MMPABUTEJILCTBO POCCHUUCKOHN ®EJIEPALIMA
ITIOCTAHOBJIEHMUME

ot 31 nekabps 2019 r. Ne 1954

MOCKBA

O BHeceHMHU M3MEHECHUI B IOCTAHOBJICHHE
IIpaBurtenbcTBa Poccuniickoit @enepauuu
ot 14 nexadps 2018 r. Ne 1556

[IpaBuTenbcTBO Poccuiickon denepailii MO CTAHOBJA S € T !

YTBepauThH npujiaracMbie W3MEHEHUS, KOTOpBIC BHOCSITCS
B nocraHoBiieHne IIpaButensctBa Poccuiickoit ®enepanum ot 14 mexaOps
2018 r. Ne 1556 "OOG yrBepxknenuu IlomoxkeHuss o cucTeMe MOHHUTOPHHTA
JIBUKEHHSI JIEKAPCTBEHHBIX IIPENapaToB JJisi MEAUIIMHCKOTO MpUMEHEHUs"
(Cobpanue 3akonomarenbcTBa Poccutickoit denepanmu, 2018, Ne 53, ct. 8641).

IIpencenarens I[IpaBurenscrBa
Poccutickon ®@enepanuu JA.Mensenes



YTBEPXIEHbI

nocraHoBjeHueM [IpaBurtenbcTBa
Poccuiickon denepanunu
oT 31 nexabps 2019 r. No 1954

N3IMEHEHMUA,

KOTOpbIe BHOCATCS B ocTaHoBienue [lpaBurenbcrBa
Poccuiickoii ®enepanuu ot 14 nexadpsa 2018 r. Ne 1556

1. B mpeambOyne cioBa "B cOOTBETCTBUM C 4acTsMu 5 - 7 crtatbu 67
®denepanbHOro 3akoHa "O06 oOpallleHuU JEKapCTBEHHBIX CPEACTB" UCKITIOUHTD.

2. Jloronuuts nynkTtamu 1' - 17 cnenyromero comepskaHus:

"1'. YcraHOBUTB, YTO IOPHAMYECKHE JIMNA W HHIHBHIYaIbHBIC
MpEeANPUHUMATENH, SBISIONIMECS CYObEKTaMU OOpalleHusi JIeKapCTBEHHBIX
CpeAcTB B cOOTBEeTCTBUU C I[lonokeHWeM, YTBEPKIACHHBIM HACTOSIIUM
MOCTaHOBJICHUEM (fjasiee - CyOBEeKThl 0OpaIeHuUs JICKAPCTBEHHBIX CPENICTB):

OCYILIECTBJISIFOT CBOKO PETUCTPALIUIO B CUCTEME MOHUTOPUHIA JIBUKEHUS
JIEKapCTBEHHBIX npenapaTon TUISt MEJIULIMHCKOTO MPUMEHEHUS
(manmee - cucrema moHuTopuHra) ¢ 1 sHBaps 2020 . go 29 despans 2020 r.
(BxirounTenbHO) b0 mocie 29 depans 2020 r. B TeyeHue 7 KaJeHAAPHBIX
JTHE! CO JTHSI BO3HUKHOBEHHS y CyOBEKTOB 0OpaIeHus IEKapCTBEHHBIX CPEJICTB
HEOOXOJMMOCTH OCYILIECTBICHUS JEATEIbHOCTH, CBA3aHHOM C OOpalleHHeM
JIEKApCTBEHHBIX MpenapaToB MNpH HAIMYUM [pPaBa OCYIIECTBISITH TaKYIO
JEATEIIbHOCTD;

He mo3AaHee 21 KalleHIapHOro MHS CO JHSL PErucTpalid B CHUCTEME
MOHHUTOPUHTA O0ECIEYMBAIOT TOTOBHOCTh CBOMX WH(OPMAIIMOHHBIX CHUCTEM K
UH()OPMAITMOHHOMY B3aUMOJICUCTBHIO C CUCTEMOW MOHUTOPUHTA W HAIIPABIISIOT
OMepaTopy CUCTEMbl MOHHUTOPUHIA 3asBKy Ha MPOXOXKICHUE TECTHUPOBAHUS
WHOOPMAITMOHHOTO  B3aMMOJICHCTBUS C  YKa3aHHEM  MPOU3BOJUTENCH
IPOTrPaMMHO-AIITAPATHBIX CPEACTB MHGOPMAIIMOHHBIX CUCTEM;

