006 yTBepxaeHuu Mono>xeHus o NULEH3UPOBAHUM NPOU3BOACTBA

NeKapCTBEHHbIX CPencTB

MocTtaHoBneHue MpaBuTenbcTBa Poccuiickon Gegepauum - Ne 415 - o1 06.07.2006 - MpaBnTenbcTBO Poccuiickonm

depepaunn - YTpaTun cuny

MocTtaHoBneHwue MpasuTenscTBa Poccuinckon ®epepaumm ot 06.07.2006 r. Ne 415 (CobpaHue
3aKoHoJaTeNnbCTBa Poccuinckon Pepepaunm ot 2006 r., Ne 29, cT. 3249; "Poccuinckas raseta" oT

14.07.2006 r., Ne 152)
NMPABUTEJIbCTBO POCCUCKOW ®ELEPALNN
MOCTAHOBJNEHWE

oT 6 nona 2006 r. N 415
r. MockBa

YTpatuno cuny - NocTaHoBNeHME
MpaBuTenbcTBa Poccuinckon denepaumu
o7 03.09.2010r. N 684

06 yTBepXxaeHun MonoxxeHns o NMLLEH3MPOBAHNM MPON3BOACTBA
JIeKapCTBEHHbIX CPeaCTB

B cooTBeTCTBMM C DefiepalibHbIM 3aKOHOM "O NULLEeH3UPOBaHUN
OTHOEeNbHbIX BUAOB AesTensHocTn" MNpaBnuTenbcTBo Poccninckon degepaumm
nocTaHoBNAET:

1. YTBepanTb npunaraemoe Mono)eHne o NULEH3NPOBAHUN
NPON3BOLCTBA JIEKAPCTBEHHbLIX CPeACTB.

2. Mpu3HaTb YyTPaTUBLLUMMU CUNY:

noctaHoBsieHue MpasuTenbcTBa Poccuinckon ®egepamm oT 4 nons

2002 r. N 500 "O6 yTBepxaeHumn MNonoxeHns o ANLEH3MPOBaHUN
Npon3BOACTBA SlIeKapCTBeHHbIX cpeacTs" (CobpaHue 3akoHoAaTENbCTBA
Poccunckon ®epepaumm, 2002, N 27, cT. 2711);

MYHKT 99 N3MeHeHNn, KOTOPble BHOCATCS B NocTaHoBAeHNs CoBeTa
MuHuncTpos PCOCP, MpasuTtensctea PCOCP v MpasuTenscTea Poccumnckon

depepaumm, Kacaowmecs rocydapCcTBeHHON PerncTpaLmm pPUuaNYecKnx auu,
YTBEPXAEHHbLIX NOCTaHOBAeHNeM NpaBuTenbcTBa Poccninckon ®egepaumm ot

3 okTa6psa 2002 r. N 731 (CobpaHue 3akoHoAaTenbCTBa Poccnitckom
®epnepauyumm, 2002, N 41, cT. 3983).

Mpencenatens MpaBuUTeNbLCTBA
Poccuinckon ®epepauunmn M.Opankos

YTBEPXKZAEHO

noctaHoBneHmeM MpaBUTENbLCTBA
Poccuiickon depepauun

oT 6 nions 2006 r.

N 415

MONOXEHWE
0 JIMLIeH3MPOBaHNN NPON3BOLCTBA JIEKAPCTBEHHbIX CPEACTB

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

Ctp.1m35



1. HacTosuwee MNMonoxxeHne onpenenseT nopsafok JULEH3MPoBaHMA
NPOM3BOACTBA JIEKAPCTBEHHLIX CPEACTB, OCYLLECTBISEMOro OPULNYECKUMN
amuamu.

