IMPABUTEJIBCTBO POCCUMICKOHN ®EJIEPALIMHA
ITOCTAHOBJIEHHUE

ot 31 nexabps 2019 . Ne 1954

MOCKBA

O BHeceHNH H3MeHEHHIi B MOCTaHOBJIEHHE
IlpaBuTenneTBa Pocceniickoii @eaepanuu
ot 14 nexadps 2018 r. Ne 1556

IIpaButenscTBO Poccuiickoit @enepanmimocTaHOBJA A E T :

YTBEpAUTH [IpujIaraeMeie U3MEHEHUS, KOTOpBIE BHOCSITCS
B mocraHosjeHue IlpaBurennctsa Poccuiickoit @emepaiu ot 14 mexabps
2018 r. Ne 1556 "OO yrBepxnenun IlomoxxeHHs O cHCTeME€ MOHMTOPHHIA
IOBW)KEHHS JIEKAPCTBEHHBIX IIPENapaTroB JUIsl MEOUIMHCKOrO IpuMeHeHHs"
(Cobpanue 3axonomarenscTBa Poceuiickoit denepanun, 2018, Ne 53, cr. 8641).

Ilpencenarens IIpaBure

Poccuiickoit @enepayfifd I.Menpenes
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YTBEPX/JEHBI

noctaHoBieHueM [IpaBuTenscTBa
Poccuiickoit ®enepanuu
oT 31 nexabps 2019 . Ne 1954

U3IMEHEHMWUHA,

KOTOpbl€ BHOCATCA B nocTtaHoBJieHUe [IpaBuTesibeTBa
Poccniickoilt @eaepaunu ot 14 nexadps 2018 r. Ne 1556

1. B mpeambysne crmoBa "B cooTBeTCTBUHM ¢ YacTsAMH 5 - 7 cratbu 67
®enepanpHOro 3akoHa "O6 obpallieHIH JTeKapCTBEHHBIX CPEACTB" UCKIIOUYHTE.

2. JlononHuTh NyHKTaMu 1'- 17cnez[y}0u1ero COJIep>KaHUS:

ml YCTaHOBUTh, 4YTO IOpUAMYECKHE JHOA W  HUHIUBUAYAIbHEIE
NpeIpUHUMATENH, SABIAIOIIUECT CyObeKTaMu OOpallleHUs JIeKapCTBEHHBIX
CpPeacTB B COOTBETCTBHM ¢ [lomokeHHeM, YTBEpXKIEHHBIM HACTOSIIMM
NIOCTaHOBJIEHHEM (Jlanee - CyOBeKThl O0pallleHHs JIEKAPCTBEHHBIX CPENCTB):

OCYILECTBIISIIOT CBOK PErMCTPAallMIO B CHCTEME MOHHUTOPHHIA JBHIKEHHS
JIEKapCTBEHHBIX npenapaToB JUIS MEIUIIUHCKOTO IIpUMEHEHUs
(manee - cucremMa monutopuHra) ¢ 1 suBaps 2020 r. mo 29 despans 2020 r.
(BxiounTensHO) 160 nocne 29 despans 2020 r. B TeueHHe 7 KaJeHIAPHBIX
IHEW CO JHA BO3HUKHOBEHHS y CyOBEKTOB 0OpallleHUs JIeKapCTBEHHBIX CPEICTB
HEOOXOAMMOCTH OCYINECTBIEHUS AEATEIBHOCTH, CBS3aHHONW C OOpalleHHeM
JIEKapCTBEHHBIX MPENapaToB IMpPH HAIWYMU IIpaBa OCYIIECTBISATh TaKYIO
NeATEeNbHOCTD;

