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

MWHUCTEPCTBO 3[1PABOOXPAHEHWSA U COLIMAITBHOIO PA3BUTUA
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
PEAKLIWA, HENPEOBUAEHHBIX HEXENATEJIbHbIX PEAKLIUIA
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” (CobpaHune 3akoHoaaTtenscTBa Poccuiickon ®epepauun, 2010, N
16, cT. 1815, N 31, cT. 4161) npukasbiBato:

YTBepauTb MOpsSiAOK OCYLLECTBMEHUST MOHUTOPUHra 6e30MmacHOCTU MeKapCTBEHHbLIX MpenapaToB
ONg  MeOVLMHCKOrO NPUMEHEHWsl, peructpaumMm nobOoYHbIX OEeNCTBUN, Cepbe3HbIX HexenaTerbHbIX
peakumi, HenpeaBUAEHHbIX HeXenaTenbHbIX peakuui Npu MPUMEHEHUU NEKAapCTBEHHbIX MpenapaTtoB
A9 MeOULMHCKOrO MPUMEHEHUS COTNAcHO NPUNOXKEHNIO.

MwuHucTp
T.A.TOJIMKOBA

Mpunoxexue

Kk MNpwukasy

MuHuUCTEepcTBa 30paBOOXpPaHEHNS
1 coumarnbHOro pasBuTus
Poccuickon ®egepauun

oT 26 aBrycta 2010 r. N 757H

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

1. Hactoawwmn [lopsgok ycTaHaeBnuBaeT npaBuna nNpoBedeHMs MOHUTOPUHra Ges3onacHoCTu
neKapCTBEHHbIX MNpenapatoB AN MeAWLUMHCKOrO MNPUMEHEHUs, Haxoddawuxcsa B obpalleHun Ha
TeppuTopun Poccuiickon Pepepaumm, permctpaumm noboYHbIX 4ENCTBUN, HE YKa3aHHbIX B MHCTPYKUMSIX
no NPUMEHEHUIO NeKapCTBEHHbIX NpenapaToB, Cepbe3HbIX HexenaTerbHbIX peakuui, HenpeaBnaeHHbIX
HexenaTenbHbIX peakuuMi npyv  NPUMEHEHUUM TNeKapCTBEHHbIX npenapaTtoB And  MeAuUMHCKOro
NPMMEHEHNS (danee COOTBETCTBEHHO - MODOYHblE [OENCTBUS, Cepbe3Hble W HenpeaBUAEHHbIE
HeXXenaTenbHble peakuuun), BKMYasi NOPsi4OK M CPOKU MPefoCTaBneHuss nHdopmaumm, Heobxoammon
ANs NpoBedeHUs MOHUTOpPMHra 6e30MacHOCTW FeKapCTBEHHbIX npenapaTtoB Ans  MegULMHCKOro
NPUMEHEHUS, 1 MHopMaLumn 0 NOBOYHbBIX AENCTBUAX U HEXenaTenbHbIX Peakuusx.

2. MoHuTopuHr 6e30MacHOCTM feKapCTBEHHbIX NpenapatoB Afs MEAWMLUHCKOro MNpUMEHEeHus
BKItovaeT B cebsa cbop, oOpaboTky, perMctpaumio M aHanm3 uHdopmaumm 0 NOBGOYHbIX AEACTBUSX,
Cepbe3HblX W HenpeaBUAEHHbIX HexenaTemnbHbIX peakuusx, 06 OCODEeHHOCTAX B3anMOAENCTBUSA
nekapCTBEHHbIX MpenapaToB C APYrMMU fiekapCTBEHHLIMU NpenapatamMm, KOTopble Obinn BbiSBMEHbI NpU
NPOBeAEHUN KIMHUYECKUX WUCCNEeAOBaHUN W MPUMEHEHUW feKapCcTBEHHbIX MpenapatoB, B Lensax
BbISIBNEHNST BO3MOXHbIX HEraTUBHbIX MOCNEACTBUA WX NPUMEHEHUs, npeaynpexaeHus U 3aluThbl
NauMeHTOB OT MPUMEHEHWs Takux MnpenapaToB (Janee - MOHMTOPUWHI) U MPoOBOAMTCA C cobnogeHnem
3akoHofartenbcTBa Poccuiickon ®epepauun B o6nacty 3awmTbl NEPCOHANbHbLIX AAHHbIX.