2. JlnueH3npoBaHme NpoM3BOACTBaA NEKAPCTBEHHbIX CPEACTB
ocyulecTeaaoT GegepanbHas cnyxba no Hag3opy B chepe 34paBOOXPaHEHUS
N coumanbHoro passuTua n GenepanbHas cny>kba no BeTepMHapPHOMY ”
buToCaHNTAPHOMY HaA30py ([asiee - NNLEH3NPYIOLNUIA OpraH), B TOM Ynche:
®epnepansbHasa cnyxba No Haa3opy B chepe 34paBOOXPaAHEHNSA U
COLMabHOr0 Pa3BMUTUA - B HaCTW NPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB,
npegHa3HavYeHHbIX 418 MeAULMHCKOro NpUMeHeHNs;

depepansHas cnyxba no BeTepnHapHOMYy U UTOCaHNTAPHOMY

Ha430py - B HaCTW NPOU3BOLACTBA JIEKAPCTBEHHbIX CPeacTs,
npefHa3HaYeHHbIX 019 XUBOTHbIX.

(MyHKT B pepakuum MNoctaHoBneHns MNpaBuTensCTBa Poccninckom
®epnepaumm ot 19.07.2007 r. N 455)

3. JIMLeH31a Ha OCyLLEeCTBEHNE AeATENbHOCTIU NO NPON3BOACTBY
JIeKapCTBEHHbIX CPeACTB NpeaocTasnseTcs Ha 5 neT. Cpok gencrsmsa
JINLLEH3UN MOXXET BbIThb NPOAJIEH B NOPAAKE, NPEYCMOTPEHHOM A)1s
nepeogopmMIeHns NNLEH3UN.

4. JInueH3nOoHHbIMK TpeboBaHMAMM 1N YCAOBMAMU NPU OCYLLLECTBIEHNN
LEeATeIbHOCTM MO NPOU3BOACTBY JIEKAPCTBEHHbLIX CPEACTB ABAAIOTCS:

a) Han4me y conckaTens AnUeH3nn (nuueH3naTa) HeobxoanMMbIxX ons
OCYLLECTBJIEHNA IMLEH3NPYEMON OEATENbHOCTY, MPUHAANEXALLNX EMY Ha
npase cO6CTBEHHOCTMN UM Ha MHOM 3aKOHHOM OCHOBAHWUW 34aHNN,
nomelleHnin n obopyoBaHMa NMbO HanMyme 3aKOHHbIX OCHOBAHWIA ONS
NCMNOJIb30BaHMA NOMeLLEHNIN 1 06opyA0BaHUSA UK TONbKO 06opynoBaHMS,
NpUHagJJiexxalmx opraHm3aumnam - Npou3BoLMTENAM NIeKapCTBEHHbIX CPeLACTB;
6) cobnoaeHne NNLEH3MATOM YTBEPXKXAEHHbLIX B COOTBETCTBUM CO

cTaTbeln 13 ®epepanbHoOro 3akoHa "O fleKapCTBEHHbLIX CpeacTBax" npasu
OpraHm3auunm Npon3BoOACTBa M KOHTPOIA Ka4yecTBa JIEKApPCTBEHHbIX CPeacTB
B JIeKapCTBEHHLIX (hOpMaX, pa3peLlleHHbIX 45 Npou3BOACTBa;

B) Ha/M4mne y COUCKaTens JMLUEH3NN (LeH3naTa) 3aKOHHbIX

OCHOBaHMWIN AN NPOM3BOACTBA NAaTEHTOBAHHbLIX U (MK) OPUTrMHANBbHBIX
JIeKapCTBEHHbIX CPEACTB U UX NPOLaXKMN B COOTBETCTBUN C NATEHTHLIM
3aK0HOLaTeNbCTBOM Poccuinckon degepaunm n 3akoHOM Poccrinckon
®epepaumm "O ToBapHbIX 3HAKaX, 3HaKax 06CNY>XUBAHUSA N HAUMEHOBAHUSAX
MeCT NPONCX0XAEeHNS TOBapoB";