He mo3aHee 21 KajgeHJapHOro OHS CO OHS PETUCTPAllMM B CHCTEME
MOHHUTOPHMHI2 OOECIIEYMBAIOT FOTOBHOCTh CBOMX HMH(DPOPMAIMOHHBIX CHUCTEM K
HMH()OPMALHOHHOMY B3aHMOJAEHCTBHIO C CUCTEMON MOHHTOPUHTA M HATIPABJISIOT
OnepaTropy CHCTEMBI MOHHMTOPHMHIA 3aiBKy Ha IIPOXOXXICHHE TEeCTUPOBAHHS
MHOOPMALIMOHHOTO  B3aMMOJEHCTBUS C  yKa3aHHEM  [POH3BOJMTENEH
[IPOrpaMMHO-ANIAPaTHBIX CPEACTB HHPOPMAITMOHHBIX CUCTEM;

IPOXOJAT TECTUPOBaHUE HMHPOPMALMOHHOTO B3aHMOJEHCTBHA CBOUX
MH(OPMAIIMOHHBIX CHCTEM H CHCTEMBl MOHUTOPHHIA B COOTBETCTBHH
C IOpPSJKOM, pa3sMEUIEHHBIM Ha OQHIMAIbHOM CaiiTe oIeparopa CHCTEMBI
MOHHTOPHHIa B HWH(OpMallUOHHO-TEIeKOMMYHHKalMOHHOU ceTn "HuTepHet",
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B OTHOLIEHUWM MAapKUPOBKH JIEKapCTBEHHBIX IIperapaTroB, BBoAa B 006opoT
JIEKApCTBEHHBIX IIPENapaToB, KX 000pOTa U BBIBOJIA U3 000POTa B COOTBETCTBUHU
¢ llomoxxeHneM, yTBEp)KACHHBIM HACTOSILUM IIOCTAHOBICHHEM, B TEUYEHHE
2 KaJIeHJapHBIX MECSLEB CO JHSA FOTOBHOCTH CBOMX MH()OPMAIMOHHBIX CHCTEM
K MH(GOPMALIMOHHOMY B3aUMOJAEHCTBUIO C CUCTEMOI MOHUTOPHHT A,

BHOCAT HayuHasg ¢ | mronsa 2020 1. B cuCTeMy MOHHUTOPHMHIA CBEIEHHS
000 Bcex oOIepanusax, NPOM3BOMUMBIX C JIEKAPCTBEHHBIMH IperapaTaMu
B COOTBETCTBUH ¢ IlonoxenueM, yTBep»A€HHbIM HACTOSIIAM ITOCTAaHOBJIEHHEM.

1°. Peructpanus B UHPOPMALIMOHHON  cHCTeMe, B  KOTOpOH
OCYILECTBISIOCh MH(OPMALMOHHOE ofecredeHre MPOoBeAeHHs SKCIEPHMEHTA
B COOTBETCTBHH C ITocTaHOBIeHHeM IIpaButensctBa Poccuiickoit ®enepanun
or 24 suBapsg 2017 r. Ne 62 "O mpoBeaeHHHM 3KCIEpUMEHTa IO MapKHPOBKE
KOHTPOJIbHBIMA  (MACHTH(GUKAUMOHHBIMH) 3HAaKaMH W MOHHUTOPHHIY
3a  00OpOTOM  OTHENBHBIX BHAOB JIEKAPCTBEHHBIX MpelaparoB  Jis
MEJULUHCKOTO IIPUMEHEHMS", IOPHAWYECKMX JIML W (GU3HYECKHUX JIMII,
3apEerdCTPUPOBAHHBIX B KAueCTBE HHIWBHUIYAIBHBIX MpeaNpHHAMATENEH,
KOTOPEIE 110 COCTOAHMIO Ha 1 siHBaps 2020 r. sBisiroTcs cyObeKkTaMu oOpaleHus
JIEKApCTBEHHBIX CPEACTB, IPUPaBHUBAaeTCs K PETUCTPAllUM B CHCTEME
MOHHUTOPHHTIA.

