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YTBepKAeHbI

MMOCTaHOBJ/IeHMeM [IpaBuTenbCTBA
Poccuiickoit ®enepatyin

ot 31 mekabps 2019 1. N 1954

M3MEHEHNA,
KOTOPBIE BHOCATCS B ITIOCTAHOBJIEHUE TTPABUTEJILCTBA POCCUICKO
®ENEPAIIVN OT 14 IEKABPA 2018 T. N 1556

1. B mpeamb6yrie cioBa "B cooTBeTCTBUM € YacTIMu 5 - 7 ctaTby 67 @emepanbHOro 3akoHa "O6 obpalieHnn
JIEKapCTBEHHBIX CPENICTB" UCKITIOUUTD.

2. Jononmuuth nyHkTamu 1(1) - 1(7) ciepyroniero cogepskaHms:

"1(1). YcTaHOBUTD, UTO IOpUAMYECKME JINLA M MHIUBUIYAJIbHbIE [IPeAIIPUHMMATEIIN, IBISOLNeCs
cyObekTaMu obpaieHust JiekKapCTBEHHBIX CPEJICTB B COOTBETCTBMUMU C [lonoskeHMeM, yTBePXKIeHHbIM
HACTOSIIIVIM MTOCTAaHOBJIEHMEM (Jia/iee - CYObeKThbl 0OpaleHMsl TeKapCTBEHHbBIX CPEJICTB):

OCYIIECTBJISIIOT CBOIO PETUCTPALMIO B CMCTEMe MOHUTOPUHTIA ABVOKEHMS IeKapCTBEHHbIX MMPernapaToB /1S
MeIUIMHCKOTO TIpUMeHeHus (Jajee - cucreMa MOHUTOpuHra) ¢ 1 suaps 2020 r. mo 29 despans 2020 r.
(BKITIOUMTENIbHO) SO0 T1ociie 29 dhespasst 2020 r. B TeueHne 7 KaJleHIAPHBIX THEH CO JHS BOSHUKHOBEHUS Y
CyO'beKTOB 0OpallleHMsI JIeKapCTBEHHBIX CPeJICTB HEOOXOIMMOCTHM OCYIIeCTBIeHMS NesiTeTbHOCTH,
CBSI3aHHOI1 ¢ o6palieHreM JeKapCTBeHHbIX MTperapaToB Mpy HaAM4YMK MpaBa OCYIIEeCTBISATh TaKyI0
IesITeNIbHOCTD;

He o3 Hee 21 KajieHIAPHOTO JHS CO IHSI perucTpauum B CUCTeMe MOHUTOPUHTa 06ecrieunBaT
TOTOBHOCTH CBOMX MH(POPMAIMOHHBIX CUCTEM K MHOOPMAIIMOHHOMY B3aUMOAENCTBUIO C CUCTEMOIA
MOHMTOPMHIA ¥ HAMPAaBJSIIOT ONlepaToOpy CUCTEMbI MOHUTOPUHTIA 3as1BKY Ha MPOXOKAeHNe TeCTUPOBAHUS
MHGOPMAIMOHHOTO B3aMMO/IEeICTBHUS C YyKa3aHMeM MPOM3BOAUTe el MporpaMMHO-aInapaTHbIX CPeCTB
MHGOPMAIMOHHBIX CUCTEM;

MPOXOJISIT TECTMPOBaHMe MHOOPMAIIMOHHOTO B3aMMO/IeCTBISI CBOMX MH(MOPMAILIMOHHBIX CUCTEM U
CUCTeMbl MOHUTOPUHTA B COOTBETCTBUM C TTOPSIAKOM, pa3MellleHHbIM Ha opUIIMaIbHOM caiiTe orepaTopa
CUCTEeMbI MOHUTOPUHTA B MHGDOPMAIIMOHHO-TeJIEKOMMYHUKALIMOHHO ceTy "VIHTepHeT", B OTHOILIEHUMA
MapKMUPOBKM JIEKaPCTBEHHBIX ITPerapaToB, BBOAA B 000POT JIeKapCTBEHHBIX ITperapaToB, UX 000poTa 1
BBIBOJIA 13 060pOTa B COOTBETCTBUM C [T0JIOKEHMEM, YTBE P>KIEHHBIM HACTOSIIIMM ITOCTAHOBJIEHUEM, B
TeueHMe 2 KaJIeHJapHbIX MeCSIIEB CO IHSI TOTOBHOCTY CBOUX MH(MOPMAIMOHHBIX CUCTEM K



I/IH(l)OpMaI_[I/IOHHOMy BBaMMO,E[eVICTBI/IIO C CUCTEMO MOHUTOPUHTA;

BHOCSIT HaumHas ¢ 1 uionst 2020 r. B cucTeMy MOHUTOPMHTA CBeeHMsI 000 BCeX omnepalusix, IpoM3BOAMMbIX
C JIeKapCTBEHHBbIMU ITpernapaTaMu B COOTBETCTBUM C I10JI0KeHMeM, YTBEe PXXAEeHHBIM HACTOSIIIUM
TOCTAaHOBJIEHUEM.

