MPABUTENLCTBO POCCUACKOW ®EAEPALIUN

NMOCTAHOBIJIEHUE
oT 6 uronsa 2006 r. N 416

OB YTBEPXXAEHWW MONOXEHUA
O JIMLUEH3UPOBAHUN ®APMALIEBTUYECKOU AEATENNBHOCTU

(B pea. MoctaHoBneHun MpasuTtensctea PP ot 19.07.2007 N 455,

ot 07.04.2008 N 241, ot 18.05.2009 N 426, ot 08.08.2009 N 654,

oT 21.04.2010 N 268, o1 24.09.2010 N 749, ot 13.11.2010 N 903,
ot 28.07.2011 N 622)

B cootBeTcTBUM ¢ PenepanbHbiM 3akoHOM "O NUUEH3UPOBAHUM OTAENbHbLIX BUAOB AesATeNlbHOCTN"
MNpaButenbcTBo Poccurckon denepaunm NnoCcTaHOBISET:

1. YTBepauTb npunaraemoe NonoxeHne o NMUEH3MPOBaHUN hapMaLeBTUYECKON AEATENBHOCTN.

2. NpusHaTb yTpaTUBLUUMU CUMY:

MoctaHoeneHue [lpaButenbctBa Poccuiickon ®epepauumn ot 1 umona 2002 r. N 489 "O6
yTBEepxaeHun [lonoxeHuss O nMUEeH3MpoBaHuM dapmaueBTudeckon pedatensHoctn" (CobpaHue
3akoHogartenbcTBa Poccunckon ®enepaumm, 2002, N 27, ct. 2700);

NyHKT 94 wun3MeHeHWi, KoTopble BHocsATcs B [loctaHoBneHus Coseta MwuHuctpos PCOCP,
MpasutensctBa PCPCP u [lpaButenbctBa Poccuiickon depepaumm, KacarLMecs rocygapCTBEHHON
perucTpaummn Hpuanyecknx nud, yTeepXaeHHbix [locTaHoBneHmem [lpaButensctBa Poccuickon
depepaumm ot 3 oktabpa 2002 r. N 731 (CobpaHue 3akoHogaTtenscTBa Poccuiickon ®enepaumm, 2002,
N 41, cT. 3983).

MNpencepatens NpaBuTtenbcTBa
Poccunckon degepaunn
M.®PAKOB

YTBEPXKOEHO

lNocTaHoBneHnem lNpasutenscTea
Poccuiickon depepaumm

o1 6 mons 2006 r. N 416

NOJNTOXXEHUE 5
O JIMUEH3UPOBAHUN ®APMALIEBTUYECKOWU AEATENIbBHOCTU

(B peq. MoctaHoBneHun MNMpasuTtensctBa PO ot 19.07.2007 N 455,

ot 07.04.2008 N 241, ot 18.05.2009 N 426, ot 08.08.2009 N 654,

o1 21.04.2010 N 268, ot 24.09.2010 N 749, ot 13.11.2010 N 903,
ot 28.07.2011 N 622)

1. Hactoswee [lonoxeHne onpegensieT nNOpsSOOK NUUEH3UPOBaHUSA  dpapMaueBTUYECKOM
OEesATeNbHOCTU, OCYLLECTBNSEMON HPUONYECKUMW NULAMU U MHOVBMAYaNbHBIMW NpeanpvHUMaTensmu,
BKITOYasi OpraHmMsauMvM OMTOBOW TOProBMW JIEKAPCTBEHHBIMU CPEACTBAMM, anTeudHble OpraHmsauuu,
BETEPUHAPHLIE anTe4yHble OpraHM3auuM, a Takke MeOuUMHCKME opraHmsauum m nx obocobrieHHble
nogpasgenexus (ueHTpbl (oTAeneHusi) obuien BpadebHOW (CemMerHoW) npakTuky, ambynatopuu,
denbawepckue n enbalepcko-akylepckne MyHKTbl), PacrnoSiIOKEHHbIE B CENIbCKMX MOCENeHusx, B
KOTOpbIX OTCYTCTBYIOT anTeyHble opraHusauuun (ganee - o6ocobneHHble nogpasgeneHus MeguLUUHCKMX
opraHusauui), N BeTepnHapHbIe OpraHmnsauum.

B HacTosiwem [lonoxeHun nog anTeyHoOW opraHusaumen MoHMMaeTCs anTeyHas opraHuMsaums,
CTPYKTYpHOE noApasfefnieHne MeOWLUMHCKOM OpraHu3auvu, OCYLLECTBASIOWME PO3HUYHYK TOProBIi0
NEKapCTBEHHbIMU Mpenapatamu, XpaHeHue, U3roToBIIEHNE U OTMYCK JIEKapCTBEHHbIX MpenapaTtoB A4S
MEeOMLMHCKOrO NPUMEHEHMS.