B ciyuae ecnM B pamMkax 3KCIEpPUMEHTa CBEIEHUS, IpeJCTaBIeHHBIE
cybbpekTaMu OOpallileHHs JI€KapCTBEHHBIX CpEACTB B  HHGOPMALMOHHYIO
CHCTEMY, B KOTOPOH OCYIIECTBISUIOCH HHGPOPMAIMOHHOE oObecIeYeHHe
IIPOBENEHUA OJKCIIEPDUMEHTA, a TakXe JOKYMEHTBI, MpEeICTaBII€HHbIE WMH
B ®PenepanbHyIO ciIyx0y MO Ham3opy B cdepe 30paBOOXpAaHEHHUS, HE OTBEYAOT
TpeOOBaHUAM K CBEICHMAM U JOKyMEHTaM, NMpeaycMOTpeHHBIM IlomoxeHuem,
YTBEPKACHHBIM HACTOSIIUM IIOCTAHOBJICHHEM, TaKue CYOBEKTHl OOpalleHHs
JIEKapCTBEHHBIX cpeAcTB HauuHas ¢ | saBaps 2020 r. BHOCAT HEIOCTAIOILIME
U (WIM) akTyaJlbHblE CBEIEHHS B CHCTEMY MOHHTOPHHIA, @ HEAOCTAIOIIMe
¥ (WIM) akTyallbHble NOKYMEHTHI IpeiacTaBidioT B DenepanbHyio Ciyx0y mmo
HaJzopy B chepe 31paBooxpaneHus 10 1 urons 2020 r. (BKIFOYUTEIBLHO).

1°. Cy6bextsl  obpaeHus JIEKapCTBEHHBIX CPEACTB, SBISIOUIHECS
IPOU3BOIMTENSAMH JIEKAPCTBEHHBIX CPEACTB, B OTHOLIEHUMM KOTOPBIX HMMH
OCYILIECTBIISIOTCS TEXHOJIOTUYECKHE onepanuu, COOTBETCTBYIOIIIHE
IPOM3BOJCTBEHHEIM CTaausAM (acoBKU (YIaKOBKH) JIEKAPCTBEHHBIX MPENApPaTOB
(B cioydae IIpOM3BOACTBA JIEKAPCTBEHHOTO IIperapaTta Ha TEPPUTOPHH
Poccuiickoin ®exnepanun), win aepxareisiMi (BlafelblaMH) PErHCTPAlHOHHEIX
YAOCTOBEPEHUH JIEKAPCTBEHHBIX IIpENapaToB JUOO IIPeICTaBUTEILCTBAMU
HHOCTpaHHBIX OpraHu3allii Ha TeppuTropuM Poccuiickoit ®Denepanuu,
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SBJSIIOLMXCS [iepxKaTesiMu (BIaAenbliaMyi) PErUCTPAlMOHHBIX YIOCTOBEPEHHMIA
JIEKapCTBEHHBIX IIpenaparoB (IIpH IPOM3BOACTBE JIEKAPCTBEHHOrO IpernapaTa
BHe Tepputopuu Poccuiickoii ®epepanuu), A0 BBOAA JeKapCTBEHHBIX
npernaparoB B 000pOT:

BHOCAT B CHCTEMY MOHMTOPHUHIA CBEJIEHUs O JIEKAPCTBEHHBIX Ipernapartax
B cooTBETCTBUH ¢ [lonoxeHueM, yTBep>KIeHHBIM HACTOSIIHUM ITOCTAHOBJIEHHEM,
He nosaHee 30 KaneHJapHBIX OHEH cO AHA CBOEH PETrHMCTPAlldd B CUCTEME
MOHUTOPHHTI;

HampaBjslOT C HCHOJIL30BAaHMEM CHCTEMBl MOHHUTOPHHTA OIEPaTopy
CUCTEMBl MOHHUTOPHHIA 3asBKy (B OJJIEKTpOHHOH ¢opme) Ha TNodydeHHe
YCTPOMCTB PErucTpallid SMHUCCHHA KOJOB MAapKHUPOBKH WM MpeIOCTaBICHHUE
K HEMy yZJaldeHHOro noctyna He nosgHee | mas 2020 r. nmubo B TedeHHe
7 KaJIeHAapHBIX JHEH CO JHS DPETUCTpali B CHCTEME MOHHTOPHHIra IpH
BO3HMKHOBEHHMH Yy CyOBEKTOB oOpallleHus JIeKapCTBEHHBIX  CPEJICTB
HEOOXOAMMOCTH OCYIIECTBICHUS [AEATENBHOCTH, CBS3aHHOU C obpaieHueM
JIEKapCTBEHHBIX [peraparoB IIpM HalW4YMM IpaBa OCYLIECTBIATH TaKylo
NeATEeNbHOCTB;

