB, 3aKAOUYMBLLMX C HUM TPYAO0BbIe AOrOBOpPbLI, AEATENbHOCTb
KOTOPbIX HEMoCcpeACTBEHHO CBfi3aHa C OMNTOBOM TOProB/ei JIeKApPCTBEHHbIMU CPeACcTBaMU, WX
XpaHeHnem 1 (UNKn) PO3HUYHOM TOProB/iei NeKapCTBEHHbIMK NpenapaTamm, UX OTMYCKOM, XpaHEHUEM U
N3roToB/IEHNEM, UMEIOLLMUX:

ANs ocywectsieHma dapmaueBTUYECKOW AeATeNbHOCTU B cdepe obpallleHMa NeKapCTBEHHbIX
cpeacts  Ana  MeAMUMHCKOTO MNPMMEHEHMA (33 UCKAtodeHMem 060co6n1eHHbIX nogpasaeneHui
MeAULMHCKMX OpraHusaumn) - Bbicluee UM cpegHee dapmaueBTUyeckoe obpasoBaHne U cepTUdMKaT
cneumannucra;

AN ocylwecTsieHa dapmaleBTUYEeCKOW AeATeNbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
cpeacTs  ANA  MeAMLMHCKOro npumeHeHuss B 060co6/ieHHbIX noapasaeneHmnax  MeAnUUHCKUX
opraHusaumii - aonosHUMTeNbHoe npodeccMoHanbHoe obpa3oBaHME B 4YacTM PO3HUYHOKN TOProBAU
JNIeKapCTBEHHbIMM  MNpenapaTamu  Ans  MeAUUMHCKOrO MNPMMEHEHMA TMpUM  HaAMuMM npaBa  Ha
OCYLLECTB/IEHME MeINLMHCKON AeATeNbHOCTY;

AN ocylwecTsieHMa dapmaleBTUYEeCKOW AeATenbHOCTU B cdepe obpallleHna NeKapCTBEHHbIX
cpeacTB ANA BETEPUHAPHOrO NPUMEHEHUSA - BbiCllee UAM cpefHee dapmaleBTMUYEcKoe NNbBo Bbicllee
WU cpefiHee BeTepuHapHoe obpa3oBaHMe, cepTUdUKaAT CNeunanmcTa;

M) noOBblEHWE KBa/MPUKALMM CNeumannctoB ¢ ¢GapmaueBTUYECKUM WKW BeTepUHapHbIM
obpasoBaHMem He pexe 1 pasa B 5 nert.

6. OcylectBneHne dapmaueBTUYECKOW AeATEeNbHOCTU C rpybbiM HapyLEHUEM SULLEH3UOHHbIX
TpeboBaHMI BneyeT 3a coboil OTBETCTBEHHOCTb, YCTAaHOB/AEHHYIO 3aKOHOAATENbCTBOM PoccuiicKon
depepaunn. Mpu 3tom nog rpybbiMm HapylweHMEeM MOHUMAETCA HEBbINOJHEHUE INLEH3NATOM
TpeboBaHMI, NPeayCMOTPEHHbIX NoanyHKTammM "a" - "3" nyHKTa 5 HacTosawero MNonoxeHus.

7. Ona nonyyYyeHUs NULEH3UM COMCKaTeNb JUUEH3UW HanpaBaseT WAWM NpeacTaBaser B
JNINLEH3NPYIOLWNIA OpraH 3asB/eHNe N AOKYMEHTbI (KONMUK AOKYMEHTOB), YKa3aHHble B 4acTu 1 M NyHKTax
1, 3 n 4 vactm 3 cratbm 13 depepanbHoro 3akoHa "O /MLEH3MPOBAHMU OTAENbHbLIX BUAOB
aesatenbHocTn", a TakKe:

a) cBeAeHMA O HaAW4YMM JILEH3UM Ha OCYLLeCTBAEeHUEe MeAMLMHCKOM aeaTenbHocTM (ans
MeAULMHCKUX OpraHmM3aumii);