(n. 1 B pea. MNMoctaHoBneHus MNMpaBuTtensctBa PP ot 13.11.2010 N 903)

2. JlvueHsupoBaHue  ¢papMaueBTUYECKOW  OeATenbHOCTUM  OCYLLECTBMAT  cnegyowme

NULLEH3UPYIOLLME OpraHbl;



depepanbHasn cnyxba no Hag3opy B cdepe 34paBOOXPAHEHMS U COLMANbHOMO Pa3BUTUS - B YacTy
0eATenbHOCTU, OCYLLECTBNSEMON OpraHn3aLnsaMm onToBOW TOProBMK fiekapCTBEHHbIMU CpeacTBaMu Ans
MEAULMHCKOro MPUMEHEHUS U anTeYHbIMU OpraHn3aumsaMmn egepanbHbiX MeQULNHCKUX OpraHM3aunm;

depepanbHas cnyxba no BeTepMHapHOMY U1 (hUTOCAHUTAPHOMY HaZ30py - B YacTu AeATENbHOCTMH,
OCyLLEeCTBNSIEMON B cdhepe 0bpalLLeHNst NeKapCTBEHHbIX CPeACTB AN BETEPUHAPHOIO NPUMEHEHMS;

opraHbl  UCMOMHUTENBHOW Bnactu cybobekToB Poccunckon ®depgepaumm (32 UCKIIOYEHUEM
0eATenbHOCTU, OCYLLECTBNSEMON OpraHu3aLnaMn onToBOW TOProBMnK fiekapCTBEHHbIMU CpeacTBaMu Ans
MEAWLMHCKOrO NPUMEHEHNS U anTeYHbIMWN OpraHu3aumsammn doegeparnbHbiX MEAUUNHCKMX OpraHu3auun, a
Takke [OesATEenbHOCTM, OCyllecTBNAemMon B cdepe oOpalleHuss nekapCTBEHHbIX CPeAcTB Ansd
BETEPMHAPHOIO NPUMEHEHMS).
(n. 2 B pea. NoctaHoBnenus MNpasutensctea PP ot 13.11.2010 N 903)

KoHcynbTaHTlntoc: npumeyaHuve.
O6 oOpasue OnaHka nuuUeH3MKn, npegocTaBnsemMon Poc3gpaBHag30pOM Ha  OCYLLECTBIIEHME
drapmaueBTnHeckon aeatenbHocTu, cM. MNMucbmo OTC PO ot 18.05.2006 N 06-70/16960.

3. IlvueHsna Ha ocyLiecTBrieHne (bapMaLleBTM‘-leCKOVI OeATEeNbHOCTUN NMpeaocTaB/iAeTCA Ha 5 ner.
CpOK OEeNCTBUSI NMULEH3MM MOXET ObITb npoaneH B nopsaake, npeayCMOTpeHHOM And nepeocbopmneHMﬂ
JINLUEH3UN.

KoHcynbTaHTlntoc: npumeyaHuve.
Mpukasom Poc3gpaBHansopa ot 09.10.2006 N 2284-IMp/06 yTBEepxaeHbl hopMbl JOKYMEHTOB,
ncnonb3yemble B MpoLEeCce NULEH3NPOBaHUSA hbapMaLeBTUYECKON OEATENBHOCTMU.

4. JINUEH3NOHHbIMWM TpeboBaHMAMM U YCNOBUMSIMU MNPU  OCYLLECTBIEHUN dapMaLeBTUYECKON
OeATenbHOCTU ABNSTCS:

a) Hanu4dme y conckaTenst nuueH3nm (nuueHsunarta) npMHagnexawmx eMy Ha npase cobCTBEHHOCTHU
W HAa MHOM 3aKOHHOM OCHOBaHMKU NMOMELLEHWUA N obopyaoBaHMs, HeObBXoOUMbIX OIS OCYLLECTBIEHUS
hapmaLeBTMHECKON [EeATENbHOCTM M COOTBETCTBYIOLIMX YCTAaHOBMEHHBIM K HUM TpeboBaHuaAM (3a
UCKMIOYEHNEM  MEOULUMHCKUX  OpraHusaumMnm un  0DOCOOMEHHbIX  Noapa3geneHuin  MeguUMHCKUX
opraHusauumn);

0) Hanuune y MeaMUMHCKOW OpraHvM3aumm - couckaTens nuUUeH3uu (nvueHsvaTa) nuueH3uuM Ha
ocyLlecTBNeHne MeaULUHCKON AesaTernbHOCTY;