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

3.1. coobLeHnn, NONyYEeHHbIX OT N, MO poAdy UX NPodeCcCnoHanbHoON AeaTeNbHOCTU:



0 NO6OYHbLIX AEACTBUAX, B TOM yucrie NobOYHbIX AENCTBUSX, HE YKa3aHHbIX B UHCTPYKUMAX MO
NPUMEHEHNIO NeKkapCTBEHHbIX MpenapaTos;

O CepbesHbIX HexernaTerbHbIX peakuusx, NpuBewnx K CMepTu, BPOXAEHHLIM aHOManusMm unu
nopokam pas3BuUTUS N0 NpeAcTaBnsAlWMX COBOWM yrpo3y XM3HW, TpebylLlmMx rocnutanu3aumm wnm
npvBeaLLEN K CTOWKOWN yTpaTe Tpy4OoCNOoCOBHOCTM U (MNn) MHBANUOHOCTY;

O HenpeaswuaeHHbIX HeXenaTemnbHbIX peakumsx, B TOM YMUCIEe CBA3AHHbIX C MPUMEHEHUEM
nekapCTBEHHOro npenaparta B COOTBETCTBUM C MHCTPYKUMEWN MO MPUMEHEHUIO, CYLHOCTb U TAXEeCTb
KOTOpPbIX HE COOTBETCTBOBanM WHMOpMauMy O nekapCTBEHHOM npenaparte, cogepxallencs B
WHCTPYKLUK MO €ro NPUMEHEHNIO;

06 0COBEHHOCTAX B3aMMOAEWCTBUA FfeKapCTBEHHbLIX MpenapaTtoB C APYrMMWU NeKkapCTBEHHbIMM
npenapaTtamu, KOTopble 6binn BbISIBMEHbI MPU NPOBEAEHUN KIMHUYECKUX UCCNEAO0BaHUN N MPUMEHEHMN
nekapcTBeHHbIX npenaparos;

3.2. coobueHnin, Nony4YeHHbIX OT (M3NYECKNX Nul, B TOM 4YMCre NauMeHTOB, UHAMBUAYANbHbIX
npegnpuHMMaTenen, W OPUAMYECKMX ML, OCYLLECTBISAWUX OeATeNbHOCTb npu  obpalleHun
nekapcTBeHHbIX CPeacTB;

3.3. mepvoanyeckmx OT4eTOB NO He3onacHOCTM NeKapCTBEHHOro npenaparta Ans Me4VLUHCKOro
npMMeHeHns (Oanee - MepuoaMYEcKUn OTYeT), coaepxawmx uHdopmauui no 6es3onacHocTu
KOHKPETHOrO NIEKapCTBEHHOro npenapaTta, Nofy4YeHHY M3 COOBLLEHMI, MOMYYEHHbIX OT NWL MO poay WX
npodeccuoHanbLHON  AeATeNnbHOCTM WM MauueHTOB, KOTOpble cogepXaT OBOCHOBaHHYH OLEHKY
oXugaemou nonb3bl 1 BO3MOXHOTO pycka NpMMEHEHUS U NpefocTaBnseMble B YCTaHOBMNEHHbIE CPOKMK;

3.4. wHopmaumM, MNOMYYEHHON NPWU OCYLLECTBIEHUN KOHTPOMbHBLIX M HaA30PHbIX OYHKLUUA B
cchbepe 3gpaBoOXpaHeHus.

4. CoobueHns HanpaensoTca B PefgepanbHyto cnyxby no Hag3opy B cdepe 34paBOOXpPaHEHUS 1
coumanbHOro pasBUTUSA B CPOK He nosgHee 15 kaneHgapHbIX OHEW CO AOHs, Korga crana u3BecTHa
COOTBETCTBYIOLLAA MHOPMaLUS.

5. MNMepuognyeckme oTyeTbl HanpaBnslTCA pa3paboTYMKOM NeKapCTBEHHOro npenapata v (Mnu)
npovsBoguTenemM fekapcTBEHHOro mnpenapaTta, Ha WMS KOTOPOro BblJaHO perucTpauuoHHoe
YOOCTOBEPEHWE FEKapCTBEHHOrO npenaparta, B PegepanbHyto cnyx0by no Hag3opy B cdepe
30paBOOXPAHEHUST M COLMANbHOIO pPa3BUTUS Ha SMEKTPOHHOM W OyMaXHOM HOcWUTene B CpOKW,
OoTCYMTbIBaeMble OT AaTbl peructpaumm nekapCTBEHHOro npenapaTta B CTpaHe, rae NeKkapCTBEHHbIN
npenapat 6bin BNepBble paspeLleH K MegULMHCKOMY NPUMEHEHWIO:

B TEYEHMe NepBbIX ABYX MNeT peructpauny nekapCTBEHHOro npenapara -kaxasle 6 mecsues;

B TeYeHue nocriefyowmx AByX NneT - TpeTbero u YeTBepToro roga perncrpaumn nekapcTtBeHHOro
npenapaTa - eXXerofHo;

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

Mepuoanyeckne otyeTbl NpegocTaBnsloTcs He nosgHee 30 OHeW OT AaTbl OKOHYaHWSA cpoka
oTcyeTa.