MPOXOMASIT TECTUpPOBaHUE WH(GOPMAIIMOHHOTO B3aMMOJICUCTBHS CBOMX
WHOOPMAITMOHHBIX CHCTEM ¢ CHUCTEMbl MOHUTOPHWHTAa B COOTBETCTBHH
C TOPSAIKOM, pa3MELIEHHbIM Ha O(UIMAIBLHOM CcaiiTe omeparopa CHCTEMBI
MOHHMTOPUHTA B HWH(OPMALMOHHO-TEIEKOMMYHUKAMOHHON ceTu "MHTepHeT",



B OTHOLICHWU MAapKUPOBKHU JIEKAPCTBEHHBIX IMPENapaToB, BBOAA B 000pOT
JIEKapCTBEHHBIX MpENapaToB, UX 000pOTa U BbIBO/A U3 000pOTa B COOTBETCTBHUU
c llonoxeHnem, yTBEPKICHHBIM HACTOSIIUM TIIOCTAHOBJIECHUEM, B TEUYCHHUE
2 KaJIeHJIapHBIX MECALIEB CO JHS TOTOBHOCTH CBOMX MH(OPMAIIMOHHBIX CUCTEM
K UHQOPMAIIMOHHOMY B3aUMOJICUCTBUIO C CUCTEMOI MOHUTOPHHTA;

BHOCAT HaunHas ¢ | utonsa 2020 r. B cUCTeMy MOHUTOPUHIA CBEACHUS
000 Bcex omepanusax, MNPOU3BOJUMBIX C JIEKQPCTBEHHBIMHM IpenapaTamu
B COOTBETCTBUU C [1010KEHNEM, YTBEPKICHHBIM HACTOSIIIUM [TOCTAHOBIICHUEM.

1%, Peructpaniuss B uHGOpPMAlMOHHOW  CHUCTeME, B  KOTOpOH
OCYHIECTBJISUIOCH MH(MOpPMAIMOHHOE o0OecreueHrue MpPOBENICHUS JKCIIEPUMEHTA
B COOTBETCTBUM C MocraHoBiicHUEM I[IpaBurenscTBa Poccuiickonn denepaunu
or 24 suBapss 2017 1. Ne 62 "O npoBeneHMM SKCIEPUMEHTA MO MapKUPOBKE
KOHTPOJBbHBIMU  (UACHTU(DUKAITMOHHBIMU)  3HaKaMU U MOHUTOPHUHTY
32 000pOTOM  OTHENBHBIX BHUAOB JICKAPCTBEHHBIX  IpENapaTroB  JUIs
MEJUIIMHCKOTO TMPUMEHEHHUs", IOPUIUYECKUX JIUI U (PU3MUECKUX JIUII,
3apETUCTPUPOBAHHBIX B Kauye€CTBE WHIWBUAYAJIBHBIX MPEAIPUHUMATENECH,
KOTOpbIe TI0 cocTosiHUIo Ha 1 stuBaps 2020 r. sSBISAIOTCS CyOBEKTaMH OOpalleHHs
JIEKApCTBEHHBIX CPEJCTB, MPUPABHUBACTCA K PErUCTpallud B CHUCTEME
MOHHUTOPUHTA.