1(2). Peructpaius B MHGOPMAaIMOHHO CUCTeMe, B KOTOPO¥i OCYIeCTB/ISIOCh MHGOPMAaIMIOHHOe
obecrieyeHue MPOBeIeHNsT IKCIIEPUMEHTAa B COOTBETCTBUM C ITOCTaHOBIeHNeM [IpaBuTtenbcTBa Poccuiickoii
@®epepauyn ot 24 guBaps 2017 r. N 62 "O nipoBeeHMUM IKCIIEPUMEHTA 10 MapKUPOBKEe KOHTPOJIbHBIMU
(nmeHTUGUKALIMOHHBIMM) 3HAKaMU ¥ MOHUTOPUHTY 32 000POTOM OTAEIbHbBIX BUAOB JIeKapCTBEHHBIX
MpernaparoB AJi1 MeAUIMHCKOTO MPUMeHeHUs", 0PUANYECKUX JINUIL U PU3UUeCKUX JIULL,
3apercTpUpPOBaHHbBIX B KaueCTBe MHAMBUAYAIbHBIX IIPeAIIPUHMMAaTe eli, KOTOpbIe 10 COCTOSSHMIO Ha 1
stuBaps 2020 r. ABASIOTCS CyObeKTaMy o6paleHusl IeKapCTBEHHbBIX CPEICTB, TPUPABHUBAETCS K
perucTpauumn B CucTeMe MOHUTOPUHTA.

B ciyyae eciiv B paMKax KCIIepUMEHTA CBeIeHMSI, IpeICTaBlIeHHbIe CYyObeKTaMu o6palleHus
JIleKapCTBEHHBIX CPeICTB B MH(GOPMAI[MOHHYIO CUCTEMY, B KOTOPOI OCYIIeCTBIISIIOCh MHGOpMaIMOHHOe
obecrieueHue MPOBeJleHNs IKCIIEPUMEHTA, a Takke JOKyMeHTbl, IIpe/icTaBleHHble UMK B DefepaibHYIO
CJTyk0y 10 Hazi30py B cdepe 31paBOOXpaHeHMs], He OTBEeUYAlOT TPeOOBaHUSIM K CBeIeHUSIM U JOKyMEeHTaM,
npeaycMoTpeHHbIM [TosoxkeHMeM, yTBEPKIeHHBIM HACTOSIIMM ITOCTAHOBJIEHKEM, TaK/e CyObeKThI
o6palieHus JTIeKapCTBEeHHbIX cpecTB HaumHas ¢ 1 suBapst 2020 r. BHOCST HeoCTaomme 1 (UIn)
aKTya/lbHble CBeJleHMs B CUCTeMY MOHUTOPUHTA, a HeJOoCTaLye U (M) akTyajlbHble JOKYMEHTDI
npeAcTasisiioT B PeepanbHyIo CIYKOY 110 Haf30py B cdepe 3apaBooxpanenus go 1 utons 2020 r.
(BKITIOUUTENIBHO).

1(3). CyobeKTbI 0OpalieHus JIeKapCTBEHHBIX CPEJICTB, SIBJISIIOIIECS PO 3BOAUTE/ISIMM JIeKaPCTBEHHbIX
CpencCTB, B OTHOILIEHUM KOTOPBIX UMM OCYIIECTBJISIIOTCS TEXHOJIOTUUECKME Orlepaliun, COOTBETCTBYIOIIME
MPOM3BOJICTBEHHBIM CTaAMSIM (hacOBKM (YIIAKOBKM) JJeKapCTBEHHBIX MTpernapaToB (B c/iyuyae IMpoM3BOACTBA
JIeKapCTBEHHOTO TIperapara Ha Tepputopum Poccuiickoi @emepauyn), uim gepkateasamMmu (BaageabliaMun)
perucTpaluoHHbIX YIOCTOBEPEeH I IeKapCTBEHHbIX ITpernapaToB MO0 MpeCcTaBUTeTbCTBAMMU
MHOCTPaHHBIX OpraHu3aluii Ha Tepputopun Poccuiickoin enepanym, SBISIOMMUXCS JepKaTeasIMu
(BnamenbliaMy) peruCcTpalMOHHbBIX YIOCTOBEpEeH NI JIeKapCTBEHHbIX IIperapaToB (IIpy MIPOU3BOACTBE
JIeKapCTBEHHOTO IperapaTa BHe TeppuTopun Poccuiickoit @egepaiinm), 0 BBOAA JIeKAPCTBEHHbBIX
TpernapaToB B 000pOT:

