MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 14 nexabps 2018 r. No 1557

MOCKBA

00 0co0eHHOCTSAX BHEAPEHHUS CUCTEMbl MOHUTOPHHIA [IBHKECHUS
JIEKAPCTBEHHBIX NMPENnapaToB JJIs1 MeMIMHCKOT0 PUMEHEeHUs

B coorBerctBuM ¢ uacTteio 12 crtateu 67 @enepanbHOTO 3aKOHA
"O0 oOparmiennn  jekapcTBeHHbIX cpenactB" IlpaBurenscTtBo  Poccuiickoi
QenepalliM TOCTAHOBJIACT :

YCcTaHOBUTD, UTO:

a) IOpUAMYECKUE JIMI[Aa W  WHAUBHUAyaJbHbIE  MPEAIPUHUMATEIIH,
SABJISIFOILINECS cyObeKkTamMu oOparieHus JIEKApCTBEHHBIX CPEACTB,
MpeIHA3HAYCHHBIX IS JICUEHUS JIUI, OOJBHBIX reMOGUINEi, MyKOBUCITUIO30M,
runou3apHblM ~ HaHU3MOM,  OosiesHblo  [omie,  3J0Ka4eCTBEHHBIMH
HOBOOOPa30BaHUAMH JTUMDOUTHOM, KPOBETBOPHOU U POJCTBEHHBIX UM TKaHEH,
pacCessHHbIM CKJIEPO30M, JIMII TTOCJIE€ TPAHCIUIAHTAIIMU OPraHOB M (WJIM) TKaHEH,
M0 MEPEYHIO JICKAPCTBEHHBIX MPENnapaToB ISl MEAUIMHCKOTO NPUMEHEHHS,
chOPMHPOBAHHOMY B  YCTAaHOBJICHHOM TIOPAJKE W  YTBEPKIAEMOMY
[IpaButensctBOM  Poccuiickoit ~ @epepanuu  (Hajiee  COOTBETCTBEHHO -
JIEKapCTBEHHBIE TPETapaThl, CYObEKTHI 0OpAIEHUS JIEKAPCTBEHHBIX CPECTB):

PETUCTPUPYIOTCS B CHCTEME MOHUTOPUHIA JBUXKEHUS JIEKAPCTBEHHBIX
MpenapaToB i1 MEAUIIMHCKOTO MPUMEHEHUS (J1aJiee - CUCTeMa MOHUTOPUHTA) -
¢ 1 uromsg 2019 . mo 8 mronsa 2019 r. mbo B TeueHme 7 KaJCHAAPHBIX JTHEH
CO JIHS BO3HUKHOBEHHS y CYOBEKTOB OOpallieHUs JIEKApCTBEHHBIX CPEJICTB
HEOOXOJMMOCTH OCYIIECTBICHUS JEATEIbHOCTH, CBA3AHHOW C OOpalieHHeM
JIEKapCTBEHHBIX ITpenaparoB, HO He paHee | urons 2019 r., npu Hanuuuu npasa
OCYILECTBJISITh TAKYIO A€ TEIbHOCTD;

o0ecreunBalOT TOTOBHOCTh K HH(OPMALIMOHHOMY B3aWMO/ICHCTBUIO
C CHCTEMOIl MOHHUTOPMHIA M HAIpPAaBIISIIOT ONEPATOPy CHUCTEMbl MOHUTOPHUHIA



3asiBKY Ha TIPOXOXKJEHUE TECTUPOBAHUSI MPOIECCOB HHOOPMAIMOHHOTO
B3aMMOJICHCTBUSL - B TedeHHWe 21 KajneHJapHOro AHSA CO JHS PErucTpaluu
B CHCTEME MOHUTOPUHTA;