6) KOMMW [JOKYMEHTOB, MOATBEPMKAAOWMX HaAUMuMe Yy COUCKaTens JMUEH3UU Ha npase
COBCTBEHHOCTM MM HA WMHOM 33aKOHHOM OCHOBaHUM HeobXoAMMbIX ANA  OCYLLeCTBAEHUS
dapmaLeBTMUYECKON AeATeNlbHOCTU 060pyaoBaHUA U MOMELLEHUN, COOTBETCTBYIOWMX YCTaHOB/IEHHbIM
TpeboBaHMAM, MpaBa Ha KOTOPble He 3aperucTpupoBaHbl B EAMHOM rocyaapcTBeHHOM peecTpe npas Ha
HeABUXKMMOE MMYLLECTBO M CAENOK C HUM (B CNyyae ecnu TakMe npaBa 3aperucTpupoBaHbl B yKazaHHOM
peecTpe - cBeAeHWss 06 3TUX MoMelleHMAX) (32 WCKAOUYEHMEM MEAMLMHCKUX OpraHM3auui,
060cob61eHHbIX NoApa3aeneHnii MeauLMHCKUX opraHM3auuii);

B) CBEAEHWA O HANMYUM CaAHUTAPHO-3NUAEMUONOTMUYECKOrO 3aK/OYEHUA O COOTBETCTBUU
NoMeLleHnit TpeboBaHMAM CaHUTAPHbIX MNPaBUA (32 WCKAKOYEHUMEM MEAMLMHCKUX OpraHM3auui,
060c06/1eHHbIX NoApasaeneHnii MeauLMHCKUX OpraHM3aumii), BblAaHHOMO B YCTaHOB/IEHHOM NOPSAAKE;

r) KONWUM [OOKYMEHTOB O BbiclWEM WAW cpegHem dapmaueBTMYeckom 06pasoBaHnn U
cepTMPUKaTOB CMeuMasncTtoB - A8 OcCylecTBieHua dapmaleBTUYECKON aesTenbHOCTM B cdepe
obpallleHnsa  NIeKapCTBEHHbIX CpeacTB  ANA  MEeOUUMHCKOro MNpuMeHeHua (33  UCKYeHMEM
060c06./1eHHbIX NoApa3aeneHnin MeguLMHCKUX opraHmM3auuii);



) KONUK [AOKYMEHTOB O A0NO/AHUTENIbHOM NpodeccMoHanbHOM 06pa30BaHUM B YaCTU PO3HUYHOWM
TOProB/AN NEKapCTBEHHbIMM MNpenapatamu AN MeAULUHCKOrO MPUMEHEHMA M O Ha/MuMKM npaBa Ha
OCyLLEeCTB/IeHMEe MeAULIMHCKON AeaTeIbHOCTU - ANS OcyLlecTBieHna GapmaLleBTUUYECKON AeATebHOCTU
B cpepe obpalleHUss NeKapCTBEHHbIX CPeACTB ANA MeAULMHCKOro npumeHeHus B 060Ccob6NeHHbIX
noapasaeneHnax MeaAnUUHCKUX OpraHn3aLnii;

€) KonuM AOKYMEHTOB O BbiCLIEM UAKN cpeaHeM dapmaL,eBTUYECKOM MO0 BbICLIEM WU CPeAHEM
BeTepMHapHOM 06pa3oBaHUMN N cepTUPUKATOB CNELMAIUCTOB - AN1A OCYLLEeCTBAeHMA papmaLeBTUYECKOM
neaTenbHOCTU B chepe 06palleHUs NeKapCTBEHHbIX CPeACTB A5 BEeTEPUHAPHOro NPUMEHEHUS;

) KONUM AOKYMEHTOB M/IM 3aBEPEHHbIE B YCTAHOB/IEHHOM MOPAZKE BbIMUCKN U3 [IOKYMEHTOB,
KOTOpble B CAy4yasx, NpPeayCMOTPEHHbIX HacToawmum [onosKeHnem, MNOATBEP)KAAT Hanudume
HeobxoaMMOro cTaxa paboTbl MO CheLManbHOCTU Y PYKOBOAWUTENS OpraHM3aunu, MHAUBUAYANbHOIO
npegnpuHumarens.

