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oT 31 mexabps 2019 . N 1954

N3MEHEHNW{,
KOTOPBIE BHOCATCA B IOCTAHOBJIEHUE
MMPABUTEJIbCTBA POCCUNCKON
®ENEPAIIVN OT 14 IEKABPA 2018 T. N 1556

1. B mpeam6yrie cioBa "B cOOTBETCTBUM C YACTSIMMU 5 -
7 ctaTtbu 67 MemepaabHOTO 3aKOoHA "O6 0OpaleHUn
JIEKApPCTBEHHBIX CPENICTB" UCKIIOUNTD.

2. Jononuuts nyHkTamu 1(1) - 1(7) cnemyroniero
coepKaHus:

"1(1). YCTaHOBUTbD, UTO IOpUAMYECKME TUITA U
UHAVBUAYAIbHbBIE TIPeATIPUHMUMATENN, SBJSIOUeCs
CcyobeKkTaMy obpalieHust JieKapCTBeHHBIX CPEJICTB B
cooTBeTcTBUM C [lonoxkeHMEeM, YTBEPKI,EHHBIM
HACTOSII VM ITOCTaHOBJIEHUEM (J1a/iee - CyObeKThI
obparlieHus TeKapCTBEeHHbIX CPEJICTB):

OCYIIECTBJISIIOT CBOIO PETUCTPAIIMIO B CHCTEME
MOHUTOPUHTA JBUKEHUS JIEKAPCTBEHHbBIX
MpernaparoB [ MeIULMHCKOTO MpUMeHeHus (Ianee
- cucrema moHuTopuHra) ¢ 1 gsuBaps 2020 r. go 29
depasnst 2020 r. (BKIIOUMTEIHHO) OO TT0Cce 29
despasns 2020 r. B TeueHMe 7 KajeHAAPHbBIX JHEN CO
ITHSI BO3HUMKHOBEHMS Y CyOBEKTOB 06paIieHust
JleKapCTBEHHBIX CPeACTB HEOOXOAMMOCT






OCYIIeCTBIEHUS AesSTeTbHOCTU, CBSI3aHHO C
obpalleHneM JIeKapCTBEHHBIX ITPeIrapaToB Mpu

Ha/IM4YuM IIpaBa OCYIIECTBJIATD TaKYIO HeATeJIbHOCTb,

He 1o3aHee 21 KajieHIapHOTOo JHS CO THS
pPerucTpauyum B CUCTEMEe MOHUTOPYHIA
obecreunBaiOT TOTOBHOCTD CBOMX MH(GOPMALIMOHHBIX
cucTeM K MHPOPMaIMOHHOMY B3aMOJeCTBUIO C
CUCTEeMOJ MOHUTOPUHTA ¥ HAIIPABJISIIOT OIlepaTopy
CUCTeMbI MOHMTOPMHTA 3asIBKY Ha ITPOXOXKIEHME
TeCTUPOBAHMS MHGOPMAIMOHHOTO B3aMMO/IeCTBUS
C yKasaHueM IIpou3BoaMTeNelt TpOrpaMMHO-
arnmnapaTHbIX CPeICTB MH(POPMALIMOHHBIX CUCTEM;

MIPOXOJISIT TECTUPOBaHME MHDOPMAIIMOHHOTO
B3aMMO/IeICTBMUS CBOMX MH(POPMALMOHHBIX CUCTEM U
CUCTEMbI MOHUTOPUHTA B COOTBETCTBUM C IOPSIAKOM,
pa3MenieHHbIM Ha OUIIMATbHOM CaiiTe orepaTropa
CUCTEMBI MOHMTOPUHTA B MH(GOPMAIMOHHO-
TeJIeKOMMYHUKAIIMOHHOM ceTu "VIHTepHeT", B
OTHOIIIEHUY MapKUPOBKY JIeKAPCTBEHHBIX
MperaparoB, BBOJIa B 000POT JIeKapCTBEHHbBIX
Mpernaparos, X 060poTa U BbIBOJA 13 000POTA B
cooTBeTCTBUM C [TookKeHMEM, YTBEPSKIEHHBIM
HaCTOSIIIVIM [TOCTAaHOBJIEHMEM, B TeUeHue 2
KaJIeHJITapPHbIX MeCSIIeB CO AHSI TOTOBHOCTY CBOUX
MHGOPMAIMOHHBIX CUCTEM K MHPOPMaLMOHHOMY
B3aMMOJIEICTBUIO C CUCTEMOII MOHUTOPUHTA;






BHOCAT HaumHad ¢ 1 urong 2020 r. B cuctemy
MOHUTOPUHTA CBeIeHUsI 0060 BCeX orepalusx,

MIPOU3BOAVIMBIX C JIEKAPCTBEHHBIMY ITperapaTamu B
COOTBETCTBUM C [10/105KeHMEeM, YTBePXKAeHHbIM
HaCTOSIIIMM MTOCTAaHOBJIEHUEM.

