3apeructpupoBaHo B MuHtocte P® 31 aBrycta 2010 r. N 18324

MWHUCTEPCTBO 3[PABOOXPAHEHMA N COLIMAIIBHOIO PA3BUTUSA
POCCUUCKOUN ®EOEPALIUA

NMPUKA3
ot 26 aBrycta 2010 r. N 757H

OB YTBEPXXOEHUW NOPAOKA
OCYLWECTBJIEHNA MOHUTOPUHIA BE3OIMNACHOCTH
JNIEKAPCTBEHHbIX NPEMNAPATOB AJ14 MEAWUMHCKOIO NPUMEHEHMUA,
PEFMCTPALIUU NOBOYHbIX OEMCTBUN, CEPbE3HbIX HEXEJATENbHbIX
PEAKLIWWA, HENPEOBUAOEHHBIX HEXXENATENbHbIX PEAKLIUA
NPU NPUMEHEHUN NEKAPCTBEHHbIX MPEMAPATOB
anAa MEQUUUHCKOro NPUMEHEHUA

B cooTtBeTCcTBUM CO cTaTbsiMn 64 - 66 degepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-93 "O6
obpalleHnn nekapctBeHHbIX cpeacTB” (CobpaHne 3akoHoagaTtenscTBa Poccurickon ®egepaunn, 2010, N
16, cT. 1815, N 31, cT. 4161) npukasbiBato:

YTBepauTb MOpsSAOK OCYLLECTBMEHUST MOHUTOPUHra 6e30macHOCTWM NeKapCTBEHHbIX MpenapaToB
ONg  MeOVLMHCKOrO NPUMEHEHWsl, peructpaumMm nobOoYHbIX OEeNCTBUN, Cepbe3HbIX HexenaTerbHbIX
peakumi, HenpeaBUAEHHbIX HeXenaTenbHbIX pPeakuuin npu NpUMEHEHMM NeKapCTBEHHbIX MNpenapaToB
A9 MeOULMHCKOTO MPUMEHEHUS COMNAacHO NPUMOXEHNIO.

MwuHucTp
T.A.TOJIMKOBA

Mpunoxexue

Kk MNpwukasy

MuHuUCTEepcTBa 30paBOOXpPaHEHNS
1 COLManbHOro pasBUTUS
Poccuiickon ®eaepaunn

oT 26 aBrycta 2010 r. N 757H

NoPAAOK
OCYLWECTBNEHNA MOHUTOPUHIA BE3OMNMACHOCTU
JIEKAPCTBEHHbIX NPENAPATOB AN1A MEOULUMHCKOIO NMPUMEHEHUA,
PEFMCTPALIUU NOBOYHbIX OEMCTBUN, CEPbE3HbIX HEXEJIATENbHbIX
PEAKLWWA, HENPEOBUAEHHbLIX HEXXENATENbHbIX PEAKLIUIA
NPU NPUMMEHEHUU NEKAPCTBEHHbLIX NPEMNAPATOB
anAa MEQUUUHCKOro NPUMEHEHUA

1. Hactoawwmn [lopsgok ycTaHaBnuBaeT npaBuna nNpoBedeHus MOHWUTopuHra 6e3onacHocTy
neKapCTBEHHbIX MNpenapatoB AN MeAWLUMHCKOrO MNPUMEHEHUs, Haxoddawuxcsa B obpalleHun Ha
TeppuTopun Poccuiickon Pepepaumm, peructpaumm noboyHbIX OENCTBUN, HE YKa3aHHbIX B MHCTPYKUMAX
no NPUMEHEHUIO NeKapCTBEHHbIX NpenapaToB, Cepbe3HbIX HexenaTenbHbIX peakuun, HenpeaBUaEeHHbIX
HexenaTenbHbIX peakuuMi npyv  NPUMEHEHUUM TNeKapCTBEHHbIX npenapaTtoB And  MeAuUMHCKOro
NPMMEHEHNS (danee COOTBETCTBEHHO - MODOYHblE [OENCTBUS, Cepbe3Hble W HenpeaBUAEHHbIE
HeXXenaTesnbHble peakuuMun), BKMYasi MOpsiAOK U CPOKU NpedocTaBrneHus MHGopMaummn, HeobXoaMMon
ANs NpoBedeHUs MOHUTOpPMHra 6e30MacHOCTW FeKapCTBEHHbIX npenapaTtoB Ans  MegULMHCKOro
NPUMEHEHNS], U UHCpOPMALIMM O MOBOYHBIX AEUCTBUAX U HEXENaTeNbHbIX peakuusax.