B cinywae ecnu B paMkKax 3KCIEPUMEHTA CBEICHUS, MPEICTABICHHBIE
cyObeKkTamMu OOpamieHusi JEKapCTBEHHBIX CPEJACTB B HWH(GOPMAIIMOHHYIO
CUCTEMY, B KOTOpPOW OCYIIECTBISUIOCH HWH(MOpMaIMoOHHOE obecreueHue
MPOBEJAECHUS JKCIIEPUMEHTA, a TAaKXKE JIOKYMEHTBI, MPEICTABICHHbIE HWMH
B DenepanbHyto cayk0y 1Mo HaA30py B chepe 31paBOOXpaHEHUs, HE OTBEYAIOT
TpeOOBAHMSIM K CBEJCHUSIM U JIOKYMEHTaM, TpeaycMoTpeHHbIM [lonoxeHuem,
YTBEPKJICHHBIM HACTOSIIIIUM TTOCTAHOBJICHUEM, TaKue CYOBEKTHI OOpallieHHs
JIEKapCTBEHHBIX CcpeacTB HauuHas c | sHBaps 2020 r. BHOCAT HEIOCTAIONIUE
U (MIM) aKTyalbHbIE CBEACHUS B CHUCTEMY MOHUTOPUHTA, a HEIOCTAIOIIHE
U (WIM) aKTyallbHbIE JOKYMEHTHI TpeNCcTaBisaioT B denepanbHyro Ciayk0y 1o
Haa30py B chepe 3npaBooxpaneHus 10 1 uromns 2020 r. (BKIIOYUTENBHO).

1%, Cy6beKTbl  OOpallleHMsT JICKAPCTBEHHBIX ~ CPEICTB,  SIBISIOLIHECS
MPOU3BOJIUTEIISIMU  JIEKAPCTBEHHBIX CPEJICTB, B OTHOIICHUH KOTOPBIX HMH
OCYILIECTBIISIFOTCS TEXHOJIOTUYECKUE oreparuu, COOTBETCTBYIOIINE
MIPOU3BOICTBEHHBIM CTaAMsIM (DacOBKU (YMaKOBKH) JICKAPCTBECHHBIX MPEMapaToB
(B ciyyae TPOM3BOJCTBA JIEKAPCTBEHHOTO IIpenapara Ha TEPPUTOPUU
Poccuiickoit @enepanuu), uim AepxkaresisiMu (BiIaJeabllaMi) PEruCTPalluOHHBIX
YAOCTOBEPEHUIN JIEKAPCTBEHHBIX MpPENaparoB JUOO MPEACTABUTEIbCTBAMHU
WHOCTPAHHBIX OpraHu3anui Ha Tepputopun Poccuiickon Pexnepanum,



SBJISIONINXCS JIepKaTeNSIMH (BJIaJIeNbllaMy) PETUCTPAIMOHHBIX YIOCTOBEPEHHUI
JIEKapCTBEHHBIX IpenapaToB (IIpU MPOU3BOJCTBE JIEKAPCTBEHHOIO IMpernapara
BHe Tepputopun Poccuiickoit ®enepaiuu), 10 BBOjJA JIEKAPCTBEHHBIX
npenapaTroB B 000pOT:

BHOCAT B CUCTEMY MOHUTOPHHIA CBEJEHHUS O JIEKAPCTBEHHBIX Mpemnaparax
B COOTBETCTBUH C [l0N10KEHMEM, YTBEPKICHHBIM HACTOSAIIUM ITOCTAHOBJICHUEM,
He no3aHee 30 KaJeHAApHBIX JTHEW CO JHS CBOEM PETHCTPALMM B CUCTEME
MOHUTOPHUHTA;

HaIlPaBIIAIOT C HCIOJIb30BAHUEM CHCTEMBI MOHUTOPHHIA OIEPATOPY
CUCTEMBbl MOHHUTOPUHTA 3aiBKy (B DSJEKTPOHHOW ¢opMe) Ha TMOJydYeHUe
YCTPOMCTB PETUCTPAllUM AMHUCCHH KOJIOB MAapKHUPOBKH WM MPEIOCTABICHHUE
K HEMy yAalleHHOro joctyna He mnosaHee | mas 2020 r. nmubo B TedyeHHe
7 KaJIGHJIapHBIX JIHEW CO JHS PErucTpalid B CHCTEME MOHUTOPUHTA MpHU
BO3HMKHOBEHUHM Yy CYOBEKTOB  OOpaleHusi JIEKapCTBEHHBIX  CPEJICTB
HEOOXOJMMOCTUA OCYIIECTBJICHHUS JIEATEILHOCTH, CBS3aHHOM C oOpalieHuem
JIEKQpCTBEHHBIX MpEeNapaToB MNpH HAJIMYUK [paBa OCYIIECTBISITH TaKYIO
JEATENIbHOCTD;

