NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

[TOCTAHOBJIEHME
ot 7 aBrycra 2019 . N 1027

O BHECEHVUM NU3MEHEHUA
B ITOCTAHOBJIEHUE IMTPABUTEJIbCTBA POCCUNICKOM ®EIEPALINN
OT 24 SIHBAPS 2017 T. N 62

[TpaBuTenbcTBO Poccuiickoit demepaliy MOCTAaHOBIISET:

HomomHuTk nmoctaHosneHue IpaButenbctBa Poccuiickoin @epepanyu ot 24 suBaps 2017 1. N 62 "O
MPOBEeIeHUM IKCIIEPUMEHTA 10 MapKMPOBKE KOHTPOJIbHBIMU (UAEHTU(PUKALMOHHBIMM) 3HAKAMMU U
MOHUTOPMHTY 332 000POTOM OTIEeJIbHBIX BMUIOB JIEKAPCTBEHHBIX IIPerapaToB AJIsI MeIUIIMHCKOTO
npumenenus" (Cobpanue 3akoHomaTeabcTBa Poccuiickoit @emeparinm, 2017, N 6, cT. 926; 2018, N 3, cT.
551; N 36, cT. 5643) nyHKTOM 3(2) C/IeaYIOIIEro ComepsKaHms:

"3(2). Perucrpanust B uHGOPMaLMOHHO CUCTEMeE, B KOTOPOI OYAEeT OCYIIeCTBISThCS MHPOpMaIMOHHOe
obecrieueHue MPOBeAEHMS IKCIIEPUMEHTA, OPUANIECKUX JIUI] M MHAVBUIYyaTbHbBIX IIpeIpUHMMAaTEIEN,
KOTOpbIe SIBJISIOTCSI CYyObeKTaMy obpalieHus JieKapCTBeHHBIX CPeJICTB B COOTBETCTBUM C ITYHKTOM 2
[Tosio’keHMs O CUCTeMe MOHUTOPUHTA ABVKEHMS TIEKapCTBEHHbIX MPerapaToB IJIs1 MeOUIIMHCKOTO
MIpUMEeHEeHMS, YTBePKIeHHOT0 IocTaHoBIeHMeM IIpaBuTenbcTBa Poccnitckoit @emeparinm ot 14 nexkabps
2018 1. N 1556 "O6 yTBepskmenuny I10/105keHUSI O CUCTEeMe MOHUTOPUHTA IBUKEHMST JIeKapCTBEHHBIX
rperapaToB AJIs1 MeOULIMHCKOTO IpuMeHeHus" (masiee - [TojlokeHMe O CUCTeMe MOHUTOPUHTA) (3a
MCKITIOUEeHMEM I0PUANYECKUX JINIL U MHAVBUAYAJIbHBIX TPeATIpUHMUMATEIEN, SBISIOMNUXCS CYObeKTaMu
obpaleHus JeKapCTBEHHbIX CPEICTB B COOTBETCTBUM C ITYHKTOM "a" ITOCTaHOBIeHMs [IpaBuUTeIbCTBA
Poccuiickoit ®epepaunu ot 14 mekabpst 2018 r. N 1557 "O6 0cO6eHHOCTSIX BHEIPEHMST CHCTEMBI
MOHUTOPUHTA IBVKEHMS JIEKAPCTBEHHBIX IIpernapaToB A1 MeIULIMHCKOr0O IpUMeHeHMs "), U KOTOpPbIe I10
cocTostHMIO Ha 31 mekaobpst 2019 r. IBASIOTCS yIaCTHUMKAMM SKCIIEpUMEHTA, IPMPaBHUBAETCS K
perucTpauum B CMCTeEMe MOHUTOPUHTA ABVKEHMS JIeKapCTBEHHBIX MTpenapaToB A1 MeAUIMHCKOTO
IMPpMMEHEeHMNs, OCYIIeCTBIISIEMON B COOTBETCTBUM C [10/105)KeHreM O CUCTeMe MOHUTOPUHTA.

B ciyyae ecnu B pamMKax 3KCIepMMeHTa CBeIeHMsI, pe/ICTaB/lIeHHbIe YKa3aHHBIMU CyObeKTamMu oOpalieHus
JIeKapCTBEHHBIX CPeACTB B MHMOOPMAIIMOHHYIO CUCTEMY, B KOTOPOJi 6yIeT OCYIeCTBIISTHCS
MHboOpMaIMOHHOe obecTieueH1e MpoBeleHNs IKCIIePUMMeHTa, a Takke JOKYMeHTbI, ITpeficTaB/isieMble UMMU
B ®esiepasibHYIO CYKOY 110 HaZ30pY B cdepe 3paBoOXpaHeHMs], He OTBeUaloT Tpe6GoBaHMSIM K CBeJ eHUSIM
" IOKyMeHTaM, YCTaHOBJIeHHbIM [lo/i0keHMeM O cucTeMe MOHUTOPUHTA, Takue CyObeKThbl 00palleHus
JIeKapCTBeHHBIX CpelcTB HaunHag ¢ 1 gsuBaps 2020 r. BHOCAT HeJoCTawole U (MIK) akTyaJbHble CBeJeHUS
B CMCTeMY MOHUTOPUHIA IBV>KEHMS JIeKapCTBEHHBIX IIpernapaToB AJ1s1 MeJULIMHCKOIr0 IpMMeHeH s, a
HeJoCTaloIIMe U (WIK) aKTyaJIbHble JOKYMEHTBI IpeCTaBisaioT B DefepanbHyio Cyk0y M0 Hai30py B
cepe 3npaBooXpaHeHMs." .
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