B) cobniogeHne NuueH3naToM, OCyLLECTBSIIOLLMM ONTOBYIO TOProBIIHO:

neKapCcTBEHHbIMW CpeacTBaMy AN MeOWUUMHCKOTro NMpuUMeHeHust - TpeboBaHui ctaten 53 n 54
depepanbHoro 3akoHa "O6 oOpalleHun nekapcTBEHHbIX CPeAcTB”, NpaBwui  ONTOBOW TOProBnwu
NEeKapCTBEHHLIMU cpeacTBaMy ANst MEAULIMHCKOTO NPUMEHEHWS U YCTaHOBIEHHbLIX NpedernbHbIX ONTOBbIX
HagbaBokK K haKTUYECKMM OTMYCKHbIM LieHaM Mpou3BoAUTENEN Ha >KU3HEHHO Heobxogumble U
Ba)KHEWLLNE NeKkapCTBEHHbIE NMpenaparhl;

NEKapCTBEHHbIMU CpeacTBaMM ONS BETEPUMHAPHOIO MpUMEHeHUs - TpeboBaHui ctaten 53 n 54
depepanbHoro 3akoHa "O6 obOpalleHMM NekapCTBEHHbIX CPeacTB" M MpaBuil OMNTOBOW TOProBIv
NEeKapCTBEHHLIMU CpeacTBaMm 11 BETEPMHAPHOTO NPUMEHEHNS;

r) cobniogeHne nuUUEH3MaTOM, OCYLLECTBASIOWNM PO3HWUYHYIO TOPFOBMO  JIEKAPCTBEHHLIMU
npenapataMm Ond  MEOUUUHCKOTO  MPUMEHEHUs  (anTeuyHble  OpraHusauun, WHAMBUAYasbHbIE
npegnpuHMMaTenu, MMelLne §NULUEH3NK0 Ha ocyllecTBrneHve dapMaleBTUIECKON OesaATeNnbHOCTH),
npaBun  OTMyCKa JEKApCTBEHHbIX MpenapaToB ANd  MEOUUMHCKOTO MPUMEHEHMS  anTeYHbIMU
opraHusaumsiMun, UHAMBUAYaNbHbIMU NPeanpUHUMATENSAMU, UMEKLIMMN NINLEH3MI0 Ha OCYLLEeCTBIEHNE
hapmaLeBTUYECKON OeATENbHOCTM, MPaBUIT OTMYCKa HApPKOTUYECKUX CPEACTB M NMCMXOTPOMHbIX BELLECTB,
3apErMcTpMpoOBaHHbIX B KayeCcTBe JEKAPCTBEHHbIX MNPenapatoB, JIEKAPCTBEHHbLIX MNpenapartos,
cofepXallmMx HapKoTU4eckue cpeacTBa WM MCUXOTPOMHbIE BellecTBa, TpeboBaHum yactn 3 cratbu 55
depepanbHoro 3akoHa "O6 obpalleHuM neKapCTBEHHbIX CPeAcCTB" M YCTaHOBMEHHbIX MpedernbHbIX
PO3HUYHBIX HaAbaBOK K haKTUYECKUM OTMYCKHbIM LleHaM NPOU3BOAUTESNEN Ha XXM3HEHHO HEOOXOOMMbIE U
Ba)KHEWLUNE NeKkapCTBEHHbIE NMpenaparhl;

4) cobniogeHve nuUEeH3NaToM, OCYLLECTBASIOWNM PO3HUYHYIO TOPrOBMHO NEeKapCTBEHHbIMU
npenapatamMm [ns  MEAWLMHCKOrO MNpUMEHEHWUs (MeduUMHCKasi opraHu3aumsi), npasBun OTnycka
NEKApCTBEHHbIX MNpenapatoB AN MEeOUUUHCKOrO MPUMEHEHUS MEAMLMHCKUMW OpraHuM3aumsamMmm u
060Ccob6EeHHbIMY NOAPA3AENEHNAMN MEANLIMHCKNX OpraHm3auni;

e) cobnogeHne nUUEH3NATOM, OCYLLECTBIISOWMUM PO3HWYHYIO TOPFrOBMK  JIEKapCTBEHHBIMU
npenapatamm Onsg BETEPUHAPHOIO NMPUMEHEHMS (BETEpPUHaApHas anTevyHas opraHu3auusi, BeTepuHapHas
opraHusauusi, WUMelWwas JnuUeH3NI0 Ha dapMaueBTUYECKyl0 OeATeNbHOCTb, MHAUBMAOYalbHbIN
npegnpuHMMaTenb, VMEKLWNA NUUEH3NI0 Ha apMaueBTUYECKYID OEATENbHOCTb), MpaBuil OTnycka
NEeKapCTBEHHbIX NPenapaToB 4S9 BETEPMHAPHOIO NPUMEHEHUS, NPaBui OTNYCKa HAPKOTUYECKUX CPEACTB
N MNCUXOTPOMHbIX BELLECTB, 3aperMcTpUpoOBaHHbIX B KAa4yecTBe JIEKAapCTBEHHbIX MpenapaTos,
NEeKapCTBEHHbIX NPenapaToB, COAEPXKaLLMX HAPKOTUYECKME CPEACTBA U MCUXOTPOMHbIE BELLECTBA;