BHOCSAT B CMMCTEMY MOHMUTOPMHTIA CBeAeHM O JIEKapCTBEHHBIX ITperiapaTaxXx B COOTBETCTBUM C ITonoxxeHnuemM,
YTBEPXXOE€HHbIM HaCTOAIIMM IIOCTAHOBJIEHMEM, HE I1I03J1HEe 30 KaJIeHOapHbIX IHEel Co THS CBoeit
perncTpanumnm B CucTeMe MOHUTOPMHTIA,

HAIIPaBJISIIOT C UCII0JIb30BaHMEM CUCTEMbI MOHUTOPUHIA ONIEPATOPY CUCTEMbI MOHUTOPUHTA 3asIBKY (B
3JIEKTPOHHOI (popme) Ha ToTydeHe YCTPOVCTB PErUCTPAIMM IMUCCUM KOJOB MapKMUPOBKY MU
MpeoCTaB/IeHe K HEMY yIaJIeHHOTrOo AoCTyIa He mo3aHee 1 mast 2020 r. 1160 B TeueHMe 7 KaJeHIapHBIX
IHEe COo THS perucTpauyy B CMCTeMe MOHUTOPYHTA IIPY BO3HUKHOBEHUY Y CyObEKTOB 0OpaIleHmst
JIeKapCTBEHHBIX CPeICTB HEOOXOAMMOCTH OCYIIeCTBIEHMS NesiTeIbHOCTH, CBSI3aHHOI ¢ 0OpalieHeM
JIeKapCTBEHHBIX TperapaToB Py HAJIMUYMUM TIpaBa OCYLIECTBIISITh TAKYIO JesTeIbHOCTD;

obecreunBaioT ¢ 1 uwossg 2020 r. HaHeceHne CPeICTB UAeHTUPUKALIMY Ha TTIEPBUYHYIO YTIAKOBKY
JIeKapCTBEHHOTO Ipernapara (B c/yJyae, eciy BTOpMYHas yI1akoBKa He MpeyCMOTpeHa) M Ha BTOPUYHYIO
(MoTpebuTeNbCKYI0) YITAKOBKY JIEKaPCTBEHHOTO ITpernapara;

MMeloT 1paBo ¢ 1 sHBaps 2020 r. HAHOCUTDb CpeCTBa UAeHTUDUKAIMY JIeKapCTBEHHOTO Iperapara Ha
IIepBUYHYIO YIIAaKOBKY JIeKapCTBEHHOI'O IIpernapara (B cjiydae, ecjii BTOpMUHas yIIakKoOBKa He
MpeaycMOTpeHa) ¥ Ha BTOPUYHYIO (MIOTPEOUTENIBCKYI0) YITAKOBKY JIEKAPCTBEHHOTO ITpernapara.

[Tpu 5TOM B CiTy4ae, ecyiv CyObeKThI 00paleHNsI JIeKapCTBEHHBIX CPeICTB HAaHOCAT ¢ 1 stuBapst 2020 T.
cpencTBa UAEHTUOUKALMY JIEKAPCTBEHHOTO ITperapara Ha IePBUYHYIO0 YITaKOBKY JIEKapCTBEHHOTO



npernapara (B cJiyuae, ey BTOpMUHAS YITAKOBKA He MpeIyCMOTpeHa) M Ha BTOPUUHYIO (TTOTPEOUTETbCKYIO)
YIaKOBKY JIEKapCTBEHHOTO Iperapara, TO OHM IIPeCTaBIISIOT CBeIeHMsI 0 HAHEeCEeHUM CPeICTB
MUIEHTU(PUKALINY B CUCTEMY MOHUTOPWHTA.

1(4). CybbexThl 06palieHNsI TIeKapCTBEHHbBIX CPEJICTB, OCYIEeCTBSIONMe MeAUIIMHCKYIO 1esITeTbHOCTb U
BBIBOJI, 13 060pOTA JIEKAPCTBEHHBIX MTPEIapaToB Py OKa3aHUM MeJUIIVHCKOM TTOMOIIMN, & TAKKe CyObheKThI
obpallleHMs TeKapCTBEeHHBIX CPeJCTB, OTIyCKalolye ieKapCTBeHHbIe ITperapaTsl 0eCIijiaTHO UK CO
CKUJKOJ IO pellelTy Ha JiIeKapCTBeHHbIe IperapaThl, HallpaBJIsOT C UCII0/Ib30BaHMEM CUCTEeMbI
MOHUTOPMHIA OTIepaTOPy CUCTeMbl MOHUTOPUHTA 3aIBKY (B 9JIeKTPOHHOI (popme) Ha MoTyuyeHne
permucTpaTopoB BIOBITHS He o3aHee 15 deBpast 2020 r. 1160 B TeueHMe 7 KaJIeHIAPHBIX THEW CO THS
perucTpauuy B CUcTeMe MOHUTOPUHTA IIPY BOSHUKHOBEHUM Y CyOBEeKTOB 00palijeHMs IeKapCTBEHHbIX
CPeJLiCTB HeOOXOIMMOCTH OCYILeCTBIeHUS AesiTeTbHOCTH, CBSI3aHHO ¢ 0OpalljeHeM JieKapCTBeHHBIX
IperiapaTos IIPY HaAIU4YMUM IIpaBa OCYLIECTBJISTh TAKYIO AeATeIbHOCTD.