obecrieynBaroT ¢ 1 mrona 2020 r. HaHeceHHE CPeNCTB HIOSHTU(DHKAIIUA
Ha [IEpBUYHYIO YIIAKOBKY JIEKAPCTBEHHOIO Ipenapata (B ciy4ae, €Cid
BTOpMYHAs YIIaKOBKA HE NPEAYCMOTPEHA) U Ha BTOPUUHYIO (HOTPEOUTENIBCKYIO)
YIaKOBKY JIEKAPCTBEHHOIO Mpenapara;

umeroT npaso ¢ 1 auBapsg 2020 r. HaHOCHUTH cpeAcTBa HACHTHOUKAIUH
JICKapCTBEHHOI'0 IIpernapara Ha IMEPBUYHYIO YIAKOBKY JIEKAPCTBEHHOTO
npenapaTta (B Ciyyae, €ClIM BTOpPUYHAs yNaKOBKa He MPEAyCMOTpEHa) U Ha
BTOPHUHYIO (TOTPEOUTENBCKYIO) YIIAaKOBKY JIEKapCTBEHHOIO Iperapara.

IIpu 3TOM B cilyuae, eciii CyOBEKThI 0OpallleHHs JIEKAPCTBEHHBIX CPEICTB
HaHocAT ¢ 1 sguBaps 2020r. cpeactBa MACHTUGUKALMHU JIEKAPCTBEHHOIO
npenapara Ha I[EPBUYHYIO YIIAKOBKY JIEKAPCTBEHHOro IpemnapaTa (B ciydae,
€CJIK BTOpHMYHAas YIAKOBKa HE IIPEIyCMOTPEHa) K Ha BTOPHUYHYIO
(moTpeOUTENBCKYI0)  YNAKOBKY JIEKAPCTBEHHOro  Ipenapara, TO  OHH
NPEICTABISIOT CBEACHUS O HAHECEHHM CPEACTB HUIEHTU(HHUKALHUHA B CHCTEMY
MOHUTOPHHTA.

1*. Cyb6BexThl 0bparieHms JIEKAapCTBEHHBIX CPEACTB, OCYIIECTBIISIONIHE
MEIMLIMHCKYIO JIEATENBHOCTh U BBIBOJ M3 000pOTa JIEKapCTBEHHBIX MPenapaToB
IpY OKa3aHMM MEIHULIMHCKOM IIOMOINM, a TakXe CyOBeKThl oOpalleHus
JIEKapCTBEHHBIX CPENCTB, OTIIyCKAIOLIKE JIEKAPCTBEHHBIE MpenapaTsl 0eCIIaTHO
WIM CO CKHAKOM IO peLENTy Ha JIEKapCTBEHHbIE Npenaparhl, HAMPaBIAIOT
C UCHOJIb30BAHMEM CHCTEMBl MOHHUTOPHHIA OHEPATOPY CUCTEMBI MOHHUTOPHHIA
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3a8BKy (B DJEKTpPOHHOH (OpMe) Ha IMOJyuyeHHe pErnCTPaTOpOB BBIOBITHS
He no3aHee 15 ¢eBpans 2020 r. mubo B TeueHHe 7 KaJleHAAPHBIX JHEH co AHA
PETMCTpalli¥ B CHUCTEME MOHMTOPHMHIA MpPH BO3HUKHOBEHHH y CYOBEKTOB
OOpallleHHsl JIEKapCTBEHHBIX CpPEACTB  HEOOXOAMMOCTH  OCYIIECTBIECHHS
JEATENILHOCTH, CBA3aHHOM C OOpalleHHeM JIeKapCTBEHHBIX MpenapaToB IpH
HaJIMYMHU TPaBa OCyUIECTBIATH TaKylO AeSTeIbHOCTb.