X) cobntogeHve NMUEeH3MaToM, OCYLLLECTBASIIOLLMM U3rOTOBIEHUE:



NEKAPCTBEHHbIX MpenapaToB Afs MEAMLWHCKOrO NMPUMEHEHMS - NPaBUi M3rOTOBIIEHUSA N OTMyCKa
NeKapCTBeHHbIX NpenapaTtoB AN MeAULNHCKOrO NPUMEHEHNS;

NEeKapCTBEHHLIX NPenapaToB A1 BETEPMHAPHOIO NPUMEHEHUS - MPaBUIT U3rOTOBIEHNST U OTNYCKa
NeKapCTBEHHbIX NpenapaToB Ans BeTepPUHAPHOro NPUMEHEHUS;

3) cobnogeHne NULLEH3NATOM, OCYLLECTBSIOLUM XPaHEHNE:

NeKapCTBEHHbIX CPeacTB ANt MeOWLMHCKOrO MPUMEHEHUS - NpaBuiT XPaHEHUS! NeKapCTBEHHbIX
CpeacTB AN MeaULNHCKOrO NPUMEHEHUS;

NeKapCTBEHHbIX CPEeACTB AN BEeTEPMHAPHOro MPUMEHEHUST - NPaBWUil XPaHEHUs! NeKapCTBEHHbIX
CpeacTB ANS BETePUHAPHOIO NPUMEHEHUS;

n) cobniogeHve nuueHanatom TpeboBaHui ctatbn 57 PepepanbHoro 3akoHa "O6 obpalieHum
NeKapCTBEHHbIX cpeacTB";

K) HanuuMe y PYKOBOAWUTENS oOpraHu3aumMm (3a WUCKIHOYEHMEM MEeOMVUUHCKMX OpraHv3aumm) -
couckartens nuUeH3nn (nuueHsnaTa), OesiTeNlbHOCTb KOTOPOro HEMoCpPeACTBEHHO CBSi3aHa C OMNTOBOM
TOProBnew fnekapCTBEHHbIMW CPEACTBAMU, UX XPaHEHWEM, MEPEBO3KOW U (UMW) PO3HUYHOW TOProBnew
NeKapCTBEHHLIMU NpenapaTamu, NX OTMYCKOM, XpaHEHMEM, NEPEBO3KON U N3rOTOBIIEHNEM:

(B peq. MoctaHoBneHus MNMpasuTtenscTBa PO ot 28.07.2011 N 622)

AN ocywecTBneHus dapmaleBTUIeCcKon OesaTenbHOCTM B cdhepe obpalleHus fekapCTBEHHbIX
CpeacTB AN MeauuUUHCKOro NMPUMEHEHUS - BbICLLIEro papmMaLeBTMYeCcKoro 0opa3oBaHms U cTaxa paboTbl
no crieumanbHOCTN He MeHee 3 neT NMbo cpeaHero papmaueBTUYECKOro 00pa3oBaHnst U cTaxa paboThbl
Mo cneumnanbHOCTM He MeHee 5 neT, cepTudmkaTa cneumanmcTa;

AN ocywecTBneHus dapMaleBTUIeCcKon OesaTenbHOCTM B cdhepe obpalleHus fekapCTBEHHbIX
CpeacTB Anst BETEPUHAPHOIO NPUMEHEHWST - BbICLLETO I cpeaHero dhapmMaueBTUYECKOro nNMbo BhbiCLIEro
WUNuU cpegHero BeTEpPUHAPHOro obpa3oBaHWUA, CTaa paboTbl MO cneunanbHOCTM He MeHee 3 neT U
cepTudmkaTta cneunanmcra;

) HaNU4yue y UHOMBMAYanbHOro NpeanpuHMMaTens - couckaTens nNuUeH3nn (nuueHanara):

AN ocywecTBneHus dapmaleBTUIeCcKOn OesaTenbHoCTM B cdhepe obpalleHus fieKapCTBEHHbIX
CpeacTB ANt MeAULUMHCKOro NPUMEHEHNS - BbICLLErO UN cpeaHero dhapmaueBTUYeckoro obpasoBaHms 1
cepTudmkaTa cneunanmcra;

AN ocywecTBrneHus dapmaleBTMIecKon OesaTenbHoCcTM B cdhepe obpalleHus feKapCTBEHHbIX
CpeacTB ANnsi BETEPUHAPHOIO NPUMEHEHWST - BbICLLETO I cpeaHero dhapmMaueBTUYECKOro NMmbo BbiCLIEro
U1 cpeaHero BeTepuHapHoOro obpasoBaHus U cepTudmkara cneumanucTa;

