NPABUTE/IbCTBO POCCUIMCKON BELEPALIAN

I[TOCTAHOBJIEHUE
ot 7 aBrycra 2019 r. N 1027

O BHECEHMU M3MEHEHUNA
B IIOCTAHOBJIEHUE ITPABUTEJIbCTBA POCCUIICKOM ®EJIEPALIUA
OT 24 AHBAPA 2017 I'. N 62

ITpaBuTenbcTBO Poccuiickoi @enepaniiu MOCTAHOBIISIET:

Jlonmo/sHUTb MocTaHoB/ieHue IIpaBuTenbcTBa Poccuiickoit ®demepanum ot 24
saBaps 2017 r. N 62 "O nipoBeJieHUM 3KCIIepUMEHTAa 110 MapKUPOBKeE
KOHTPOJbHBIMMU (UIEHTU(PUKALIMOHHBIMIM) 3HAKAMM ¥ MOHUTOPUHTY 3a
000pOTOM OT/Ie/IbHBIX BM/IOB JIeKapCTBEHHbIX MTpernapaToB JJIsi
MeOUIIMHCKOro mpuMeHeHus" (CoopaHue 3aKOHOIATeIbCTBA Poccuitckoii
®enepauun, 2017, N 6, cT. 926; 2018, N 3, cT. 551; N 36, CcT. 5643) ITyHKTOM
3(2) cienyroIiero CoyiepskaHms :

"3(2). Perucrpauys B MHGOPMAIMOHHO CUCTEME, B KOTOPOi1 OymeT
OCYILEeCTBJISIThCSI MHPOPMAILIMOHHOE 0becIieueHye IpoBeIe s
3KCIEePUMEHTA, IOPUANYECKNUX JIUL U MHAUBUIYAIbHBIX
MpeapyuHUMaTeieit, KOTopbie SBSIOTCS CyObeKTaMy 00paleHnst
JIeKapCTBEHHbBIX CPECTB B COOTBETCTBUM C ITYHKTOM 2 [To/ioskeHUs O
CUCTEMEe MOHUTOPUHTA IBUXEHUS JIEKapPCTBEHHBIX TIPEapaToB [Jis
MeAUIIMHCKOTO TIPUMEHEHNS, YTBEPKIEHHOTO IMTOCTaHOB/IEHMEM
[TpaBuTenncTBa Poccuiickoit @epepanyum ot 14 gexabpst 2018 r. N 1556 "O6
yTBepkaeHnu [1onoxkeHs 0 cucTeMe MOHUTOPUHTA JBUXKEHUS
JIeKapCTBEHHbIX MpernapaToB /151 MeAULIMHCKOTO MpUMeHeHus" (Jaee -
[TonoxkeHue 0 CUCTEME MOHUTOPUHTA) (32 UCKITIOUEHNEM IOPUANYECKUX JIAILL
M MHAVBUYAJIbHBIX IIpeANIpUHUMATEIE N, IBISIOMMUXCS CYyObeKTaMu
obpalieHus JeKapCTBeHHbIX CPeACTB B COOTBETCTBUM C ITYHKTOM "a”
nocraHoByieHus [IpaBuTenbcTBa Poccuiickoit @emeparuu ot 14 mexabpst
2018 r. N 1557 "O6 0COGEHHOCTSIX BHEIPEHMS CUCTEMbI MOHUTOPUHTA
IBVKEHMS JIEKAPCTBEHHBIX ITPeIapaToB A/ MeAUILIMHCKOTO MPUMMeHeHNns "),
¥ KOTOPbIE MO COCTOSTHMIO Ha 31 mekabps 2019 r. 9BASI0TCS yYaCTHUKAMM
SKCIIEpUMEHTA, IPUPABHUBAETCS K PErUCTPALMU B CUCTEME MOHUTOPUHTA
IBVDKEHMS JIEKapCTBEHHBIX MTpernapaToB AJ1s1 MeAUIMHCKOTO MPUMEHEHUS,
OCYIIECTBIISIEMO B COOTBETCTBUM C [10/10’KeHMEeM O CUCTeMe MOHUTOPMHTA.



B cyuyae ecsin B paMKax 3KCIiepyMMeHTa CBeieHUs], TpefCTaBAeHHbIe
yKa3aHHbIMM CyObeKTaMM 0OpaleHMs TeKapCTBEHHbIX CPEICTB B
MHGOPMAIMOHHYIO CMCTEMY, B KOTOPOii OYIeT OCYIeCTBIISITHCS
MHpOopMaIMOHHOe obecTieueHe TTpoBeleHNsI SKCIIepUMEeHTa, a TakKe
IIOKYMEHTbI, peficTaBiisieMble MK B DeepasibHYI0 CJIY;KOY IO HAA30pY B
cdepe 31paBOOXpaHEHNSsI, He OTBEUAIOT TPEOOBAHMSIM K CBEIEHUSIM U
IOKyMEHTaM, YCTaHOBJIEeHHbIM [10/I0’kKeHMeM o cucTeMe MOHUTOPUHTA,
Takue CyObeKThI 00palle s IEKApCTBEHHBIX CPEICTB HAUMHas ¢ 1 sHBaps
2020 r. BHOCIT HefoCTaroIye 1 (Man) akTyaJbHble CBeIEHUSI B CUCTEMY
MOHMUTOPUHTA ABVKeHUS TIeKapCTBEHHbIX MTpernapaToB 4151 MeAUIIMHCKOTO
NpuMeHeHMts, a HelocTatolye U (MIn) akTyajJbHble JOKYMEHTbI
npeacTaBisioT B PemepasbHYIO CIYKOY 10 HaA30py B chepe
3JpaBOOXpaHEeHMsI. " .
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