r) cobniogeHne nuueH3maTom TpeboBaHN 0 3aNpeLLEHN NPOLaXKN
JIeKapCTBEHHbIX CPeACTB, NpuLledWwnx B Hero4HOCTb, JIeKapCTBEHHbIX
CPencCTB C UCTEKLUMM CPOKOM roAHOCTU, halbCUPULINPOBAHHbLIX
JIeKapCTBEHHbIX CPEACTB U NeKapCTBEHHbIX CPeLCTB, ABAAOLMXCS
HE3aKOHHbIMU KOMUAMUW JIEKAaPCTBEHHbIX CPeACTB, 3aperncTpUpPoBaHHbIX B
Poccuinckon ®epepaumm, a Takxe 06 YHUUTOXKEHUN TaKMX TEKAPCTBEHHbIX
CpeacTB B COOTBETCTBUM CO CTaTben 31 PegepanbHOro 3akoHa

"O neKkapcTBeHHbIX cpeacTBax”;

[) Hannyne B WITaTe CONCKATENS MNLEH3NN (NULEH3naTa)

crneunanncToB, OTBETCTBEHHbIX 3@ NPON3BOACTBO, KA4eCTBO M MapKMPOBKY
JIeKapCTBEHHbIX CPELACTB, UMEIOLLMX BbiCLIee WK CpefiHee cneunansHoe
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obpa3oBaHMe (XMMUKO-TEXHOSIOrMYecKoe, BUoTexHoNornyeckoe,
thapmaueBTUYECKOE NN MEeAULMHCKOE - A5 IEKapCTBEHHbLIX CPeACTB,
npefHa3Ha4YeHHbIX 458 MeQULMHCKOro NpuMeHeHns, nnbo
XUMUKO-TEXHONOrMYECKoe, BUOTEXHOSIOrNYECKOoe, (hapMaLleBTUYECKOe,
Buonornyeckoe, BeETEPMHAPHOE NN MeLULNHCKOE - ANS JIEKAaPCTBEHHbIX
CPeLCTB, MpeAHa3HaYeHHbIX 15 XXUBOTHBIX) U CTaxk paboTbl Mo
crneumanbHOCTU

He MeHee 3 neT;

€) NOBbILEHNE He peXxe 04HOr0 pasa B 5 neT KBanmdukaymm

crneunanncToB, 0TBEYaloLWMX 3a NPON3BOLCTBO, KAYECTBO U MapKUPOBKY
JIeKapCTBEHHbIX CPEACTB;

)K) Hann4mne rocyaapCTBEHHON perncTpauny npeaenbHbiX OTNYCKHbIX

LeH NpoM3BOAMTENA Ha XN3HEHHO HEOBXOANMbIE N Ba)XHENLNe NeKapCTBEHHbIE
cpencTsa. ([ononHeH - MoctaHoBneHue MpaBuTensCTBa PoCcCcMnCKon
®epnepaumm ot 08.08.2009 r. N 654)

5. OcywecTBneHne NNLEH3MPYEMOA OEATENLHOCTY C rpy6bbiM

HapyLleHNeM MLEH3NOHHbIX TpeboBaHMIN 1 yCI0BMIA BNieYeT 3a cobon
OTBETCTBEHHOCTb, YCTAHOBIEHHYIO 3aKOHOAATeIbCTBOM POCCMINCKON
®epnepaumn. Mpun 37oM Nog rpybbiM HapyLLEHNEM MOHMMAETCS HEBbIMOIHEHNE
JimueH3naTom TpeboBaHUn 1 yCIoBUIA, NpeayCMOTPEHHbIX MOAMNYHKTaMM

"a" - "r'" nyHKTa 4 HacToawero lNonoxeHus.