obecrieunBatoT ¢ 1 uronst 2020 r. HaHECEHHWE CPENCTB UICHTU(DUKAIIUU
Ha TIEPBUYHYIO VYIAaKOBKY JIEKapCTBEHHOTO Tpemapara (B clydae, €cCiH
BTOPHYHAS YITaKOBKA HE MPEAYCMOTPEHA) U HA BTOPUUHYIO (MMOTPEOUTENTHCKYIO)
YIAKOBKY JIEKAPCTBEHHOTO MPEINapara;

umeroT npaBo ¢ 1 suBaps 2020 r. HAHOCUTH CPEACTBA HUICHTU(DUKAIIUU
JIEKQpCTBEHHOI'O IMpernapara Ha [EePBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
npenapara (B ciiydae, €Cld BTOpUYHAs YIAKOBKa HE MPEAYyCMOTPEHA) U Ha
BTOPHUYHYIO (TOTPEOUTEIHCKYIO) YITAKOBKY JICKAPCTBEHHOTO TIpenapara;

[Ipu sTOM B ciyuae, eciu CyObEeKThl OOpaIleHUs JICKaPCTBEHHBIX CPEACTB
HaHocsaT ¢ 1 suBaps 2020 r. cpeacTBa wuICHTU(DUKAMU JIEKAPCTBEHHOTO
npenapata Ha MEPBHYHYIO YIAKOBKY JIEKAPCTBEHHOro mpemnapara (B ciyuae,
€CIM BTOpHUYHAs YNAKOBKA HE TNPEAYCMOTPEHa) W Ha BTOPUYHYIO
(MOTpeOUTENbCKYI0)  YIAKOBKY  JIGKAPCTBEHHOTO  TIpemapara, TO  OHHU
MPEICTABIISIOT CBEJICHUS O HAHECCHWHM CPEJICTB HICHTU(PHUKAIUA B CUCTEMY
MOHHUTOPHUHTA.

1%. Cy6beKThl OOpAIICHHST JIGKAPCTBEHHBIX CPEACTB, OCYILIECTBIIIOLINE
MEUITMHCKYIO JESTEIHHOCTh U BBIBOJI U3 000pOTa JIEKAPCTBEHHBIX MPENapaToB
Ipy  OKa3aHWU MEIUIIMHCKOW TIOMOINM, a TakkKe CyOBeKThl OOpameHus
JIEKapCTBEHHBIX CPEJICTB, OTITYCKAIOIINE JICKAPCTBEHHBIEC TIPETapaThl O€CILIATHO
WM CO CKUJKOW MO pEelenTy Ha JEKAPCTBEHHbIE NpenapaThbl, HAMPABISIOT
C HUCMOJIb30BAHUEM CHUCTEMbl MOHUTOPHUHIA ONEPATOPY CUCTEMbl MOHUTOPHUHIA



3asBKY (B DSJEKTPOHHOW (QopMe) Ha TMOJIYyYEHUE PETUCTPATOPOB BBIOBITHS
He no3aHee 15 depans 2020 r. mmbo B TeueHHe 7 KajJeHIAPHBIX JHEH CO JIHS
perucTpaliid B CHUCTEME€ MOHUTOpPUMHIA MPU BO3HUKHOBEHUU Yy CYOBEKTOB
oOpalieHusi JICKapCTBEHHBIX CPEACTB  HEOOXOJMMOCTH  OCYIECTBIICHUS
NeSATEIbHOCTH, CBS3aHHOM C OOpallleHueM JIEKapCTBEHHBIX MpenapaTroB IpH
HaJIMYMHU MPaBa OCYIIECTBISATH TAKYIO JIEATEIbHOCTb.

