O BHeceHUUN n3meHeHUn B PegepasbHblil 3aKoH "O6 0CHOBaX roCyAapCTBEHHOr0 PeryaMpoBaHNs TOProBoi
neatenbHocTn B Poccunckon Genepauun” n ctatbn 4-4 n 4-5 GepgepanbHoOro 3akoHa "O NpUMEHEHUN KOHTPOJIbHO-
KaCCOBOW TEXHWKW NpU OCYyLLeCTBAEHWNIN pacyeToB B Poccuinckon ®enepaummn’

Cratba 2

BHecTn B ®efiepasbHblil 3aKOH 0T 22 Mas 2003 roga Ne 54-03 "O npvMeHeHUn KOHTPOJIbHO-KaCcCOBOW
TEXHUKW NpU OCyLLIECTBNEHNN pacyeToB B Poccuickon ®epepaumnmn” (CobpaHue 3akoHogaTeNbCTBA
Poccumnckon ®egepaumm, 2003, Ne 21, cT. 1957; 2016, Ne 27, cT. 4223; 2018, Ne 28, cT. 4156) cnenytowime
N3MEHEHUS:

1) cTaTbto 4 4 ONOJIHUTL NYHKTOM 14 Cnefytowero cogep)XxaHus:

"14. OencTeme HacToswero dPegepanbHOro 3aKkoHa He pacnpocTpaHaeTcs Ha 06paboTKy onepaTopom
rocyapCTBEHHON NH(OPMALIMOHHON CMCTEMbI MOHUTOPUHIA 3@ 060POTOM TOBAPOB, MOAJIEXALLNX
06s3aTeNbHON MapKMPOBKE CpeacTBaMU MAEHTUGMKaLMK, 1 heaepanbHON rocyLapCTBEHHON
NHMOPMALMOHHON CUCTEMbI MOHUTOPUHIA ABVXEHWA SIeKapCTBEHHbIX MpenapaTos 419 MeAULUHCKOro
NPUMEHEHUS OT MPON3BOAMTENS A0 KOHEYHOr0 NoTpebuTens C NCnoib30BaHNEM B OTHOLLIEHNN
JIeKapCTBEHHbIX NPenapaToB Aad MeaUUNHCKOr0 NPUMEHEHNS CPeACTB MaeHTUdmKaumm (ganee -
NH(MOPMALNOHHBIE CUCTEMbI MOHUTOPUHIA) MHGOPMaLMK, NepesaHHON eMy onepaTopoM PUCKaNbHbIX
LlaHHbIX OT MEHU U1 MO MOPYYEHMIO N0JIb30BaTesA B COOTBETCTBUN C YCNOBUAMMW LOrOBOPA, 3aK/II04EHHOI0
MeXIy 0nepaTopoM PUCKaNbHBLIX AaHHbLIX 1 Nonb30BaTeneM. ObpaboTka Takon MHGOPMaL UM ONepaTopoM
NH(MOPMALMOHHBIX CUCTEM MOHUTOPUHIA OCYLLLECTBASETCA B COOTBETCTBUN C DefilepalibHbIM 3aKOHOM OT 28
nekabpsi 2009 roga Ne 381-®3 "06 ocHOBax rocynapCTBEHHOr0 PeryiMpoBaHns TOProBon AeaTeNbHOCTYU B
Poccuinckon ®epepaumnn”, deaepasibHblM 3akoHOM OT 12 anpens 2010 roga Ne 61-®3 "06 obpalieHunn
JleKapCTBeHHbIX cpecTs”. OnepaTop MHMOPMALMOHHBLIX CUCTEM MOHUTOPUHIa HE SBISIETCA OMepaTopoMm
(prcKanbHbIX aHHbIX.";

2) B NyHKTe 2 cTaTbn 4 5 :

a) B ab3aLle NATOM C/loBa "HaNOroBble OPraHbl He NPU3HAEeTCs" 3aMeHNTbL C/IOBAaMU "HaIOroBble OpraHbl 1
npefocTassieHne NHPOpMaLUM 0nepaTopoM (PUCKasIbHbIX AaHHbIX 4J1A BKJIKOYEHUS ee B MH(POPMaLMOHHbIe
CUCTeMbl MOHUTOPUHIA He Npu3HaTCa";

6) nononHNTL ab3aLem CneayloLWero CoaepXXaHus:

“Npun HaM4YMyM LOroBopa C NnoJsib30BaTesIeM OCYLLECTBAATb OT UMEHU 1 MO NOPYYEHUIO Mob30BaTes
nepenadvy B peXxume peasibHOro BpeMeHn MHopMaLmum, NoJly4eHHon OT NoJsib30BaTeNs, onepaTopy
MH(OPMALIMOHHBIX CUCTEM MOHUTOPUHIA, @ TakXe nepefadvy nosb30BaTeNo UHGOPMaLUK, NOy4YeHHON OT
onepaTopa MHMPOPMALMOHHBLIX CUCTEM MOHUTOPWHIA, B COOTBETCTBUMN C HOPMATUBHbLIMW MPaBOBbIMY aKTaMu
Poccunckon ®egepaumm.”.

CkavaHo Ha canTe «3akoHbl PO» — https://actrf.ru Crp.1m31