M) HanuyMe Yy couckaTens nuvueH3Mu (nuueHsmata) paboTHUKOB, OEATENbHOCTb KOTOPbIX
HEMnoCcpeacTBEHHO CBsi3aHa C OMTOBOW TOProBMEW IEeKapCTBEHHbIMU CpPeACcTBaMU, WX XPaHEHUEM,
NepeBO3KON M (MNN) PO3HUYHOW TOProBIIEN NEKapCTBEHHbIMU Npenapatamu, UX OTMYCKOM, XPaHEHWEM,
NepeBO3KON U U3rOTOBITIEHNEM, UMEIOLLMX:

(B peq. MoctaHoBneHus MpasuTtenscTBa PO ot 28.07.2011 N 622)

Ons ocywecTBneHus dapmaleBTUIeCcKon OesaTenbHoCTM B cdhepe obpalleHus fieKapCTBEHHbIX
cpeactB  Ons MEOMUUMHCKOTO  MPUMMEHEHMs  (3a  WCKIYeHMeM  000CobGMeHHbIX  noapasgeneHuvn
MEOVLUMHCKUX OpraHvM3auun) - BbiCLIEe WNn cpedHee dpapmaleBTnyeckoe obpasoBaHue un cepTudukaT
cneunanucra,

MonoxeHns nyHkTa 4, KacalwLmMecs Hanuumsa 4OKyMEHTa O AONOSHUTENIbHOM NPOeCCUOHaNIbHOM
0obpa3oBaHuUM B 4acTU PO3HUYHOW TOPrOBMM JIEKApPCTBEHHbIMM MpenapartaMu, BCTynawT B cuiy ¢ 1
ceHTs10psa 2011 roga (MocTtaHoenexue Mpasutensctea PO ot 13.11.2010 N 903).

ONs ocywecTBneHus hapMaleBTUYECKON OesaATenbHoCTM B cchepe obpalleHus NekapCTBEHHbIX
CpeacTB Anst MeAMLMHCKOrO NPUMeEHeHMs1 B 060CO0EHHbIX noapasaeneHnsx MeauuMHCKMX opraHnsawumin
- AOKYMEHT O [OMOSfHUTENBbHOM npod)eccuoHanbHOM 00pa3oBaHMM B 4YacTW PO3HUYHOW TOProBmuv
NeKapcTBEHHbIMM NpenapaTtamu Ans MeANLUHCKOro NPUMEHEHNS;

ONs ocylecTBneHus dhapMaLeBTUIECKON OesaATenbHoCcTM B cdhepe obpalleHus NekapCTBEHHbIX
CpeacTB Ans BETEPUHAPHOIO MPUMMEHEHUS - BbiCLee UK cpeaHee hapmaueBTMdeckoe NMbo BhicLlee
UnNu cpeaHee BeTepMHapHoe obpasoBaHue U cepTudmkar cneumanmcra;

H) noBbIlWEHVWE KBanMdUKaumyM CneunanuctoB ¢ d¢apmaueBTUYECKUM, MEOMUMHCKMM  WUnu
BeTepUHapHbLIM 00pa3oBaHMeEM He pexe 1 pasa B 5 ner.

(n. 4 B pea. NoctaHoBneHus MNpasutensctea PO ot 13.11.2010 N 903)

5. OcyuwiectBneHve nuUUEH3MpYyeEMON LEATENbHOCTM C rPyObIM HapyLleHUEM JIMLEH3MOHHbIX
TpeboBaHM M ycrioBuiA BriedeT 3a cobOOM OTBETCTBEHHOCTb, YCTAHOBIIEHHYK 3aKOHOAATENbCTBOM
Poccuinckon ®epepaumun. [llpu atom nog rpybbiM  HapyleHMEM TMOHUMAETCS  HEBbIMOITHEHWE
nuueHanatom TpeboBaHMI U YCNOBUIN, NPeayCMOTPEHHbIX MOANMYHKTamMuM "a" - "n" nyHKTa 4 HacTosLiero
lMNonoxeHus.

(B peg. NocraHoBneHus MNpasutenbctea PP ot 13.11.2010 N 903)

KoHcynbTaHTlntoc: npyumeyaHve.
B cootBetcTtBUM co cTaTtbeh 40 PepepanbHoro 3akoHa oT 30.03.1999 N 52-d3 couckatenem
NULEH3NN Ha OCYLLECTBNEHMNE dapmMaLeBTUHECKOWN nesaTenbHOCTH npeacraBnsieTcd



CaHUTapHO-3MMAEMMNONOINYECKOe 3aKrioyYeHne O ee COOTBETCTBUW CaHuTapHbiM npasunam. dopma
3akntoyeHns yteepxaeHa lNMpukasom Munsgpasa P® 27.10.2000 N 381.

