MMPABUTEJIbCTBO POCCHUIICKON ®EJIEPALIMHA
I[ITOCTAHOBIJIEHUE

ot 14 nexabps 2018 r. Ne 1557

MOCKBA

06 ocobeHHOCTHAX BHEAPEHHUSl CHCTEMbI MOHUTOPHHI'A ABHKEHHHA
JEKAPCTBEHHBLIX NpenapaToB AJd MEIHIIHHCKOIO NPUMEHEHHA

B coorBercTtBUM ¢ 4acTeio 12 crarteu 67 depepaibHOro 3aKoHa
"O0 obOpatueHuu  nekapcTBeHHbIX cpencts” [lpaButensctBo  Poccuiickoi
QenepalUi TOCTAHOBJAET:

YcTaHOBHUTE, YTO:

a) JOpUAMYEeCKHe JMua U WHAMBUAyalbHbIE  NpealpUHUMATENH,

ABJIAIOMIHECH Cy6’beKTaMI/I 06pa1ueHmi JIEKapCTBCHHBIX CpEACTB,
NpeAHasHa4YCHHBIX IJId JICHCHUA JINL, 0OJIBHBIX FGMO(l)PIHPIGﬁ, MYKOBHCHHU/O30M,
FI/IHO(i)I/BapHI)IM HAaHHU3MOM, 00J1e3HBI0 FOU_IC, 3JI0KaQYCCTBCHHBIMH

HOBOOOpPa30BaHUAMH TMUMGOUIHOHN, KPOBETBOPHOH U POICTBEHHbLIX UM TKaHEH,
paccessHHBIM CKJIEPO30M, JIMI[ II0CJI€ TPAHCIIJIAHTALUU OPraHOB W (MJIM) TKaHeH,
0 MEPEUHIO JIEKAPCTBEHHBIX IpENnapaToB Ui MEIULIMHCKOrO MPUMEHEHHS,
COPMHUPOBaHHOMY B  YCTaHOBIEHHOM [OpSA/AKE W  YTBEPKIAEMOMY
IIpaButensctBoM  Poccuiickoit  ®enepaumu  (gajnee  COOTBETCTBEHHO -
JIEKapCTBEHHbIE TIPENapaTsl, CyObEKThI OOpALEHUS JIEKAPCTBEHHBIX CPEICTB):

PETUCTPUPYIOTCA B CHCTEME MOHHMTOPMHIA [IBHXKEHHUS JIEKAPCTBEHHBIX
npenapaToB I MEAMLIMHCKOTO NPUMEHEHHMs ([lajlee - cuCTeMa MOHUTOPUHTA) -
¢ 1 urona 2019r. mo 8 mrona 2019 r. nubo B TeueHue 7 KaJleHIAPHBIX IHEH
CO IHA BO3HMKHOBEHHMsS y CYOBEKTOB OOpAlLlCHHs JIEKapCTBEHHBIX CPENCTB
HEOOXOJMMOCTH OCYILECTBIIEHUs [EATENbHOCTH, CBS3aHHOW C oOpalleHHeM
JIEKapCTBEHHBIX Ipenaparos, HO He paHee | utons 2019 r., npu HaTMYKK paBa
OCYLIECTBJIATH TAKylO AESTENBHOCTD;

00ecrevnBalOT TOTOBHOCTh K HWH(POPMAIMOHHOMY B3aMMOIEHCTBHIO
C CHCTEMOM MOHHUTOPHHIa ¥ HaNpaBjAlOT ONEepaTopy CHUCTEMbl MOHHTOPHUHIA
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3a9BKY Ha MPOXOXKJACHME TECTUPOBAHMUSI MpPOLECcCOB HHGOPMALIMOHHOTO
B3aMMOJICHCTBUS - B TeueHue 21 kajeHaapHOro AHS CO JHS pErucTpauuu
B CUCTEME MOHUTOPHHTA;