2. MoHuTopuHr 6e30MacHOCTM feKkapCTBEHHbIX NpenapaTtoB Ans MEeAMLMHCKOro NpUMEHEHUs
BKMoyaeT B cebsa cbop, obpaboTky, permctpauuio u aHanus mHdopmMaumMm O NoBOYHbIX AEWUCTBUSX,
Cepbe3HblX W HenpeaBUAEHHbIX HexenaTemnbHbIX peakuusx, 06 OCODEeHHOCTAX B3anMOAENCTBUSA
nekapCTBEHHbIX MpenapaToB C APYrMMMW NekapCTBEHHbIMU NpenapaTtamMu, KOTopble Oblnn BbiSiBNEHbI NPy
NPoBeAEeHUN KINHUYECKUX WUCCNEeAOBaHUN W MPUMEHEHUW feKapCTBEHHbIX MpenapatoB, B Lensx
BbISIBNEHNST BO3MOXHbIX HEraTUBHbIX MOCNEACTBUA WX NPUMEHEHUs, npeaynpexaeHus U 3aluThbl
NauMeHTOB OT MPUMEHEHWS Takux NpenapaTtoB (Oanee - MOHUTOPUWHI) U MPOBOAMTCA C cobnogeHnem
3akoHofartenbcTBa Poccuiickon ®enepauum B 06nacty 3almTbl NEPCOHANbHbLIX AAHHbIX.

3. MoHuTopuHr npoBoautca ®PenepanbHON crnyx0ol No Hags3opy B cepe 34paBOOXpPaHEHUs U
coumanbHOro pasBuUTNSA Ha OCHOBAHWK:

3.1. coobLeHnn, NOMyYEeHHbIX OT NUL, MO poay MX NPodecCcnoHanbHON AeaTenbHOCTY:



0 NOBOYHbIX AENCTBUSX, B TOM 4YMCre NOOOYHbIX AENCTBUSX, HE YKa3aHHbIX B MHCTPYKLMUSX MO
NPUMEHEHUIO NeKapCTBEHHbIX Npenaparos;

O CepbesHblX HexeraTerbHbIX peakuuax, NpusBedlmnx K CMepTU, BPOXAEHHbIM aHoManusam wunm
nopokam passutusa nvbo npeacTaBnAlOLWMX COBON yrposy XM3Hu, Tpebylowwmx rocnutanusaumn wnm
npueegLlen K CTOMKOW yTpaTte TpyaoCcnocobHOCTH U (M) MHBANUAHOCTY;

O HernpeaBWAEHHbIX HexenaTteribHbIX peakuusix, B TOM YWCMe CBA3AHHbIX C MNPUMEHEHMeM
nekapCTBEHHOro npenaparta B COOTBETCTBUWM C MHCTPYKUMEN MO MPUMEHEHMIO, CYLUHOCTb M TSXKECTb
KOTOpPbIX HE COOTBETCTBOBanM WHMOpMauMy O nekapCTBEHHOM npenaparte, cogepxallencs B
WHCTPYKLUK MO €ro NPUMEHEHNIO;

06 0COBEHHOCTAX B3aMMOAEWCTBUS FfEeKapCTBEHHbIX MpenapaTtoB C APYIMMW NeKapCTBEHHbLIMU
npenapaTamu, KoTopble Bbinn BbISIBNEHbI MPU NPOBEAEHUN KIMHUYECKUX UCCMEA0BaHUN N MPUMEHEHMN
nekapcTBeHHbIX npenaparos;