6. [Ina nonyyeHus NMMLEH3MN Ha OCYLLIECTBIEHNe dhapMaLeBTUYECKo AeATENbHOCTU couckaTernb
NULEH3MN HanpaBrnsieT UNU NpeacTaBnseT B NULUEH3VPYIOLLMIA opraH 3asiBfieHMe U AOKYMeHTbl (Konuu
[IOKYMEHTOB), yka3aHHble B nyHkTe 1 ctatbn 9 denepanbHoro 3akoHa "O NULEH3MPOBaHWN OTAENbHbIX
BUOOB AEATENbHOCTU", a TaKKe KOMuu:

a) NULIEH3UM Ha OCYLLIECTBIEHNE MEAULIMHCKON OeATEeNbHOCTU (AN MEAULMHCKUX OpraHn3aumi);

6) [AOKYMEHTOB, MOATBEPXKOAlOLWMX MNpaBo COBCTBEHHOCTM WIM WMHOE 3aKOHHOE OCHOBaHWe
NCNONb30BaHUS NMOMELLEHWUI U 06opyaOBaHUSA ONs OCYLLECTBIEHUS NIULEH3NPYEMO AeATENbHOCTU (3a
UCKIIOYEHEM MeOULMHCKMX OpraHu3aumi);

B) CaHWTapHO-3MMOEMMONIOTYECKOTO 3aKMYeHUsl O COOTBETCTBMWU MOMeELLeHWii TpeboBaHWsSM
CaHUTapHbIX MpaBun (3a WCKMYEHNEM MeOWULMHCKMX OpraHu3auuil), BblAaHHOTO B YCTaHOBIEHHOM
nopsake;

r) OOKYMEHTOB O BbICLUEM MMM cpegHeM dapMaueBTUYeckoM o6pa3oBaHUM U cepTudmkaTa
creuManucta - ANA  OCYLUECTBNEHUA apMaueBTUYeckon [nOeAaTenbHoCcTM B cdepe obpalleHus
NeKapCTBEHHbIX CPeAcTB AN  MeOMUMHCKOTO MPUMMEHEHUs (3@  UCKIoYeHWeM 060COBMNEHHbIX
noApasfeneHnii MeguUMHCKUX opraHnsauuii);

MonoxeHns nMyHKTa 6, KacaroLmMecs Hanmumsa JOKYMeHTa O AONOMHUTENbHOM NPodeCcCMOoHarbHOM
0o6pa3oBaHuM B 4acTW PO3HUYHOW TOProBNWM NeKapCTBEHHbIMW MNpenaparamu, BCTynalT B cuny C 1
ceHTa6psa 2011 roga (MoctaHosnenue Mpasutenbctea PP ot 13.11.2010 N 903).

4) LOKYMEHTa O JOMOSTHUTENBbHOM NPodeccoHanbHOM 06pa3oBaHMKM B HaCTU PO3HUYHOW TOPTroBMyx
nekapcTBeHHbIMW  MnpenapataMmy  And  MEeOUUMHCKOro  MpUMEHeHUMs - Ang  OCyLlecTBNeHus
dhapMaLeBTUHECKON AeATENbHOCTU B cdhepe obpalleHnst nekapCcTBeHHbIX CpeacTB AN MeaMLUHCKOro
npuMeHeHnst B 060Co0EeHHbIX NoapasaeneHmsx MeaULMHCKUX opraHM3auui;,

€) [OOKYMEHTOB O BbICLUEM WNN CcpefHeM hapmaueBTUYECKOM MO0 BbICLUEM WAW CPEOHEM
BETEPMHAPHOM 00Opas3oBaHMM M cepTudukaTa cneumanucrta - ons ocylwecTBrneHnss oapmaleBTUHeCcKon
[esTenbHOCTU B chepe obpalleHns nekapcTBEHHbIX CPEACTB AN BETEPUHAPHOIO NPUMEHEHMS.

(n. 6 B pea. NoctaHoBneHus MNpasutensctea PO ot 13.11.2010 N 903)

7. Konun [OOKYMEHTOB, He 3aBepeHHble HOTapuycoM, MPeACTaBfslTcs C npeabsaBreHunem
opurnHana.

JlnueHsmpylowmn opraH He BrpaBe TpeboBaTb OT CoOMCKATENsl JIMUEH3UU NpeAcTaBreHus
OOKYMEHTOB, He MpefyCMOTPEHHbIX HacTosAWwmMM NonoxeHrem.