1°. Y CTaHOBUTB, YTO OIEPATOP CHCTEMBI MOHHTOPHHIA 00ECIICUNBACT:

OCHAIllEHHE  CyOBEeKTOB  OOpallleHus  JIEKAPCTBEHHBIX  CPEJCTB,
IPEIyCMOTPEHHBIX MYHKTOM 1° HACTOSINEro MOCTAHOBICHHS, YCTPONCTBAMHE
perucTpallid SMHCCHM KOJOB MAapKUPOBKU WM TMPEJOCTABICHHE UM
YAAJIGHHOTO JIOCTyna K TaKUM YCTPOWCTBaM PErUCTpallUd  AMUCCHH,
pa3MeIIeHHBIM B  HH(PACTPyKType oOmeparopa CHCTEMbl MOHUTOPUHTA,
Ha YCJIOBUSIX, MPEAYCMOTPEeHHBIX [lookeHueM, yTBEp>KIECHHBIM HACTOSIIIUM
MOCTAaHOBJICHUEM, HE TMO3/Hee 45 KaJleHJapHBIX JHEH €O JHSA TMOJyYeHHUs
OT CyOBEKTOB 0OpaIeHUs JIEKAPCTBEHHBIX CPECTB 3asIBKH HA MOTYyYEHUE TaKUX
YCTPOMCTB UJIU YJAJICHHOTO JIOCTYTIA K HUM;

OCHAIllEHHE  CyOBEeKTOB  OOpallleHus  JIEKAPCTBEHHBIX  CPEJCTB,
OCYIICCTBIISIONUX ~MEAUIIMHCKYIO JEeATeIbHOCTh W BBIBOJA M3 000poTa
JICKapCTBEHHBIX TPENapaToB MpPU OKA3aHUM MEIUIIMHCKOW MOMOIIM, a TaKXe
CyOBEKTOB oOpareHus JIEKApCTBEHHBIX CpEACTB, OTIYCKAaIOIINX
JIEKapCTBEHHBIE TIpernaparbl OECIUIATHO WM CO CKUJKOW IO pElenty Ha
JICKapCTBEHHBIE TpENapaThl, PETUCTpaTOpaMU BHIOBITUS HA  YCIOBUSX,
MPETYCMOTPEHHBIX [Tonoxenuem, YTBEPKICHHBIM HACTOSIIINM
MOCTAaHOBJICHUEM, HE TO3/Hee 45 KaJeHIapHBIX JHEW CO JHS MOJYy4YeHUS OT
CyOBEKTOB 00pallleHUs JIEKAPCTBEHHBIX CPEJCTB 3asBKM Ha TOJYUYEHHE TaKUX
YCTPOMCTB;

OpraHU3alMI0  TECTUPOBAHUA WHOOPMAIIMOHHOTO  B3aUMOJICUCTBUS
WH()OPMAITMOHHBIX CHUCTEM CYOBEKTOB OOpaIlleHUs JIEKApCTBEHHBIX CPEJICTB
U CHCTEMbl MOHUTOpHUHTA He To3aHee 30 KajleHIapHBIX THEW CO THS MOTyYeHUs
OT CyOBEKTOB OOpalleHHs JEKapCTBEHHBIX CPEJICTB 3asABKU Ha TMPOXOXKICHUE
TEeCTUPOBaHUS WH(HOPMAIIMOHHOTO B3aUMOICUCTBUSI.

1°. YcTaHOBUTB, YTO ONEPATOp CHCTEMBI MOHHMTOPHHTA IO 3ampocy
CyOBEKTOB OOpalieHHs] JIEKAPCTBEHHBIX CPEJCTB TMPEIOCTABISET  KOJIBI
MapkupoBku ¢ 1 ssuBapst 2020 r.

1’. YcraHoBuTh, 4YTO IUIaTA 3a OKAa3aHHE OINEPATOPOM CHCTEMEI
MOHUTOPUHTA YCIYTH IO TPEIOCTaBICHUIO KOJOB MAapPKHUPOBKH B3UMAETCS
¢ 1 mromst 2020 1.".