1(2). Perucrpauus B uHGOpMaIMOHHOI cuUcTeMe, B
KOTOPO¥ OCYIeCTBISITIOCh MHMOpMAaIlMOHHOE
obecrieueHue MpPoOBeAeHNs IKCIIEPUMEHTA B
COOTBETCTBUM C IOCTaHOBIeHVeM [IpaBuTenscTBa
Poccuiickoit @enepatiyiy ot 24 ssaBaps 2017 r. N 62
"O mpoBegeHUM SKCIIEPUMEHTA M0 MapKMUPOBKeE
KOHTPOJIbHBIMMU (MAEHTUPUKAIMOHHBIMM) 3HAKAMU U
MOHUTOPUHTY 32 000POTOM OT/IeJIbHBIX BUIOB
JIeKapCTBEHHBIX IIperapaToB A5l MegULIMHCKOTO
TpUMeHeHUs", PUAUYECKUX JTUTL U PU3UUeCKUX
JIALL, 3aPerMCTPUPOBAHHBIX B KaUeCTBe
MHIOVBUIYAJbHBIX MIpeAIpUHMUMATE/eN, KOTOpbIe 0
coctosiHUIO HA 1 suBaps 2020 r. SBASOTCA
cyobeKkTaMu ob6paleHust JeKapCTBeHHBIX CPeJICTB,
MIPUPABHMUBAETCS K PETUCTPALIUM B CUCTEME
MOHMUTOPUHTA.

B ciyyae eciiv B paMKax 9KCIIEPUMEHTA CBeIEHNUS,
MpeAcTaBIeHHbIe CyObeKTaMM 00paleHnst
JIeKapCTBEHHBIX CPEACTB B MHGPOPMAIMOHHYIO
CUCTEMY, B KOTOPOJ OCYIIECTBIISIIOCh
MHMOpMaIMOHHOEe 0becIieueHue IIpoBeaeHNs






9KCIIepUMEHTA, a TAK)Ke JOKYMEeHTBI,
npeAcTaBieHHbIe UMK B DefepaabHYI0 CITYKOY 10
HaJ30py B chepe 30paBOOXpaHeHMsI, He OTBEUAIOT
TpeO6OBaHMSM K CBEJIEHUSIM U JOKyMeHTaM,
IpesycMOTpeHHbIM [lo0keHmeM, yTBe pXXIeHHbIM
HAaCTOSIIIVMM ITOCTAHOBJIEHMEM, TaKie CYObeKThI
obparlieHus JTeKapCTBEHHbIX CPeJCTB HaunHasl ¢ 1
suBaps 2020 r. BHOCAT HeJoCTaIe U (UIn)
aKTya/JbHble CBeJleHMs B CUCTeMY MOHUTOPUHTA, a
HeoCTaIlye U (M) aKTyaJlbHble JOKYMEHTDI
npeAcTasisiioT B DeepasbHYIO CIYXKOY 10 HAJ30pY B
cdepe 3apaBooxpaHenus mo 1 muiomnst 2020 r.
(BRIIIOUUTENBHO).

1(3). CyobeKThl 0OpaleHust JIeKapCTBEHHBIX CPEJICTB,
SIBJISIIOLIMECS] IPOU3BOAUTESIMMU JIEKAPCTBEHHBIX
CpelCcTB, B OTHOLIEHUM KOTOPBIX UMM
OCYILECTBJISIIOTCSI TEXHOJIOTUYECKMe OIepanum,
COOTBETCTBYIOIIIME TPOV3BOICTBEHHBIM CTAAMSIM
(acoBku (YI1akoBKM) JIeKaPCTBEHHBIX ITpernapaTosB (B
cy4yae IIpOu3BOACTBA JIeKapCTBEHHOTO IIpernaparTa Ha
TeppuTopuu Poccuiickoit @emepannn), Uin
IepxkaTensiMmu (BaagenbllaMy) perucTpaliOHHbIX
YIOCTOBEPEHMI! JIEKAPCTBEHHBIX ITPeIapaToB 6o
MpeaCcTaBUTeIbCTBAMM MHOCTPAHHBIX OpraHm3almii
Ha Tepputopum Poccuiickoit ®enepaumin,
SIBJISIIOIIMXCS lepsKaTenssMu (BiaageblaMu)
pPerucTpalMOHHBIX YAOCTOBEPEHMIT JIeKapCTBEHHBIX






rpernaparos (IIpy MPOU3BOACTBE JIEKapPCTBEHHOTO
rnpernapara BHe Tepputopuu Poccuiickorit