8. MNpu paccmoTpeHuun 3asBNeHnss 0 NpeaocTaBneHn NUUEH3UU NULEH3NPYIOLLNIA OpraH NpoBOAUT
NMpoOBEPKY MOMHOTbI W [OOCTOBEPHOCTM CBEOEHUA O coucKaTene mUUEH3NW, codepXalluxca B
npencTaBrneHHbIX B COOTBETCTBUM C MYyHKTOM 6 HacToswero [onoxeHuss 3asiBNeHNM U OOKyMeHTax, a
TaKkke MPOBEPKY BO3MOXHOCTWU BbIMOMHEHUS coMCKaTenem MUUEH3UWM JIMLEH3UOHHbIX TpeboBaHun 1
ycrnosun.

lMpoBepka MOMHOTLI N AOCTOBEPHOCTU YKA3aHHbIX CBEAEHUM MPOBOAMTCSA MyTEM COMOCTAaBIIEHUS
CBEEHWIN, COOEPXALUUXCA B OOKYMEHTax, NpeAcTaBeHHbIX coucKaTenem NULEH3UN, CO CBEAEHMSMU,
cogepxawmmmcs B EOnHOM  rocygapCTBEHHOM peecTpe topuaudeckux nvy wunv B EguHom
rocy0apCTBEHHOM peecTpe MHOMBMAYalnbHbIX NpearnpuvHUMartenen, KoTopble NpedoCcTaBnAlTCs
nuueHsupytowemy opraHy ®epgepanbHoi  HamnoroBow  criykbori B nopsigke,  yCTaHOBMEHHOM
MpaButenbctBoM Poccuinckon degepauuu.

[MpoBepka BO3MOXHOCTM BbINOMHEHUSI COUCKATENeM IUUEH3UN JIMUEH3NOHHbLIX TpeboBaHuiA W
YCITOBMI NMPOBOAUTCS NULIEH3NPYIOLLUM OPraHoOM B COOTBETCTBMM C TPebOBaHUAMMU, YCTAHOBIIEHHLIMM
ans  opraHuMsauun npoBepok ®degepanbHbiM 3akoHoOM "O  3awMTe nNpaB  LPUANYMECKUX L U
MHAMBUAOYaNbHbLIX NPEeanpUHMMATENeEn MpU OCYLLECTBIIEHNM FOCYAApPCTBEHHOIO KOHTpons (Hagsopa) u
MYH/LIMMNanbHOro KOHTpona".

(B pea. NoctaHoBneHus lMNpaesutensctea PP ot 21.04.2010 N 268)

9. B cnyyae yTpatbl JOKYMEHTA, NOATBEPXKAAOLLEr0 HanvymMe NUULEH3NW, IMUEeH3naT UMeeT NpaBo
Ha nonydeHue ero gybnuvkara.

JInueHsnaT umeeT NpaBo Ha NOMyYeHNE 3aBEPEHHbIX JIMLIEH3NPYIOLLMM OPraHoOM KOMWIN AOKYMEHTA,
noATBEPKAAOLWEr0o HANu4Me NMUeH3uun.

OybnukaTt wnvM Konus MOATBEPXKOANOLLEro Hanuune JNnUUEH3UW [OKYMEHTa npeaocTaBnsaeTcs
nuueHsnaty B TeveHne 10 gHenm c paTbl NOMNyYEHWUs] NMULEH3VPYIOLMM OpPraHOM COOTBETCTBYHOLLLENO
NMUCbMEHHOIO 3asiBNeHus!.

Oybnukat [OKyMeHTa, MNOATBEPXKAAKLWEro Hanuuvue InuueHsun, odopmMnseTcs C MNOMETKON
"nybnvkat" B 2 ak3emnnsdpax, OOWH W3 KOTOPbIX Bpy4YaeTca nuueH3uaTy, OpYron XpaHWTcs B
TNNLIEH3NOHHOM Jene NULUEH3MPYHOLLEro opraHa.

10. WHdopmaumsa, OTHOCAWAACA K  OCYLeCTBMEHUIO  MULEH3UpyeMon  OeATenbHOCTU,
npeoycMOTpeHHass nyHKTom 2 ctateM 6 v nyHktom 1 cratem 14 depepanbHoro 3akoHa "O
NUUEH3NPOBAHNM OTAENbHbLIX BUOOB AEATENbHOCTU", pa3mellaeTcs B ouumanbHbIX 3NEKTPOHHbBIX UIK



neyaTHbIX cpeacTBax MacCoBOW MHpopMaLIMK NULLEH3UPYIOLLEro opraHa, a Takke Ha MHAOPMaLNOHHBLIX
CcTeHAax B NOMELLEHNsIX NULUEH3NpYytoLLiero opraHa B TedeHue 10 gHen ¢ aathl:

a) oduuManbHOro OnyGnMKOBaHUS HOPMATMBHLIX MPABOBbIX aKTOB, YCTaHaBIUBAOLLMX
obs3aTenbHble TpebOBaHMSA K NMULLEH3MPYEMON OEATENBHOCTY;

0) nNPUHATUS NUUEH3UPYIOLLMM OpPraHOM pelleHuss O MpedocTaBfieHun, nepeodopMIieHn
TNINLIEH3UN, MPUOCTAHOBITEHUN, BO30OHOBIEHUN €€ OENCTBUSA, 00 aHHYNMPOBaHUN NNLIEH3NN;