8. Mpn HamepeHun ocyLLecTBAATb papMaLEBTUYECKYIO AeATENbHOCTb NO afApecy, He YKasaHHOMY
B /IMLLEH3MN, B 3aABNEHMM O NepeodOpPMAEHNN NULEHIUM NIULLEH3MAT YKa3biBaeT 3TOT agpec, a TaKkKe
npeacrasaseT:

a) cBeaeHusA, coaeprKalyme HoBbIM aapec ocyLecTBieHns dapmaLeBTUYECKON AeATeIbHOCTH;

6) KONUM AOKYMEHTOB, NOATBEPKAAOWMX HANNUYME Y NLEH3NATa Ha NpaBe COBCTBEHHOCTU UK
Ha MHOM 3aKOHHOM OCHOBaHWW HEOobXOoAMMbIX 417 OCYLLEecTBeHNA GpapmaLeBTUYECKON AesTelbHOCTU
Nno yKasaHHOMYy HOBOMYy agpecy obopyaoBaHWA M MOMELLEHMIA, COOTBETCTBYIOWMX YCTaHOBAEHHbIM
TpeboBaHMAM, MpaBa Ha KOTOPbIe He 3aperucTpnpoBaHbl B EAMHOM rocyaapcTBeEHHOM peecTpe npas Ha
HeABUXMMOE MMYLLECTBO M CAENOK C HUM (B CNyyae ecnu Takue npaBa 3aperucTpupoBaHbl B yKazaHHOM
peecTpe - cBeAeHWss 06 3TUX MoOMelleHMAX) (32 WCKAOYEHMEM MEAMLMHCKUX OpraHM3auui,
060cob61eHHbIX NoApa3aeneHnii MeauLMHCKUX opraHM3auuii);

B) CBeAEHWSs O HaAM4yMW BbICWIErO WAK cpeaHero dapmauesTUyeckoro o6pasoBaHUA U
CepTMPUKATOB CMeumnanucToB - Ans pPaboTHUKOB, HaMeEPEHHbIX OCYLLECTBAATL (dapMaleBTUYECKYIO
neaTenbHocTb B chepe obpalleHUs NeKapCTBEHHbIX CPeACTB A1A MeAULMHCKOro MPUMEHEHUA No
yKasaHHOMYy HoOBOMY agpecy (3a wucknouyeHnem o060cobseHHbIX noapasaeneHnuin  MmeauLUHCKUX
opraHusauuii);

r) cBeAeHUS 0 HAaANYMUU AONONHUTENBHOMO NPodeccMoHanbHOro 06pa3oBaHMA B YacTU PO3HUYHOM
TOProB/AN NEeKapCTBEHHbIMM MNpenapaTtamu Ans MeAULMUHCKOrO NMPUMEHEHMA M O Ha/MuYMKM npaBa Ha
OCYLLECTB/IEHME MEAMUMHCKON AesATeNbHOCTM - AnA  PaboTHMKOB, HaMepPEeHHbIX OCYLLECTBAATb
dapMaLLeBTUUECKYIO AeATENbHOCTb B chepe 0OpalLeHUs NeKapCTBEHHbIX CPeacTB A8 MeAMULMHCKOro
npuUMeHeHnsa B 060COBNEHHbIX MOAPa3AENeHMAX MeANLMHCKUX OpraHM3auuMii No yKasaHHOMY HOBOMY
agpecy,;