IPOXOJIAT TECTUPOBAHKE MPOIECCOB MH(DOPMAIITMOHHOTO B3aUMOICUCTBUS
COOCTBEHHOr0 MH(GOPMAIIMOHHOTO pecypca U  CHUCTEMbl MOHUTOPHUHTA
B TOpSJIKE, pa3MEIIEHHOM Ha O(QUIMAIBbHOM caiTe ornepaTopa CHUCTEMbI
MOHUTOpPUHTa B MH(POPMAIIMOHHO-TEIIEKOMMYHUKAIMOHHOU cetn "MHTepHer",
B OTHOIIEHWM BCEX ONEpalUi, NPOU3BOJUMBIX C  JIEKAPCTBEHHBIMH
npenapatamMi, B COOTBETCTBUM ¢ llonoxeHnemM o cHCTEME MOHUTOPHUHIA
JBM>KCHUSI JIEKAPCTBEHHBIX IMPENApPAaTOB I MEIUIHUHCKOTO MNPUMEHEHHS,
YTBEPKACHHbIM nocTaHoBiieHUeM l[IpaBurenscrBa Poccuiickon @enepanuu oT
14 nexabpss 2018 r. Ne 1556 "OO yrtBepxaeHuun I[lonoxeHuss o cucreme
MOHUTOPUHTA JBWKEHHS JIEKAPCTBEHHBIX IMPENApPATOB [ MEIUIIMHCKOTO
NpUMEHEHUA", - B TEUECHHE 2 KaJCHAAPHBIX MECSIEB CO JAHS TOTOBHOCTH
COOCTBEHHOT0  HH(OpPMAIMOHHOTO  pecypca K  HHPOPMALUOHHOMY
B3aMMOJICHCTBHUIO C CHCTEMON MOHUTOPHHTA;

BHOCAT B CUCTEMY MOHUTOPUHIA CBEJEHUA O JIEKAPCTBEHHBIX IIpenapaTax
u 000 Bcex olepanusax, MPOU3BOJUMBIX C JIEKAPCTBEHHBIMU IIpenapaTami,
B COOTBETCTBUU C YKa3aHHbIM [loJi0KEHNEM O cHCTEME MOHUTOPHUHTA IBUKEHUS
JIEKApCTBEHHBIX MpenapaToB ISl MEIUIHUHCKOTO MPUMEHEHUS - HauuHas
c 1 oktsa6ps 2019 1.;

0) cyOBeKTbI ~ OOpalleHus JIEKQpCTBEHHBIX  CPEJICTB,  SBIISIOIIHAECS
MPOU3BOJIUTEIISIMU JIEKAPCTBEHHBIX IMPENAPATOB, B OTHOIICHUH KOTOPBIX HWMH
OCYILECTBIISIFOTCS TEXHOJIOTUYECKUE oreparuu, COOTBETCTBYIOIINE
MIPOU3BOJICTBEHHBIM CTaAMsIM (DAcOBKH (YITAKOBKH) JICKAPCTBEHHBIX MPEMapaToB
(B cmydae TpOM3BOACTBA JIGKAPCTBEHHOTO TIpemapara Ha TEepPUTOPUU
Poccuiickoit @enepanuu), uim AepKatesisiMu (BiIaAebllaMy) PErUCTPAIMOHHBIX
YIOCTOBEPEHUI JIEKAPCTBEHHBIX TIPEMapaToB JMOO TIPEICTABUTEIbCTBAMHU
MHOCTPAHHBIX OpraHu3anud Ha Tteppuropun Poccuiickoin ®Denepanuu,
ABJISIIOIIUXCS JIepKaTeNaMu (BIaJeIbllaMHi) PETUCTPALIMOHHBIX Y/I0CTOBEPEHUI
JIEKapCTBEHHBIX TpenapaToB (IpH MPOU3BOJCTBE JICKAPCTBEHHOrO Npemnapara
BHe Tepputopun Pocculickoil ®enepanuu), 10 BBOAA JIEKAPCTBEHHBIX
mpenaparoB B 000POT:

HaIMpaBJISIIOT € HCMOJb30BAHUEM CHUCTEMBl MOHUTOPHUHIA OMEPATOPY
CUCTEMBbl MOHHUTOPHHTA 3asBKy (B DJJEKTPOHHOW ¢opMe) Ha TMOTydeHHe
YCTPOWCTBA PETUCTPAIIUU SMUCCHH CPEJICTB WIACHTU(UKAIINU JIEKAPCTBEHHBIX
npenapaToB WJIM Ha MPEJOCTABICHHE YAAJICHHOTO JOCTyna K 3TUM
YCTpOMCTBaM - B TeueHue 21 KajieHAapHOro AHS CO JTHSA PETUCTPALIUUA B CUCTEME
MOHUTOPHUHTA;



00€ecreynBalOT HAHECEHUE CPEACTB HUACHTU(UKAIIMU JIEKapCTBEHHOTO
mpenapara Ha  [EPBUYHYIO  YMAKOBKY  JIGKAPCTBEHHOTO  Ipemnapara
(B cilydae eciyd BTOpUYHAs yHaKOBKa HE MPEAYyCMOTPEHA) U Ha BTOPUYHYIO
(MOTPEOUTENBCKYIO) YIaKOBKY JIEKapCTBEHHOTO npenapara -
c 1 okts6ps 2019 1;