6. [na nonyyYyeHUs NULEH3UN Ha NPOU3BOLACTBO JIEKaPCTBEHHbIX

CpencTB COMCKaTeNb NLLEH3MN HanpaBaseT uan NpeacTaBaseT B
JINLLEH3UPYIOLLIAIA OpraH 3asBNeHNe N OKYMEHTbI (KOMuMn 4OKYMEHTOB),
yKa3aHHble B NyHKTe 1 cTaTbn 9 PefnepanbHOro 3akoHa "O IMLEH3UpoBaHUN
OTHENIbHbIX BUAOB AeATeNbHOCTN", @ TakXe cedyowme LOKYMEHTbI:

a) nepeyeHb SIeKAPCTBEHHbIX CPEACTB, KOTOPbIE COMCKATESb INLLEH3MM
rOTOB MPOU3BOAUTH;

6) onncaHne 0CHOBHbLIX TEXHOJIOMMYECKMX MPOLECCOB, obecneynBaioLLmx
Ka4eCTBO JIeKapCTBEHHbIX CPEACTB;

B) corjacume OpraHoB MECTHOr0 caMoyrnpaB/ieHNs Ha pa3MeLLeHne
NMPOM3BOACTBA JIEKAPCTBEHHbIX CPEACTB Ha COOTBETCTBYIOLLEN TEPPUTOPUY;
r) Konuu nateHToB Poccunckonm depepaunn n (Man) ANLEHINOHHbIX
[LLOroBOPOB, pa3peLlaroLnX NpomM3BoACTBO U NPOAAXY NAaTEHTOBAHHbLIX U
(nnn) opuUrnHanbHbLIX eKapPCTBEHHbIX CPeacTB;

[) KONUN OOKYMEHTOB, CBMAETENbCTBYIOLWMNX O HAJIMYNN Yy COUCKaTeNs
JINUEH3MN (NUUEeH3MaTa) He0BX0AMMBIX AN OCYLLECTBIEHNS NINLIEH3NPYEMON
AeATeNbHOCTU, NPUHAANEXALLNX eMy Ha NpaBe COBCTBEHHOCTY UM Ha UHOM
3aKOHHOM OCHOBaHWW 34aHui, nomelleHu n obopynosaHma, Mmbo
[OKYMEHTOB, MNOATBEPKAAIOLLNX HaNNYMe 3aKOHHbIX OCHOBaHUN ANs
NCMNOJIb30BaHMA NoOMeLLeHMn 1 0bopyaoBaHUA WK TONbKO obopynoBaHus,
npvHaaneXxawmx opraHn3aumnam - NPpon3BoANTENSM NEKAPCTBEHHbIX CPEACTB;
€) KOnumn Bbl4aHHOro B yCTaHOBJIEHHOM MopsaKe
CAHUTAPHO-3MNAEMMNONOr NYECKOro 3aKI0HeHNS 0 COOTBETCTBMM
NpPon3BOACTBA JIEKAPCTBEHHbIX CPeACTB TpeboBaHMAM CaHUTaPHbIX NPaBuUJT;
)K) KOMWM OKYMEHTOB, NMOATBEPXKAAIOLNX COOTBETCTBYOLLYIO
JIMUEH3NOHHBLIM TpeboBaHMAM 1 YCNOBUAM KBaNNPUKaALMIO CNELNANNCTOB,
OTBETCTBEHHbIX 3a NPON3BOLCTBO, KAYECTBO U MAPKMUPOBKY JIEKAPCTBEHHbIX
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cpencTs.
7. Konun 0OKYMEHTOB, HE 3aBEPEHHbIE HOTApUyCOM, NPeACTaBAATCS

C NpeabaABIEHNEM OpUrHana.