4) cBeAeHWs O Ha/nyMM BbIiCWEro WAn cpegHero dapmaleBTUYECKOro Anb6o BbICIEro Wau
cpegHero BeTepuHapHoro o6pas3oBaHMA M cepTUOMKATOB CMEUMannUCToB - Aaa pPabOTHUKOB,
HaMepEHHbIX OCYLLECTBAATb PapMaLeBTUYECKYO AeATeNbHOCTb B cdhepe 06paleHUs IeKapCTBEHHbIX
cpeacTs gnsi BETEPMHAPHOro NPUMEHEHMA NO YKasaHHOMY HOBOMY aZpecy;

e) cBegeHus O HaJAWuMM CaHUTAPHO-3MUAEMMOJIOTMYECKOTO 3aK/IOYEeHUS O COOTBETCTBUM
NMOMELLEHNI MO YKazaHHOMY HOBOMY agpecy TPeboBaHWSM CaHMTapHbIX NpPaBuUA (3a UCKAOYEHUEM
MeAULIMHCKMX OpraHu3aLumin, 060cobaeHHbIX noapasaeneHnin MeanLMHCKUX opraHnsaumii), BbliaHHOro
B YCTaHOB/IEHHOM MoOps/Ke.

9. Mpn HamMepeHMU BbINONAHATbL HOBble PaboTbl, OKa3blBaTb HOBble YCAYrK, COCTaBAAOLLNE
dapMaLleBTUUECKYIO [eATeNbHOCTb, pPaHee He YyKas3aHHble B /INLUEH3UM, JIMLEH3MAT B 3aABJIEHUU O
nepeodopmMIeHUM NTNLEH3NM YKa3bIBaET:

a) B cdepe obpalleHMa NeKapCTBEHHbIX CPeACTB AN MeAWUMHCKOro npumeHeHua (3a
WCKNIOYEHNEM NEPEBO3KK JIEKapPCTBEHHbIX CPeAcTB):

CBefleHnn 0 cocTaBAlLWMX GpapMaLleBTUUYECKYIO AeATe/IbHOCTb HOBbIX paboTax (ycayrax), KoTopble
NINUEH3NaT HaMepeH BbINONHATL (OCYLLEeCcTBAATL);

CBEAEHUA O HaZIMYMK BbICLLETO UAWN cpeaHero gapmaleBTMYecKoro obpasoBaHma U cepTudmKaTos
cneumanncTos - gns paboTHUKOB, HAMEPEHHbIX BbIMOHATL (OCYLWEecTBAATb) HOBble paboTbl (ycayru), 3a
NCKNtoYEeHNEM 060C06NEHHbIX NOApPa3aeeHNn MeaAULNHCKUX OpraHn3aLmi;

CBEAEHUA O Haanumm Heobxoammoro o6opyaoBaHMA, COOTBETCTBYHOLLErO YCTAHOBJEHHbIM
TpeboBaHMAM, a TaKKe CaHUTapHO-3NUAEMMUONOIMYECKOrO 3aK/IYEHMA O COOTBETCTBUM MOMELLEHW,



npefHasHaYyeHHbIX 415 BbINOJHEHMA (OCyLecTBAEHNA) HOBbIX PaboT (ycayr), TpeboBaHUAM CaHUTaPHbIX
npaBua (3a UCKAOYEHUEM MEAMULMHCKUX OpraHM3aunin, 060cobsieHHbIX noapasgeneHnin meguLmMHCKUX
opraHM3aumin), BblAaHHOTO B YCTaHOBAEHHOM MOPAAKE;

6) B chepe o0bpaLLeHNn NeKapCTBEHHbIX CPEACTB 415 BETEPUHAPHOIO NPUMEHEHUA:

CBeAEeHUs 0 COCTaBAAILWMX papMaLeBTUYECKYIO AeATeNbHOCTb HOBbIX paboTax (ycayrax), KoTopble
JIMLLEeH3MAT HaMepPeH BbIMONHATL (OCYLLEeCcTBAATD);