NPOXOJSAT TECTUPOBAHUE MPOLECCOB UHGOPMALIMOHHOIO B3aUMOIEHCTBUS
COOCTBEHHOTO HMH(POPMALIMOHHOIO pecypca M CUCTEMbl MOHUTOPHUHTA
B MOpSJIKe, pPa3MELIEHHOM Ha OQUUUAIBHOM caiiTe orepaTopa CHUCTEMBI
MOHHUTOPHHra B HUH(POPMALHMOHHO-TEIEKOMMYHHKAUMOHHON ceTd "HHTepHeT",
B OTHOLUIEHHHM BCEX OMNEpauuil, MpPOU3BOOUMBIX C JIEKApCTBEHHBIMU
npenapaTamMu, B COOTBETCTBUM ¢ [lojiokeHMeM o0 cuUcCTeMe MOHUTOpPUHTA
NBWIKEHHUs JIEKAPCTBEHHBIX MpENnapaTtoB MJisi MEOUIMHCKOrO MpUMEHEHUS,
yTBEPXKJICHHBIM MNocTaHoBieHueM |[IpaButenbctBa Poccuiickoil ®enepauuut ot
14 nexabps 2018 r. Ne 1556 "O6 ytBepxknenuu [lonoxkeHus o cucteme
MOHHATOpPHHIra JABHXKEHHUS JIEKApCTBEHHBbIX TMpenapaToB Uil MEIULHUHCKOTO
npuUMeHeHus1", - B TedeHHe 2 KAJIEHJAapHBIX MeCSLEeB €O AHS TOTOBHOCTH
COOCTBEHHOTO uHOpMaAllMOHHOTO  pecypca K MHGOPMAUMOHHOMY
B3aMMOJICHCTBUIO C CUCTEMON MOHUTOPHUHIA;

BHOCSIT B CHCTEMY MOHUTOPHHTIA CBEJAEHHUS O JIEKAaPCTBEHHBIX Ipernaparax
U 000 Bcex omepauusx, MPOU3BOAUMBIX C JIEKAPCTBEHHBIMH IperapaTrami,
B COOTBETCTBHHU € YKa3aHHbIM [lonokeHHeM O cucTeMe MOHUTOPUHTA JBHXKCHHS
JIEKapCTBEHHBIX TMPENapaToB Ui MEAULMHCKOro MpUMEHEeHUs - HauyuHas
c 1 okTsa6ps 2019 r;

0) cyObeKThl  OOpallleHHUs] JIEKApCTBEHHBIX  CPENCTB,  SIBJISIFOLLMECS
NPOU3BOAUTENSIMHM JIEKapCTBEHHBIX IpPenapaTroB, B OTHOLIEHHMH KOTOPBIX HMH
OCYIIECTBIISIOTCS TEXHOJIOIMYEeCKUe orepauu, COOTBETCTBYIOLIHE
IIPOU3BOICTBEHHBIM CTaAusIM (pacoBKHU (yNAKOBKH) JIEKAPCTBEHHBIX IpernapaToB
(B chiydae MpOU3BOJACTBA JIEKAPCTBEHHOrO Ipenapara Ha TEePPUTOPHH
Poccuiickoii ®enepauun), Wiu AepxaTeasiMu (BlajieiblaMu) perucTpaloOHHbBIX
yIOCTOBEPEHUN JIEKapCTBEHHbIX [IpenapaToB JHOO MpeAcTaBUTENbCTBAMHU
WHOCTPAaHHBIX OpraHu3auuii Ha Ttepputopuu Poccuiickon ®enepauuy,
SIBJIAIOIIMXCS JEp)KaTeNsaMH (BlaJeblaMHi) peruCTpalMOHHBIX YA0CTOBEPEeHUM
JICKapCTBEHHBIX IpenapaTtoB (IIpU MPOU3BOACTBE JIEKAPCTBEHHOrO Mperiapara
BHe Tepputopuu Poccuiickoit @enepauuu), 00 BBOAA JIEKAPCTBEHHBIX
npenapaToB B 000pOT:

HAMpaBJAIOT C HCIOJB30BAHHEM CUCTEMBl MOHUTOPHHIA OIEpaTopy
CHUCTEeMbl MOHUTOpPMHIa 3asBKy (B DJJEKTPOHHOH (Qopme) Ha TMOdyueHHe
YCTPOMCTBA PEruCTpallMil 3MHUCCHM CPEICTB MACHTHU(UKALUUMU JIeKapCTBEHHBIX
mpernapaTtoB MJIM Ha I[PEeNOCTaBICHHE YAAJIGHHOTO JOCTYNa K JTHM
yCTpOicTBaM - B TeUeHUE 2] KaJleHAapHOro JAHs CO JIHS PerucTpaluy B CUCTEME
MOHHUTOPHHTa;
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obecrieunBalOT HaHECeHWe CpeACTB HACHTHU(HUKAIMK JIEKApCTBEHHOIO
nmpemapaTa Ha  [EPBUYHYIO  YNAKOBKY  JIGKAPCTBEHHOTO  [perapara
(B ciyyae eciid BTOpH4YHAas YNaKOBKa He MpPeAyCMOTpPEHa) W Ha BTOPHUHYIO
(MOTpeOUTENbCKYIO) yHaKOBKY JIeKapCTBEHHOTO npemnapara -
c 1 okts6ps 2019 T;