3.2. coobuleHnin, NonyyYeHHbIX OT U3NYECKMX NuL, B TOM YMCre MauueHTOB, WHAMBUAYaIbHbIX
npegnpuHumartene, W OPUANYECKMX NUL, OCYLLEeCTBMAAIOWNX AeATenbHOCTb npu  obpalleHum
nekapcTBeHHbIX CPeACTB;

3.3. nepuogmyeckmx oTyeToB no 6e3onacHOCTM feKapCTBEHHOro mpenaparta NS MeguUMHCKOro
npUMeHeHVs (Janee - NepUOAMYECKMIA OT4YeT), codepawux wHdopmMaumio no 6Ge3onacHoCTM
KOHKPETHOro fiekapCTBEHHOrO npenapara, nofy4YeHHy U3 COOBLLEHWUIA, MONYyYeHHbIX OT M1l NO poay ux
npodeccuoHanbHON  AeATeNbHOCTM WM MauneHTOB, KOTOpble cogepXaT OBOCHOBaHHYH OLEHKY
oXugaemou nonb3bl 1 BO3MOXHOTO pycka NpMMEHEHUS U NpefocTaBnseMble B YCTaHOBMNEHHbIE CPOKMK;

3.4. wHopmaumm, NOMYYEHHOW NPU OCYLLECTBAEHUN KOHTPOSbHbBIX W HaO30PHbIX (PYHKUMA B
cchbepe 3gpaBoOOXpaHeHUs.

4. CoobueHns HanpaensoTca B PefgepanbHyto cnyxby no Hag3opy B cdepe 34paBOOXpPaHEHUS 1
coumansbHoro passuTUs B CPOK He nosgHee 15 kaneHpapHbIX OHEW CO AHA, Korga crana usBecTHa
COOTBeTCTBYIOLWAsa MHpopmauus.

5. MNepunognyeckne oTyeTbl HaMpaBnATCA pa3paboTYMKOM FiekapCTBEHHOro npenapata v (Mnu)
Npou3BOAMTENEM feKapCTBEHHOro npenapaTta, Ha WMMA  KOTOPOro BblaHO  perncrpaumoHHoe
yOOCTOBepeHue rekapcTBeHHOro npenaparta, B PegepanbHylo cnyxby no Hagsopy B cdepe
30paBOOXPAHEHMS M COLManbHOrO PasBUTUA Ha SMEeKTPOHHOM M OymMaxHOM HOcuTerne B CPOKW,
OoTCYMTbIBaeMble OT AaTbl peructpaumm nekapCTBEHHOro npenapaTta B CTpaHe, rae NeKkapCTBEHHbIN
npenapat 6bin BNepBble paspeLleH K MegULMHCKOMY NPUMEHEHWIO:

B TEYEHWe NepBbIX ABYX NEeT perncrTpauun nekapCTBEHHOro npenapara -kaxable 6 mecaues;

B TeYeHue nocriefyowmx AByX neT - TpeTbero u YeTBepToro roga perncrpaunn nekapcTtBeHHoOro
npenapaTa - eXXerofHo;

Ha4yMHasa c NSATOro roga perucrpaumm rnekapcTBeHHOro npenapaTa - oAunH pa3 B Tpy roaa.

Mepuognyeckme oTyeThbl nNpepgocTaBnsalTca He nosgHee 30 AHeW OT AaThbl OKOHYaHWS CpoKa
oTcyeTa.

6. ®epepanbHaa cnyxba no Hagsopy B cdepe 30paBOOXPAHEHMS U COLMAarbHOro pPasBUTUS
OCYLLEeCTBMSET B OnepaTMBHOM pexume 06paboTKky WHOpMauuu, MOMyYeHHOW B COOTBETCTBUM C
nyHktamu 3 - 5 Hactoswero MNopsaka, u ee perucTpaumio nyTeM BHeceHus B 6a3y AaHHbIX MOHUTOPUWHTA,
KoTopas npeAacTtaBnseT CcobOoM 3MeKTPOHHY WHMOPMALUMOHHO-aHaNUTUYECKYI0 CUCTEMY B CeTM
"iHTepHeT".