1°. Y CTaHOBHTH, YTO ONEpPaTOp CUCTEMBI MOHUTOPHHIA 00ECIIEYNBAET:

OCHallleHHe  CyOBeKTOB  oOpallleHHs  JIeKapCTBEHHBIX  CPEJCTB,
NPEAYCMOTPEHHBIX MYHKTOM 1’ macrosmero IIOCTAaHOBJIEHUS, YCTPOUCTBAMU
pETHCTpallUd 3MUCCUM KOAOB MAapKUpPOBKM WM TPEIOCTaBIEHHE UM
yOaJIeHHOrO JOCTyla K TakMM YCTPOHCTBaM perucTpaldid SMHCCHH,
pasMEIIEHHBIM B HH(QPACTpyKType oOIleparopa CHCTEMbl MOHMTOPHHTA,
Ha YyCJIOBUSIX, IpelycMOTpeHHBIX l[lonoxxeHueM, yTBEpXXOEHHBIM HACTOSILKUM
IIOCTAHOBJIEHHEM, He I03JHee 45 KaleHNapHBIX [IHEH cO OHS TOJydeHHUs
OT CyOBEKTOB OOpallleH!sl IEKapCTBEHHBIX CPENICTB 3asiBKH Ha MOJIyYeHHe TaKUX
YCTPOUCTB WJIHM YOAIEHHOTO A0CTyNa K HUM;

OCHallleHHE  CyOBEKTOB  OOpallleHHus  JIEKAPCTBEHHBIX  CPEJICTB,
OCYILECTBJIAIONMX MEIUMUMHCKYIO [JeATENbHOCTh M BbIBOA U3 00opoTa
JIEKapCTBEHHBIX MPENAapaToB NMPH OKa3aHUHW MEIUIIMHCKOM IIOMOIIM, a TaKke
CyOBEKTOB obparteHus JIEKapCTBEHHBIX CpeOCTB, OTITYCKAIOIIIX
JIEKapCTBEHHbIE IpenapaTshl OecIUIATHO WM CO CKUAKOH II0 pelenTty Ha
JIEKapCTBEHHBIE [IpENapaThl, PETUCTPaTOpaMU BBIOBITHS Ha  YCIOBHIX,
NpeayCMOTPEHHBIX ITonoxenuem, YTBEPKACHHBIM HaCTOSIIINM
IIOCTAHOBJIEHHEM, HE IO3[Hee 45 KaleHJapHbIX AHEH CO IOHS TOJYYEeHHS OT
CyOBEKTOB OOpallleHHs JIEKAapCTBEHHBIX CPEJICTB 3asiBKH HA IMONy4YEHHE TaKUX
YCTPOWCTB;

OpraHu3alyI0 TECTHUPOBaHHUS HWH(OPMAIMOHHOTO  B3aMMOIEHCTBHUS
MHGOPMAIMOHHBIX CHCTEM CYOBEKTOB OOpalleHHs JIeKapCTBEHHBIX CPENCTB
U CUCTEMBI MOHHUTOpHHra He no3aHee 30 KaJleHOapHbIX AHEH cO JHS MOyYeHHs
OT cyOBeKTOB oOpalleHHs JeKapCTBEHHBIX CPE/CTB 3asBKH Ha MPOXOXICHHUE
TECTUPOBAHUSA HH(OOPMALIMOHHOTO B3aHMMOJIEHCTBHS.

18, YcraHoBUTh, YTO OINEPaToOp CHUCTEMBI MOHHTOPHMHIA IO 3alpocy
CYOBEKTOB OOpalleHHs JIEKapCTBEHHBIX CPEACTB TMPEAOCTABIAET  KOJBI
MapkupoBKH C 1 sHBaps 2020 1.

17. YcTaHOBHT, YTO IUIAaTa 3a OKAa3aHUE OIIEpaToOpOM  CHCTEMBI
MOHMTOPHHIA YCIYI'HM I10 IpPEAOCTAaBICHUIO KOJOB MAapKUPOBKH B3MMaeTCs
¢ 1 mrons 2020 r.".
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