CBeAEHUs 0 HaMYMK BbICLLErO UM cpeaHero papmaLeBTUYECKOro Mb0o BbICLLETO UAN CPeaHEero
BETEPUHAPHOro 0bOpa3oBaHMA U CepTUOUKATOB CMNEeunannuctoB - AnA PaboTHMKOB, HaMepeHHbIX
BbINONHATL (OCYLLECTBAATL) HOBble paboThl (ycnyru);

CBEAEHUS O HaAMYMM  CAaHUTAPHO-INUAEMUONIOTUYECKOTO  3aK/IOYEHUA O COOTBETCTBUM
nomeLLeHU, NnpeaHa3HA4YeHHbIX 410 BbINOAHEHUA (OCYLLECTBAEHMUA) 3aABAEHHbIX HOBbIX paboT (ycayr),
TpeboBaHMAM CaHUTAPHbIX NPaBWU/, BbIAAHHOIO B YCTAHOBNEHHOM NOpASKE.

10. MNpun npoBeAeHMM NPOBEPKU CBEAEHWN, COAEPNKALLMXCA B MPEACTABAEHHbIX COUCKATENEM
NIMLLEH3UN (NNLEH3MATOM) 3aABAEHUM U NPUNAFraeMblX K HEMY [OKYMEeHTax, cCobNoAeHMA concKkaTenem
NIMLLEH3UN  (NMNUEH3MATOM) JIMLLEH3NOHHbIX TpeboBaHMI  NULEH3MPYIOWMIA  OopraH  3anpalinBaeT
HeobxoaMMmble O1A OCYLLEeCTBAEHMA NULEH3MPOBAHUA CBEAEHWA Y OPraHoB, NPeAoCTaBAAOLMX
rocyapCTBEHHble  YCAYrK,  OPraHoB, NPeAOCTaBAAOWMX  MYHUUMNANAbHbIE  YCAYTW,  WHbIX
roCyapCTBEHHbIX OPraHOB, OPraHOB MECTHOrO CamoyrnpasBieHns aAnbo NoABEeAOMCTBEHHBIX WM
opraHu3auuin B nopaake, yctaHosaeHHom PeaepanbHbim 3akoHom "O6 opraHU3auumn npesocTaBaeHns
rocy4apCTBEHHbIX U MYHULIMMNAAbHbIX yCayr".

11. NnueH3mpyowmii opraH pasmewaet B ¢eaepanbHOM rocyaapcTBeHHOM MHPOPMALMOHHOM
cucteme "EAMHBLIM nopTan rocyAapCTBEHHbIX W MyHUUMNANbHbIX ycayr (dyHKumn)" B nopsake,
ycTaHoB/ieHHOM [MpaBuTenbcTBom Poccuiickon PenepaLumm, CBeAEHUA O X04€ NPUHATUSA UM PeLleHnn o
npeaocTaBAeHUN U nepeodopmMAeHUM NNLEH3UN, NMPOBELEHNA NMPOBEPKU COOTBETCTBUS COMCKATeNs
JIMLLEH3UWN N INLEH3MATA INLEH3MOHHbIM TpeboBaHMAM, NPeayCMOTPEHHbBIM HACTOAWMM MoN0KEHMEM.

12. WHdopmauma, OTHOCAWAACA K OCYLECTBAEHUIO dapMaueBTUYECKON AeATeNbHOCTH,
npeaycmoTpeHHas Yactamm 1 n 2 crtatbm 21 degepanbHoro 3akoHa "O NUMLEH3UPOBAHMM OTAENbHbIX
BMAOB geaTtenbHocTH", pasmewaetca Ha oduUMaANbHOM CcaliTe /NULEH3MpYoWwero opraHa B
MHPOPMALNOHHO-TENEKOMMYHUKALUMOHHOW ceTu UHTepHeT M (uan) Ha MHPOPMALMOHHBIX CTEHAAX B
NomeLLeHUsX IMLLEH3NPYIOLLEro opraHa B TeyeHue 10 aHel co gHA:

a) oduumanbHoro onNyb6/AMKOBAHMA HOPMATMBHBIX MPABOBbLIX AKTOB, YCTAHABAMBAIOLLMX
06A3aTeNbHble TPeb60BAHUA K NNLLEH3NPYEMON AeATENBHOCTY;