7. ®epepanbHas cnyxba no Hag3opy B cdepe 34paBOOXPAHEHUS U COLMANbHOTO Pas3BUTUS
NPOBOAMWT aHanu3 nHcopmMaumm, NONy4eHHON B COOTBETCTBUM C NyHKTamMu 3 - 5 HacTodwero Nopsaaka, u
HanpasnseT ero pesynbTaTbl B MMHUCTEPCTBO 34paBOOXPaHEHNS U coLunarnbHOro passutna Poccuinckon
degepaummn ang paccMOTPeHUs BOMpoca O BO3MOXHOCTU MPUHATUSA PELUEHUA O BHECEHUUN U3MEHEHWUI B
WHCTPYKLUMIO MO  MNPUMEHEHWUI0 FEeKapCTBEHHOro npenapaTta, O MPUOCTAHOBMEHUN MNPUMEHEHUSA
nekapcTBeHHOro npenaparta, 06 u3bATMM M3 obpalleHus fekapCcTBEHHOro npenapara WM o
BO30OHOBNEHUN NPYMEHEHUsI NEeKapCTBEHHOro npenapara.

8. B cnyyae ecnu no pesynbTataM MOHMTOpPUHra OygeT YCTaHOBMNEHO, YTO MpPUMEHEHMWE
nekapcTBeHHOro mnpenapaTa npeacTaBnseT yrpo3y XWM3HW UMM 300POBbIO0 NALMEHTOB, CBEAEHUSA O
nekapcTBeHHOM rMpenapaTe He COOTBETCTBYIOT CBeOEHMSM O JIeKapCTBEHHOM MpenaparTe,
coepxalmMmMcs B UHCTPYKUUN MO ero NpuMeHeHuto, MUHUCTePCTBOM 34paBOOXPaHEHUS U COLManbHOro
passutua Poccuickon ®egepauum nNpUHMMAaETCA peleHne O MNPUOCTaAHOBIIEHUM MNPUMEHEHNUS
nekapcTBeHHOro npenapara, 0 BHECEHUN U3MEHEHUA B WHCTPYKUMIO NO MPUMEHEHUIO NTeKapCTBEHHOMO
npenaparta, 06 n3bATUM 13 obpalleHns nekapCTBEHHOrO Npenapara.

9. ®depepanbHada cnyxba no Hag3opy B cdepe 3A4paBOOXpPaAHEHMS M COLMANbHOMO pPas3BUTUS MO
pesynbTatam MOHUTOpPMHra pasMmellaeTr Ha CBOeM oduumanbHOM cante B cetn "UHTepHet"
UHOPMALMIO O TMPUHATLIX PELUEHUSIX O BHECEHUN W3MEHEHUS B WMHCTPYKUMIO MO NPUMEHEHUIO
neKkapCTBEHHOro npenapara, 0 NPMOCTaHOBNEHUN MPUMEHEHUS IeKapCTBEHHOro npenapaTta, 06 U3baATUK
u3 obpalleHus nekapcTBEHHOro npenapata WM O BO30OHOBMEHUW MPUMEHEHMUS JeKapCTBEHHOro
npenapara.



WHdopmaums, pasmelleHHass B ceTu "MIHTepHeT", oTkpbiTa M obwepoctynHa. OOHOBNeHue
MHGOpPMaLIMM  OCYLLECTBNSIETCA HEMpepbIBHO. 3awimTa [aHHbIX MO0  MOHUTOPWUHTY 6Ge3onacHoCTu
NeKapCcTBEHHbIX MpenapaTtoB OT HEeCaHKUMOHMPOBAHHOMO [OCTYMa OCYLECTBSETCS BCTPOEHHbIMU
cpefacTBaMu onepaLnoHHON CUCTEMbBI U CUCTEMOW YNpaBreHns AaHHbIMU.