JInueH3unpytoLwnii opraH He BnpaBe TpeboBaTb OT COUCKATENS JINLIEH3UN
npeacTaBAeHNs LOKYMEHTOB, He MPeayCMOTPEHHbIX HacToAWMM of0XKeHNeM.
8. MNpwn paccMOTpeHnmn 3as8BEHUSA 0 NPefOCTaBAEHUN TNLEH3UN
JINLLEH3UPYIOLLINIA OpraH NpoBOAMUT MPOBEPKY MONHOTLI U AOCTOBEPHOCTHU
CBELEHMIN 0 coMCKaTesne ANLEH3NN, COAEPXKALLMXCSA B MPeACTaBAeHHbIX B
COOTBETCTBUM C MYHKTOM 6 HacTosLwero MNonoXeHuns 3asaBiaeHnn 1
LOKYMEHTaX, @ TakXXe NpOoBEPKY BO3MOXXHOCTW BbIMOJIHEHNA CONCKATENEM
JINLLEH3UN NINLEH3VNOHHbBIX TPEBOBAHWUA 1 YCNOBUNA.

MpoBepKa MNOSHOTHLI U 4OCTOBEPHOCTM YKa3aHHbIX CBeAEHWI NPOBOAUTCA
nyTeM COMOCTaBleHNSA CBEAEHN, COLEPXKALLNXCSA B [OKYMEHTaX,
npeacTaBAeHHbIX COUCKATENEM JINLIEH3UKN, CO CBEAEHUAMU, COOEPXKALLNMUCS B
EOVHOM rocyiapCTBEHHOM peecTpe IopUANYECKNX NNL, KOTOpble
NpenoCcTaBAfOTCA NNLEH3MpPYIOLLEMY opraHy ®efepanbHON HaNoroBom Ciy>x6oin
B NOpsifKe, yCTaHoBAeHHOM [paBuTensCcTBOM Poccuiickon degepauun.
MpoBepka BO3MOXXHOCTU BbIMNOJIHEHNS COMCKATENEM JINLLEH3UN

JINLLEH3NOHHBIX TPebOoBaHWI 1 YCI0BMIA MPOBOANTCA ANLEH3NPYIOLWUM OPraHoM
B COOTBETCTBUM C TpeOOBAHMAMM, YCTAHOBEHHLIMI 419 OpraHu3aumum
nposepok PegepanbHbiM 3aKOHOM "O 3aLlMTe NpaB OPULNYECKUX JINLL 1
WNHAMBUAYANbHbIX NpeanpuHMMaTenen Npu oCcyLLeCTBAEHUN FOCYAapCTBEHHOMO
KOHTpONS (Hag3opa) U MyHULMNANbHOMO KOHTpona".

9. B cnyyae yTpaThbl JOKYMEHTa, NOATBEP)KAAOLEr0 Hannyne

JINUEH3MK, NMLEH3MAT UMeEeT NPaBO Ha NoayyeHue ero aybankara.
JInueH3naT UMeeT NpaBo Ha MoJlyYeHNE 3aBEPEHHbIX JINLLEH3NPYIOLLNM
OpraHoOM KOMWi OOKYMEHTa, MoOATBEPXKAAIOLLEro Hann4me AnLeH3nu.
OybnukaT unn Konus NOATBEPXXAAOLWErO HAIMYME JINLIEH3NN [OKYMEHTA
npenocTaBAseTCs NMUeH3naTy B TedyeHue 10 gHen ¢ gaTbl MoayyYeHns
JINLLEH3UPYIOLLMM OPraHOM COOTBETCTBYHOLLEr0o MMCbMEHHOMO 3a8B/eHNS.
NybnnkaT [OKyMeHTa, MOATBEPXAAOLWErO HaMYNE JINLIEH3UN,

ohopmasieTcs C noMeTkon "aybnnkaT" B 2 aK3emMnasapax, oAnH N3 KOTOPbIX
BpPYYaeTCs NMULEH3NaTy, APYron XpaHUTCS B INLEH3MOHHOM Lene
JINLLEH3UPYIOLLLErO OpraHa.