B) CyOBEKTHI OOpalleHHs JIEKApCTBEHHBIX CPEJICTB, HE OCYIIECTBIISIIONINE
PO3HUYHOM TOProOBIIM JIEKAPCTBEHHBIMU TMIperapaTaMud U oOecredrBaronue
BBIBOJ U3 000pOTa JIEKapCTBEHHBIX TIPEMapaToOB IOCPEACTBOM OTIIyCKa
OecIlaTHO WM CO CKHJKOW JIGKAPCTBEHHBIX MpernapaToB IO pPeLenTy
Ha JICKapCTBEHHBIC TIpEmapaThl, HAMPABISAIOT C HCIHOJb30BAHUEM CHCTEMBI
MOHUTOpPUHTA ONEpPaTOpy CHUCTEMbl MOHUTOPUHTA 3asBKY (B 3JIEKTPOHHOM
dbopme) Ha MOJIyYEHHE PErUCTPATOPOB BBHIOBITHS - B TeueHue 21 KajleHJapHOIro
JTHSL CO JTHSA PETHCTPAllUU B CHCTEME MOHUTOPUHTA;

I') onepaTop CUCTEMbl MOHUTOPUHTA 00ECIICYUBAET:

OCHAIIIEHUE CYOBEKTOB OOpaIleHus JEKAPCTBEHHBIX CPEJCTB, YKA3aHHBIX
B MyHKTe "O" HAaCTOSIIEro IOCTAHOBJICHUS, YCTPONUCTBAMU PETUCTPALMH
AMUCCUU CpEICTB UACHTUUKAIIIH JIEKapCTBEHHBIX Mpenaparos,
B TOM YHCJE TIOCPEACTBOM OOECTIeUeHUs] YAAICHHOTO J0CTyna K TakoMy
pEruCTpaTopy, pa3sMENeHHOMY B HMH(PACTPYKType oOmneparopa CHUCTEMBI
MOHUTOpPUHTA, a TaKXK€ OCHAIICHHE CYOBEKTOB OOpallleHHs JIEKapCTBEHHBIX
CPEACTB, YKa3aHHbBIX B IMyHKTe "B"  HACTOSIIEr0  MOCTAaHOBJICHUS,
perucrpatopamMu BBIOBITHST - B TeueHue 30 KaJleHIApHBIX JHEH €O JHS
MOJIYyYCHUSI OT OTUX CyYOBEKTOB OOpalieHus JIEKapCTBEHHBIX CPEJICTB
COOTBETCTBYIOIIUX 3asBOK. B 1ensax obecrnedyeHus Takoro OCHAICHUS
yKa3aHHbIE CYOBEKThl OOpalleHusl JIEKQPCTBEHHBIX CPEICTB 3aKIIOYAIOT
C OMEpPaTOpPOM CHCTEMbl MOHHTOPHHTA JOTOBOPHI, COJEPXKAIINE B TOM YHCIIE
YCIIOBUSI TPEIOCTABICHUS TaKOro OOOPYIOBaHUS M €r0 PErjJaMeHTHOTO
oOcy>KuBaHus Ha 0€3BO3ME3/IHON OCHOBE;

OpraHU3aIHIO TECTUPOBAHUS MPOIIECCOB nH()OPMAITMOHHOTO
B3aMMOJICUCTBUS  WH(MOPMAIIMOHHBIX  CHUCTEM  CyOBEKTOB  OOpaiieHus
JICKapCTBEHHBIX CPEJICTB U CUCTEMBI MOHUTOPUHTA - B TCUCHUE 2 KAJTICHIAPHBIX
MECAIIEB CO JHS O0eCredYeHUs] STUMU CyObEeKTaMu OOpaleHus JeKapCTBEHHBIX
CPEIICTB TOTOBHOCTH COOCTBEHHOTO HMH(POPMAIIMOHHOTO pecypca U TMpu
HEO0OXOIMMOCTH WHOTO 000PYI0BaHUS K MHPOPMAIIMOHHOMY B3aWMOICHCTBUIO
C CHCTEeMOW MOHUTOPWHTA W HAMPABICHUS OTMEPATOPY CHCTEMbl MOHHTOPHHTA
3asIBKH Ha MPOBEICHUE TECTUPOBAHUS.

IIpencenarens IIpaBurenscTBa
Poccniickon @enepanun J.Mengenes