B) CyOBEKTBI 0OpallleHHs J1eKapCTBEHHBIX CPEJCTB, He OCYIIESCTRIISIOLINE
PO3HHYHON TOProOBIM JIEKAPCTBEHHBIMHU IMpernapaTaMd WM OO0eCIeuHBaIolINe
BBIBOJL M3 O0OpOTa JIEKAPCTBEHHBIX [penapaToB IOCPEACTBOM OTIyCKa
OecrjaTHO MM CO CKHIKOM JIEKapCTBEHHBIX IMIpenapaTtoB IO pelenTy
Ha JIeKapCTBEHHBbIE TIpernaparbl, HAMNPAaBISIIOT C HCIOJB30BAHUEM CHCTEMBbI
MOHHUTOpPUHIa ONepaTopy CHCTEMbl MOHMTOPHHIA 3asBKy (B 3JEKTPOHHOM
tdbopme) Ha MoydyeHHe perucTpaTopoB BBIOBITUS - B TedeHUe 21 KalleHaapHOro
JIHSL CO JIHSI pETHCTPalMM B CHCTEeME MOHUTOPUHTA;

r) olepaTop CUCTEMbl MOHUTOPUHIa 00ECIeUHnBaET:

OCHalleHMe CyOBeKTOB OOpallieHHs JTeKapCTBEHHBIX CPE/ICTB, YKa3aHHBIX
B myHKTe "0" HacTosiLero TMOCTaHOBJEHHUS,, YCTPOHCTBAMH perucTpaLuu
3IMHUCCUH CpelCcTB UACHTHPUKAIUH JIEKapCTBEHHBIX npenaparos,
B TOM 4HCJIE TOCPEACTBOM OOecrnedeHusl YAaJICHHOro JOCTylna K TakKoMy
perucTparopy, pasMelleHHOMY B HHOPacTpyKType oOrneparopa CHCTEMBI
MOHHTOpPHHIa, a TaK)Ke OCHAllleHHe CYOBEKTOB OOpallleHUs JeKapCTBEHHBIX
CpencTB, yKa3aHHBIX B IMyHKTe "B"  HacTosiUlero  INOCTAHOBJIEHMS,
peructparopamMu BBIOBITHS - B TeueHde 30 KaJieHOApHBIX JHEH CO JHA
HOJMy4YeHHUs OT OJTUX CYOBEKTOB OOpalleHHs JIEKapCTBEHHBIX CPEICTB
COOTBETCTBYIOILIUX 3asgBOK. B wemsix oOecrneyeHUss TaKOro OCHAILEHUs
yKazaHHble CyOBEeKThl OOpallleHUsl JIeKapCTBEHHBIX CpPEJCTB  3aKIIIOYaroT
C OIepaTOpOM CHCTEMbI MOHHMTOPHUHIA JOTOBOPBI, COAEpPI)KAllE B TOM YMCIIE
YCIOBHS [PENOCTaBIEHUs] TAakoro OOOpPYAOBAaHHS H €ro perjaMeHTHOro
oOciyxuBaHus Ha 0e3BO3Me3IHON OCHOBE;

OpraHu3alMIo TECTUPOBAHHUS MPOLIECCOB UH(POPMAITHOHHOI'O
B3aUMOJEHCTBUS  MH(MOPMALIMOHHBIX  CHUCTEM  CYOBEKTOB  oOpallleHus
JIEKapCTBEHHBIX CPEACTB U CUCTEMbl MOHUTOPUHTIA - B TeUeHHe 2 KaJieHJapHbIX
MecSILEB CO JHA oOecrnieueHUsl 3ITUMU CyOBeKTaMu OOpallleHus jeKapCTBEHHbIX
CpeIACTB TOTOBHOCTH COOCTBEHHOro HH(OPMAIMOHHOIO pecypca M [pH
HEO0OXOMMOCTH MHOTO 00OpYyAOBaHUs K MHGOPMALIMOHHOMY B3aUMOJEHCTBHIO
C CHCTeMOH MOHMTOpPMHIA U HaIpaBlIEHUs] oNepaTopy CHUCTEMbl MOHHUTOPHHTA
3as1BKM Ha NpOBEJAEHHE TECTUPOBAHMUS.

IIpencenarens [IpaBute

Poccuiickoit @enepa J.Mensenes

3941429