10. HpopMaums, OTHOCALLAACA K OCYLLECTBIEHNIO NLEH3NPYEMON
AeATeNbHOCTU, NPefyCMOTPEeHHas MYHKTOM 2 CTaTbi 6 1 MyHKTOM 1

cTaTbk 14 ®epepanbHOro 3akoHa "O NMUEH3NPOBAHNN OTOENbHbIX BUAOB
AeATenbHOCTU", pa3MellaeTcs B 0MUManbHbIX 3NEKTPOHHbIX UM NEYaTHbIX
cpencTBax MacCoBOW MHDOPMaLUKN ANLEH3MPYIOLLErO OpraHa, a TakXe Ha
MHOPMaLMOHHBIX CTEHAAX B MOMELLIEHMAX NNLEH3NPYIOLLErO OpraHa B
TeyeHune 10 gHen c paThl:

a) oumumanbHOro onybanKoBaHUs HOPMATMBHbIX MPABOBbLIX aKTOB,
yCTaHaBAMBatoWwmx 0b6s3aTenbHble TPeOOBaAHUS K NLLEH3MPYEMOIA
neATenbHOCTY;

6) NPUHATUS NMLEH3UPYIOLLIM OPraHOM PEeLLIEeHMS 0 NPeaoCTaBAeHNN,
nepeoopMAEHNN NLEH3UN, MPUOCTAaHOBAEHNN, BO30BHOBNEHUM ee
AencTeus, 06 aHHYIMPOBAHNUN NULEH3NN;

B) noay4eHns oT PefepanbHON Hanorosom cnyxbel cBeAeHUR O
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JINKBU LALLM IOPUONYECKOrO JIMLia UKW NPeKpaLleHnn ero AesTeNbHOCTH B
pesynbTaTe peopraHu3auuu;

) BCTYMNIEHNS B 3aKOHHYIO CUy pelleHns cyaa 06 aHHyampoBaHum
JIMLEeH3uu.

11. JINLLEH3NOHHBIN KOHTPOJIb 3@ COBN0AeHNEM NNLLEH3NATOM
JIMLLEH3MOHHbIX TpeboBaHWI 1 YCIOBMIN OCYLLECTBASETCA B MOPAAKE,
npenycMmoTpeHHoM ®efiepanbHbiM 3aKoHOM "O 3alumTe nNpas pUANYeCcKnX JnL
N VMHAMBUAYaNbHbLIX NpeanpuHMMaTene npu ocyLwecTBAeHUN
roCyfapCTBEHHOr0 KOHTPOASA (HaA30opa) U MyHULMNaAbHOro KOHTpoia",
12. MNMpuHATNE NULEH3NPYIOLLMM OPraHOM peLleHns 0 NpefoCcTaBaeHnn
nunueHsnm (06 oTkase B NpefoCTaBeHUN NNLEH3MKN), NepeodopMaeHnn,
NpMOCTaHOBNEHMNM, BO30OHOBEHUN ee AeNCTBUSA, 06 aHHYMPOBaHNN
JIMLEH3MK, @ TaKXe BeleHune peecTpa JIMLEeH3Nn 1 npefocTaBiieHne
CBEeLleHNI, cofep)KaLuuxca B peecTpe NMNLEeH3Ni, OCyLLeCTBASAI0TCS B
nopsifike, yctaHossieHHOM ®efepasbHbIiM 3aKOHOM "O NNLEH3NPOBaHNM
OTOE/bHbIX BULOB AeATenbHoCTN".

13. 3a paccMoTpeHre NNLEH3NPYIOLLMM OpraHoM 3asiBJIeHns O
npenocTaB/ieHNN INLEH3UY, 3a ee NpefoCTaB/IeHe Uan nepeodopmiieHmne
ynnavyvMBaeTcs rocyfapCcTBEHHas NoLwwanHa B pa3Mepax u nopsaake,
yCTaHOBJ/IEHHbIX 3aKOHOAATENbCTBOM Poccuinckon ®efepaunm o Hanorax u
cbopax.
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