6) NPUHATMA NULEH3UPYIOWMM OPraHOM peLleHna O npefocTaBAeHUN, nepeodopMIEHUHN,
NPUOCTaHOBNEHWNN, BO3OOHOBNEHUU, NPEKPALLEHUM AENCTBUA TNLEH3UM;

8) nosnyyeHua ot PenepanbHOWM HANOTOBOM CAYXObl CBEAEHUI O NUKBUAALMU HOPULUYECKOTO
ML Y NPEKPALLEHUN ero AeATENbHOCTU B pe3y/ibTaTe peopraHmn3aumnn, o NpekpaweHnn Guanyeckum
JIMLLOM AeATeNbHOCTU B KaYecTBe MHAMBUAYANbHOMO NpeanpuHUMaTeNs;

r) BCTYNAEHWA B 3aKOHHYO CUAY pelueHns cyaa o6 aHHYIMPOBaHUMN IULLEH3UMN.

13. JIMLEH3NOHHbIA KOHTPO/Sb OCYLLECTBAAETCA B NOPAAKe, ycTaHOBNeHHom PeaepanbHbim
3akoHom "O 3awuTe npaB PUAMYECKUX WL, U UHAMBUAYANbHbIX MpeanpuHUMaTeneit npu
OCYLLLECTB/IEHUU TOCYAAPCTBEHHOrO KOHTpOaA (HaA30pa) MU MYHMLMMANBHOTO KOHTpoAas", C yyeTom
0cobeHHOoCTel, ycTaHOBNEHHbIX PepepanbHbiM 3akKoHOM "O NULEH3NPOBAHMM OTAE/bHbIX BUAOB
peatenbHocTn".

14. MpeactaBneHne couCKaTeNnem JULEH3UWU 3aABAEHUA W LOKYMEHTOB, HeobXxoAMMbIX ANs
NoJlyYEHUA NINLEHIUMU, U UX MPUEM JIULLEHIUPYIOLLMM OPraHOM, NPUHATME JNLEH3UPYIOLWMUM OpPraHoOM
peleHnsa o0 NpegoCcTaBieHUM AnLeHsmnn (06 oTKase B NpeaoCTaBAeHUM ANLEH3MK), nepeodopmaeHm
nvueHsun (06 oTkase B nepeodOpMIEHUMM  AULEH3UW), MNPUOCTAaHOBAEHWUW, BO30OHOB/IEHUMU,
NPeKpaweHnn p[encTBmMA JULEH3UKM, a TaKXKe npeaocTaBieHve AybnvMKata M KOMUKU  JINLEH3MUM,
dbopmupoBaHMe M BefeHUEe NNLEH3MOHHOIO Aena, BeAeHWe peecTpa AUULEH3UM U MpenocTaBieHue
CBEAEHUIN, COAEpPKALMXCA B peecTpe JULEH3UI, OCYLLECTBAAIOTCA B MOPAAKE, YCTAHOBAEHHOM
depnepanbHbIM 3aKOHOM "O ANLEH3MPOBAHUMN OTAENbHBIX BUAOB AeATENbHOCTH".

15. BepeHue CBOOHOIO peectpa JMLEH3UN, BblAAHHbBIX OPraHamu MCNONHWUTENbHOW BAACTU
cybbvekToB Poccuiickon Pepepauun B COOTBETCTBMM C NepeaHHbIMU MOJHOMOYMAMM, OCYLLECTBAAET
depepanbHan cnykba no Hagsopy B coepe 34paBOOXPAHEHUS.