1(5). YcTaHOBUTH, UTO OTIIEPATOP CHUCTEMbBI MOHMTOPUHTA 00eCIIeuBaeT:

OCHaIlleHye CyObeKTOB 06paleHus IeKapCTBEHHbBIX CPEICTB, TPeaYyCMOTPEHHBIX ITYHKTOM 1(3)
HAaCTOSIIEro MOCTaHOBAEHMS, YCTPOMCTBAMY PETUCTPALMY IMUCCUY KOJOB MapKMUPOBKU MU
MpeoCTaB/IeHMe UM YAAJeHHOTO OCTYIAa K TAKMM YCTPOMCTBAM PErMCTpaIuy SMUCCUN, pa3MeIeHHbIM B
MHGPaACTPYKTYpe oIepaTopa CMCTEMbl MOHUTOPUHTA, Ha YCJIOBUSIX, ITPeYCMOTPEHHbBIX ITooskeHMEM,
YTBEPsKIEeHHBIM HACTOSIIVM ITOCTAHOBJIEHMEM, He TT03Hee 45 KaJleHIapHbIX THEe CO THS MOYyYeHUS OT
CyO'beKTOB 0OpallleHMsI JIeKapCTBEHHBIX CPENICTB 3asIBKM Ha MOMyYyeHMe TakuX YCTPOVICTB WM yAaJeHHOTO
IOCTYTIa K HUM,

OCHaIlleHye Cy6'beKTOB 00paleHMsI IEKAPCTBEHHBIX CPEICTB, OCYIECTB/ISIONMUX MEAUIIMHCKYIO
IesiTeTbHOCTD M BBIBOJI M3 000pOTa JIeKapCTBEHHBIX MpernapaToB MNPy OKa3aHUM MeAUILIVHCKO ITOMOIIH, a
TaKKe CyObeKTOB 0bpaleHusl 1eKapCTBEHHbBIX CPEICTB, OTITYCKAIOIIMX JIeKAapPCTBEHHbIE ITPerapaThl
6ecCIIaTHO WM CO CKUJIKOM 10 PelenTy Ha JIeKapCTBEHHbIe MperapaTsl, PerMcTpaTopamMmiu BbIObITHS Ha
YCIOBUSIX, TIPeAyCMOTPEHHBIX [T0105keHeM, YTBEPXKIEHHBIM HACTOSIIMM MTOCTAHOBJIEHVEM, He TIO3/THee
45 xaymeHAapHBIX JHEN cO OHS MOTYYeHMsI OT CyObeKTOB 0OpaleHNs JeKapCTBEHHbIX CPe/ICTB 3asiBKYM Ha
MOJTy4eHMe TaKuX YCTPOICTB;

OpraHM3anuio TeCTUPOBaHMs MHGOPMAaLMOHHOTO B3aMMOIeCTBMS MHGOPMALIMOHHBIX CUCTEM CYObEKTOB
obpalleHus JIeKapCTBeHHbIX CPeJICTB U CUCTeMbl MOHUTOPUHTA He TTo3aHee 30 KajleHJapHbIX JHe Co THS
TIOJTyYeHUSI OT CyO'beKTOB 00OpaleHNsI IEKAaPCTBEHHBIX CPEICTB 3asIBKY HA IMPOXOKIEHMe TeCTUPOBAHMS
MH(POPMAIMOHHOTO B3aMMOIEICTBUS.

1(6). YCTaHOBUTB, UTO OTI€PATOP CUCTEMbI MOHMTOPMHTA I10 3aIIPOCY CYO'bEKTOB 0OpaIleHust
JIeKapCTBEHHBIX CPeLICTB IIPeSoCTaBsgeT KOAbl MapKUpoBKY ¢ 1 guBaps 2020 r.

1(7). YcTaHOBUTB, UTO TIJIATA 32 OKa3aHMeE OTIEPATOPOM CUCTEMbI MOHUTOPUHTA YCIIYTU T10
MpenoCTaBJIeHNI0 KOLOB MapKMPOBKY B3uMaeTcs ¢ 1 utong 2020 r.".