B) nony4yeHus ot PegepanbHOM HANOroBon CnyoObl CBEAEHWUI O NMKBUOAUMM IOPUANYECKOrO nmua
UNU npekpalleHun ero AedATenbHOCTU B pes3ynbTaTe peopraHusauuun, o npekpaweHun usndyeckum
NNLIOM JeATENBbHOCTM B Ka4eCTBe MHOVBMAYANbHOIo npegnpuHumaTens;

r) BCTYNMNEeHUs B 3aKOHHYHO CUIY peLleHus cyaa 00 aHHYNMpPOBaHUN MNLIEH3NN.

11. JINLUEH3UOHHbIA KOHTPOMb 3a COOMOAEHWEM TNULEH3MATOM JMLEH3MOHHbIX TpeboBaHUN U
YCITOBMI OCYLLECTBISIETCS B Mopsigke, npegycmMoTpeHHoMm ®PeaepanbHbiM 3akoHoM "O 3awmrte npas
IOPUANYECKMX NUL, U UHAMBUAOYANbHbIX NPeanpuUHUMAaTenen nNpu OCYLLECTBIIEHUN TOCYLapCTBEHHOIO
KOHTpons (Hag3opa) U MyHULUMNanbsHOro KOHTpons".

(8 pea. MNMoctaHoBnexus MNpasutensctea PP o1 21.04.2010 N 268)

12. TlpyHATVE NULEH3VPYIOLMM OPraHOM peLleHust O MpefocTaBfieHMn nuueHsmmn (06 oTkase B
NnpefocTaBneHnun NULEH3nn), nepeodopMIIEHMN, NMPUOCTaHOBNEHUN, BO30OHOBNEHUN ee OencTBus, 00
@HHYNMPOBAHMN JIMLEH3UN, a TaKke BEeOEHUEe peecTpa JIMUEH3MN W MpedocTaBeHne CBEeAEeHWUW,
COLEepXallMXCs B peecTpe JMLUEH3WN, OCYLLEeCTBMAITCSA B Mopsigke, ycTaHoBneHHom PdepepanbHbIM
3akoHOM "O NUUEH3NPOBaHNN OTAENbHLIX BUOOB AEATENbHOCTU".

BeneHve eguHoro peectpa nuueH3ni Ha oapmaleBTUYECKYI0 OEATENBHOCTb, OCYLLECTBSEMYHO B
cdepe obpalleHnss nekapCcTBEHHbIX CPeaCcTB AN MeOULMHCKOro NMPUMEHEHUS, B TOM 4YMCne NULEH3UN,
BblJAHHbIX OpraHamMu UCMONHUTENbHOM Bnactu cybbekTtoB Poccuickon ®enepauum B COOTBETCTBUM C
nepefaHHbIMU  MOMHOMOYMAMK, ocywlecTBndeT PepepanbHas cnyxba no Hagsopy B cdepe
3[paBOOXpPaHEHNs1 N COUMarnbHOMro pasBUTUS.

(ab3ay BBepgeH [lMoctaHoBneHnem [MpaButensctBa PO ot 07.04.2008 N 241, B pen. lNocTtaHoBneHus
MpasuTtensctBa PO ot 13.11.2010 N 903)

OpraHbl McnonHuTenbHon Bnactn cybbektoB Poccuiickon defepaumm exemMecsayHo, He no3gHee
10-ro 4ncna, HanpaensawT B Me4YaTHOM W 3MIEKTPOHHOM BMOE OaHHble, COAepXaljmecs B peecTpax
nuueHani cybobektoB Poccuiickon Pepepauun, B PepepanbHyto cnyxby no Hagsopy B cdepe
3[paBOOXPaHEHNs1 N COUMarnbHOro pasBUTUS.

(ab3ay BBeneH NoctaHoBneHuem lNMpaBuTtensctBa PP ot 07.04.2008 N 241)

13. 3a npepocTaBneHne IMUEH3MPYIOWMM OpPraHoM JMUEH3uKn, nepeodopMieHne LOKYMEHTa,
NMOATBEPXKAAIOLLEro HanuumMe nuueH3uu, Bbigdady Aybnukata JOKyMeHTa, noATBepXAaloLllero Hamvuve
NULEH3UN, N MpPOAJIEHNE CpoKa OEWCTBUSA FNULEH3NM YMfayvMBaeTCsl rOCyAapCTBEHHasi MOWMvMHA B
pasMepax 1 nopsigke, KoTopble YCTaHOBMEHbI 3aKkoHoaaTenbcTBoM Poccuiickon degepaumm o Hanorax u
cbopax.

(n. 13 B peq. MocTtaHoBnenus MNpasutensctea PO ot 24.09.2010 N 749)