®denepanyn), 10 BBOMA JTeKApCTBEHHBIX MperapaToB
B 000pOT:

BHOCSIT B CCTEMY MOHUTOPVHTA CBEIEHMS O
JIeKapCTBEHHBIX ITperapaTax B COOTBETCTBUM C
[TonoskeHMEM, yTBEPKAEHHBIM HaCTOSIIUM
MOCTaHOBJIEHMEM, He TTo3aHee 30 KaJieHAApHbIX JHe
CO IHSI CBOe perucTpaium B CUCTEME MOHUTOPUHTA;

HAIPaBJISIIOT C UCIO0Ib30BAHMEM CUCTEMBI
MOHUTOPUHIA OIlepaTOpPy CUCTEMbI MOHUTOPMHTIA
3as1BKY (B 3/7IeKTPOHHOI hopMe) Ha MonyyeHne
YCTPOMCTB PErucTpanum SMUCCUM KOLOB
MapKMPOBKU UJIN MIPeSOCTaBIeHNEe K HEMY
yaaJieHHOro goctyra He rnmo3gHee 1 mas 2020 r. 160
B TeueHMe 7 KaJleHOAPHbBIX JHe CO IHS perucTpaumn
B CCTE€Me MOHUTOPUHIA NPY BO3HUKHOBEHUU Y
CyOBEKTOB OOpaleHusl JIEKapCTBEHHBIX CPeICTB
HEeOOXOAMMOCTY OCYIIeCTBIEHMUS NesITeIbHOCTH,
CBSI3aHHO1 ¢ 0OpalleHreM JJeKapCTBeHHbIX
MpernapaToB P HAJIMYMK [TPaBa OCYILECTBIISITh
TaKyI0 JesTeTbHOCTD;

obecreunBaloT ¢ 1 utonsg 2020 r. HAaHeCeHMe CPeICTB
UIeHTUUKALMY HA TIEPBUYHYIO YIIAKOBKY
JIeKapCTBEHHOTO Ipernapara (B cayJae, eciu






BTOpPUYHAs YIIakOBKa He MpesycMOTpeHa) U Ha
BTOPUYHYIO (TOTPEOUTETHCKYIO) YITAKOBKY

JIeKapCTBEHHOTO Tpernapara;

uMeloT npaso ¢ 1 saBaps 2020 r. HAHOCUTb CpeICTBa
UaeHTUUKALIMY JIeKapCTBEHHOTO MpernaparTa Ha
MEePBUYHYIO YIIAKOBKY JIEKaPCTBEHHOTO Mpenapara (B
cyJae, eC/i BTOpMUYHAasl yIlakoBKa He
MpeaycCMOTpeHa) U Ha BTOPUYHYIO
(MOTpebUTENHCKYI0) YITAKOBKY JIEKAPCTBEHHOTO
npermnapara.

[Tpu 3TOM B CiTydae, eciy CyObeKTbl 00palleHusI
JIEKapCTBEHHBIX CpecTB HAaHOCAT ¢ 1 sHBaps 2020 r.
cpeAcTBa UaeHTUMKALMM JIeKapCTBEHHOTO
rpernapara Ha epBUYHYIO YIIAaKOBKY JIEKaPCTBEHHOTO
npemnapara (B cjiyuae, ecjiv BTOpUYHAas yI1akKOBKa He
npenyCcMOTpPeHa) M Ha BTOPUYHYIO
(MOTpPe6bUTENBCKYI0) YITAKOBKY JIEKAPCTBEHHOTO
rpernapara, TO OHU NPeLCTaBJISIOT CBeSeHUs O
HaHEeCeHUM CPeACTB UAeHTUPUKALIMYU B CUCTEMY
MOHUTOPUHTA.

1(4). CyOobeKTbI 06paleHust JIeKapCTBEHHBIX CPEJICTB,
OCYILECTBIISIONME MeAULIMHCKYIO 1eSITeIbHOCTD U
BBIBO/JI 13 060POTa JIEKaPCTBEHHbIX ITPerapaToB Ipu
OKa3aHMM MeIUIIMHCKO ITOMOIIM, a TAKKe CYOhEKThI
obpalieHus JeKapCTBeHHbIX CPeACTB, OTITyCKAIoIe






JIeKapCTBEHHbIE MTperapaThl 0ecIIaTHO MU CO
CKUJIKOM TI0 pelenTy Ha JIeKapCTBEHHbIE Tperaparhl,
HAaIIPaBJISIIOT C UCMO/Ib30BaHMEM CUCTEMbI
MOHMUTOPMHTA OTlepaTOpPy CUCTEMbI MOHUTOPUHTA
3as1BKY (B 3JIEKTPOHHOI dhopMe) Ha MoTydeHne
perucTpaTopoB BIOBITHS He mo3aHee 15 dheBpans
2020 r. 1160 B TeueHue 7 KajeHIAPHBIX THEN CO THS
perucTpaiumn B CucTeMe MOHUTOPUHTA IIPU
BO3HMKHOBEHUM Y CYObEKTOB 0OpaleHusI
JIEKapCTBEHHBIX CPEICTB HEOOXOAMMOCTI
OCYILeCTBIEHUS OesITeIbHOCTH, CBSI3aHHOV C
obpallleHMeM JIeKapCTBEHHbBIX ITPerapaToB Ipu
HaJMYMU TIpaBa OCYIIeCTBJISITh TaKyI0 1eSITeTbHOCTb.