(8 pea. MoctaHoBneHus Mpasutensctea PP ot 04.09.2012 N 882)

16. OpraHbl WCMNONHUTENbHOM BAacTU cybbekToB Poccuinickon Pepepaummn eKemecsauyHo, He
nosaHee 10-ro yucna, HaNpaBAAKOT B MEYaTHOM W 3/IEKTPOHHOM BUAE AaHHble, cogeprKalimeca B
peecTpax amueH3snin cybbekToB Poccuiickoit Pepepaummn, B PeaepanbHyto cny>Kby no Hagsopy B chepe
3/ paBOOXPaHEHMA.

(8 pea. MoctaHoBneHus Mpasutensctea PP ot 04.09.2012 N 882)

17. 3a npepocTaB/iieHne ANLEH3MPYIOWMUM OPraHOM /IMLEH3UK, ee nepeodopmieHne U Bblgady
aybauKaTa ynnaumBaeTcs rocyaapcTBEHHAs NOLWJ/IMHA B pasMepax M NopsaKe, KOTopble YCTaHOB/EHbI
3aKoHoAaTenbCTBOM Poccuitckoit depepaumm o Hanorax u cbopax.

oONOOUL A~ WN B

OO U B~ WN -

MpunnoxkeHune
K NonoXeHUo 0 IMLEH3MPOBAHUN
dapmaLLeBTUYECKON AeATeNbHOCTU

MEPEYEHDb
BbIMOJTHAEMbIX PABOT, OKA3bIBAEMbIX YCIYT, COCTABNAIOLWMX
®APMALEEBTUYECKYIO AEATE/IBHOCTb

I. B chepe obpalleHMA NeKapCTBEHHbIX CPeacTB
ANA MeAULMHCKOro MPpUMeHeHMs

. OnToBa“ TOpProsnAa NeKapCcrBeHHbIMU cpedcrBamu ana meanumnHCKoro npumeHeHunAa

. XpaHeHne nekapCcTBeHHbIX CPeacTB ANA MegULMHCKOro NpuMeHeHuna

. XpaHeHMne nekapCcTBeHHbIX NPenapaTos 414 MegULMHCKOro NpUMeHeHunsA

. NepeBo3Ka neKapcTBeHHbIX CPeACTB ANA MeaULUHCKOro NpuMeHeHunsa

. NMepeBo3Ka neKapcTBEHHbIX NpenapaTos 41a MegUUMHCKOIo NpuMeHeHunsA

. Po3Hn4Hasn TOPros/aAa NeKapCTBeHHbIMUM nNpenapaTtamun gna meamumnHCKOro npumeHeHuA
. OTI'IyCK NNEKAPCTBEHHDbIX NpenapaTtos AnAa megnumHCKOro npumeHeHunA

. U3rotosneHue NeKapCTBEHHbIX NpenapaTtoB AnAa megnumnHCKOro npumeHeHunA

Il. B chepe 0bpaLLeHUs nekapCTBEHHbIX CPeacTB
ONA BETEPMHAPHOIo NPUMeHeHMA

. ONTOBasn TOProsaA NEKaPCTBEHHbLIMW CPEACTBAMM A1 BETEPUHAPHOIO NPUMEHEHNUSA

. XpaHeHue NeKapCTBEHHbIX CPEeACTB AJ/19 BETEPUHAPHOTO NPUMEHEHUS

. XpaHeHue eKapCTBEHHbIX NPEeNapaToB A5 BETEPUHAPHOTO NPUMEHEHUS

. MepeBo3Ka NeKapCTBEHHbIX CPEACTB AN BETEPUHAPHOrO NPMMEHEeHMUA

. MepeBo3Ka NeKapCcTBEHHbIX NPenapaTos A1 BETEPUHAPHOrO NPMMEHEHUA

. PO3HWYHAA TOProsAa neKkapcTBeHHbIMK NpenapaTammn ANs BeTEPUHAPHOro NPUMeEHeHMUs
. OTNyCK NeKkapcTBeHHbIX MPenapaTos 4/19 BETePMHAPHOIo NPUMeEHEHUA

. U3roToBneHne nekapcTBeHHbIX NpenapaTos 414 BETEPUHAPHOIO NPUMEHEHNA