6. PepepanbHas cnyxba no Hag3opy B cdepe 34paBOOXPAHEHUA U COLMANBHOIO pasBUTUSA
OCyLLEeCTBMAET B ONepaTUBHOM pexume obpaboTKy uMHOpMaLMu, MOfyYEeHHOW B COOTBETCTBMU C
nyHkTamu 3 - 5 HacToswero MNopsigka, n ee perncTpaumio NyTeM BHeCEHNS B 6a3y AaHHLIX MOHUTOPWHIA,
KoTopasi npeacTaBnsieT COOOM 3NEKTPOHHYK WMHGOPMALMOHHO-aHanUTUYECKYI0 CUCTEMY B CETM
"iHTepHeT".

7. ®epepanbHas cnyxba no Hagsopy B cdhepe 34paBOOXPAHEHUS U COUMANbHOMO pasBUTUA
NPOBOAMWT aHanu3 nHcopmMaumm, NONy4eHHON B COOTBETCTBUM C NyHKTamu 3 - 5 HacToqwero Nopsaaka, u
HanpasnseT ero pesynbTaTbl B MMHUCTEPCTBO 34paBOOXPaHEHNS U coLunarnbHOro passutna Poccuinckon
degepaummn ansg paccMOTPEHUs BOMpoca O BO3MOXHOCTU MPUHATUSA PEeLLUEeHNA O BHECEHUN U3MEHEHUIN B
WHCTPYKUMIO NO NPUMEHEHWI0 IeKkapCTBEHHOro npenapata, O MNPUOCTAaHOBIIEHUN MNPUMEHEHUS
nekapcTBeHHOro nmnpenapaTta, 06 u3bATMM K3 obpalleHus NnekapcTBEHHOro npenaparta wunm o
BO30OHOBNEHWNM NPUMEHEHNSA NIEKAPCTBEHHOrO Npenapara.

8. B cnydyae ecnn no pesynbTataM MOHWUTOPWMHra OydeT YCTaHOBMEHO, YTO MPUMEHEHMWE
nekapcTBeHHOro npenapata npeacTaBnseT Yrpo3y XW3HW WU 300POBbI0 NAUWEHTOB, CBEAEHUs O
nekapcTBeHHOM rpenapaTte He COOTBETCTBYIOT CBeJeHWssM O IekapCTBEHHOM npenaparTe,
coepxalmMmMcs B UHCTPYKLUN MO ero npuMmeHeHunio, MMH1CTepcTBOM 3[1paBooOXpaHeHnst U coLmaribHOro
passutua Poccuiickon ®egepauum nNpUHMMaeTCs pelleHne O MNPUOCTAHOBIIEHUM MNPUMEHEHNS
nekapcTBeHHOro npenapara, 0 BHECEHUN U3MEHEHUA B WHCTPYKUMIO NO MPUMEHEHUIO NTeKapCTBEHHOMO
npenapaTta, 06 n3baTuUn N3 obpalleHns NekapcTBEHHOroO Npenapara.

9. ®epepanbHada cnyxba no Hag3opy B cdepe 30paBOOXPaHEHMS M COUMAarnbHOrO pas3BuUTUSA MO
pesynbTatam MOHUTOpPMHra pasMmellaeTr Ha CBOeM oduumanbHOM cante B cetn "UHTepHet"
WHOpMaLIMIO O MPUHATBIX pEeLUEeHUsX O BHECEHUM W3MEHEHUS B UHCTPYKUUIO MO MPUMEHEHUIO
nekapCTBEHHOro npenapaTa, O NPUOCTAHOBIIEHNM NPUMEHEHMS NTIEKAPCTBEHHOIO NMpenapara, 00 n3bsaTum
13 obpalleHnss NekapCTBEHHOro mnpenapata MM O BO30OHOBNEHWM MNPUMEHEHWST NEKapCTBEHHOMO
npenaparTa.



WHdopmaums, pasmelleHHas B ceTu "MHTepHeT", oTkpbiTa M obwenocTtynHa. OBGHoBNeHue
MHGOpPMAaLIMM  OCYLLECTBISIETCA HEMpepbIBHO. 3alumMTa  [AaHHbIX M0  MOHUTOPUHIY ©Ge3onacHocTu
NeKapCcTBEHHbIX MpenapaTtoB OT HEeCaHKUMOHMPOBAHHOMO [OCTYMa OCYLECTBSETCS BCTPOEHHbIMU
cpefacTBaMu onepaLnoHHON CUCTEMbBI U CUCTEMOW YNpaBreHns AaHHbIMU.