1(5). YcTaHOBUTbD, UTO OTI€PaTOP CUCTEMBI
MOHUTOpPMHTA 0OecrieuBaer:

OCHallleHye Cy6'beKTOB 06paleHusl 1eKapCTBEHHbBIX
CpelCTB, IpefyCMOTPEHHBIX ITYHKTOM 1(3)
HAaCTOSIIero OCTAaHOBIeHMSI, YCTPOVCTBAMM
perucTpauyuym SMUCCUM KOJOB MapKUPOBKY WK
MpefocTaBieHe UM YIAJeHHOTO TOCTyIa K TaKUM
YCTPOMCTBAM PEruCTpaIMy SMUCCUM, Pa3MeleHHbIM
B MH(PpACTPyKType oriepaTopa CUCTEMBI
MOHUTOPMHTA, Ha YCIOBUSIX, ITPEyCMOTPEHHBIX
[TonoskeHMEM, YTBEPKAEHHBIM HACTOSII VM
MOCTaHOBJIEHMEM, He TI03IHee 45 KajleHJapHbIX THeii
CO JTHSI TIOJTyYEeHMSI OT CyO'bEeKTOB 00paIeHms






JIEKaPpCTBEHHBIX CPEACTB 3asBKN Ha ITIOJIYU€HIME TaKUX
YCTpOffICTB WJIIN YOAJIEHHOI'O JOCTYIId K HUM;

OCHallleHye Cy6'beKTOB 0OpaleHMsl 1eKapCTBEHHbIX
CPeACTB, OCYIECTBISIOUMX MeJUIMHCKYIO
IesTeIbHOCTb ¥ BBIBOJL M3 000pPOTA JIEKAPCTBEHHBIX
rpernapaTroB IpY OKa3aHUM MeIUIMHCKOI TOMOIIH, a
TaKKe CyObeKTOB 0OpaleHMsI 1eKapCTBEeHHbIX
CPeACTB, OTIYCKAIOUIMX IeKapCTBEHHbIE MpernapaThl
6ecIyIaTHO WIN CO CKUJIKOM 110 pelenTy Ha
JleKapCTBeHHbIe TpernapaThl, peTMCcTpaTopamMu
BBIOBITHMS HA YCIOBUSIX, TPEAYCMOTPEHHbIX
[TonoskeHMeM, yTBEPKA,EHHBIM HaCTOSILVM
IMOCTAHOBJIEHMEM, He TT03IHee 45 KajeHaapHbIX JHeli
CO JTHSI TIOJTyYEHMSI OT CyObeKTOB 0OpaleHMSsT
JIleKapCTBEHHBIX CPEe/ICTB 3asBKU Ha MOJIyueHMe TaKUX
YCTPOJVACTB;

OpraHM3aLMIO TeCTUPOBAHMS MHPOPMAIMOHHOTO
B3aMMO/IeiCTBMSI MH(POPMAILMOHHBIX CUCTEM
CyObeKTOB 0OpalleHNsI JIEKAPCTBEHHBIX CPEICTB U
CUCTeMbI MOHUTOPMHTA He To3AHee 30 KaJeHJapHbIX
IHe CO THS TTOTYyYeHUsI OT CYyObeKTOB 06palleHus
JIeKapPCTBEHHBIX CPECTB 3asBKY Ha IIPOXOXKIEeHMe
TeCTUPOBAHMS MHGOPMAIMOHHOTO B3aMOEeIiCTBHS.

1(6). YCTaHOBUTD, YTO OIIEPaTOP CUCTEMBI
MOHMUTOPMHTA 10 3aMPOCy CYObeKTOB 0OpalleHust






JIEKapCTBEHHBIX CPeJICTB IIPeIOCTaBIISIET KOIbI
mapkupoBKu ¢ 1 saBaps 2020 r.

1(7). YcTaHOBUTB, YTO IJIATa 32 OKa3aHUe
OIepaTopoM CUCTEMbI MOHUTOPUHTA YCIIYTU 110
MpeaoCTaBJIeHMI0 KOJIOB MapKUPOBKY B3UMaeTCs C 1
mionis 2020 r.".






