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N3MEHEHMUA,

KOTOpPbIe BHOCATCH B HEKOTOPbIE aKThI
IIpaBureabcTBa Poccuniickon @enepauuu

1. B Tlonoxenun o QenepaabHON TOCYIapCTBEHHON HH(POPMAIIMOHHON
CUCTEME MOHUTOPWHTA CEBEPHOTO 3aB03a, YTBEP)KJIECHHOM ITOCTAHOBJICHHEM
[IpaButensctBa Poccuiickoit @Penepanuu ot 19 mapra 2024 r. Ne 331
"O6 yrtBepxkaenun I[lomoxenuss o  denepanbHON  TOCYIapCTBEHHOU
WH()OPMAIMOHHOW CHUCTEME MOHHUTOpPHHTa ceBepHoro 3aBo3a" (CoOpanue
3aKkoHoj1atenbcTBa Poccuiickoit @enepanuu, 2024, Ne 13, ct. 1802):

a) MYHKTHI 6 U 7 U3JI0XKUTH B CIEAYIONIEH pelaKIuu:

"6. @enepasibHas CUCTEMA BKIIFOYAET CJIEAYIOIINE OJICUCTEMBI:

a) mojgcucremMa "oOmiemoctynmHas HWHQOpMamMs O CEBEPHOM 3aBO3€
(mopran)";

0) moacuctema "agMUHUCTPUpPOBaHUE";

B) mojicucTeMa "nH(popMarmoHHas 6€30MmacHoCTh";

) nojcucrema "uHrerpamnuu';

1) TojicucTeMa " TMYHBIA KaOuHeT".

7. Ilogcuctemsl, ykazaHHble B mOyHKTe 6 Hactosimero Ilosoxenus,
BBITIOJIHAIOT CIIEYIOITNE (QYHKITUU:

a) mojgcucremMa "oOmiemoctynmHas HWHQOpMamMs O CEBEPHOM 3aBO3€
(moptan)" obecrieurBaeT BO3MOKHOCTh OTKPBITOTO JOCTyNa K HH(POPMAIUH
O HOPMATHBHBIX TIPABOBBIX AaKTaxX, PETYJIUPYIOIMUX OTHOIICHUS B cdepe
CEBEPHOTO 3aB03a, U MHOU O0Ie0CTYTHOW HH(POPMAILIUKA O CEBEPHOM 3aBO3E;

0) moacucrema "aAMUHHCTpHUpOBaHHME" oOecrneunBaeT BO3MOXKHOCTD
VOPaBJICHUS HACTPOWKAMH TMAapaMeTpPOB, YIPABISAIOMUX pabOTOM MPOYMX
nojacucteM  (enepanbHOM  CHUCTEMbI, MOHUTOPUHT  pPabOTOCIOCOOHOCTH
IOJICUCTEM u MOJIyJIer benepanbHOI CHUCTEMBI, YBEJIOMIICHUE
aIMUHUCTPATOPOB O BAXHBIX COOBITUSAX B  (emepanbHOM  CUCTEME,



[EHTPAIU30BaHHBIM cOOp W aHanmu3 uHbopMmamuu o pabote deaepaabHON
CUCTEMBI;

B) mojcucteMa "uHGOpMaIlMOHHAsT 0€30MaCHOCTh" 00eCTIeUNBAET 3aITUTY
uH(pOpMaIMu B COOTBETCTBUU C 3aKoHoAaTelbcTBOM Poccuiickoit deneparuu
00 uHpopmaiuu, HHOOPMAITMOHHBIX TEXHOJOTHUAX W O 3aluTe WHGOpMAaIUH,
3aKoHOJATeNbCTBOM Poccuiickoit @Peaepanuu B 00JacCTH  MEPCOHAIBHBIX
JTaHHBIX, cOOp, 3alMUCh M XpaHEHHEe MHPOPMAIMH O COOBITHUSAX O0€30MaCHOCTH
C BO3MOXHOCTBIO MOHHUTOpPUHTra (IIPOCMOTpa, aHaiu3a) pe3yJbTaTOB
perucTpanuu COOBITHI 0€30MacCHOCTH, peau3alfi0 HEOOXOIUMBIX METOJ/IOB,
TUTIOB M MPABWI pa3rpaHUUuEHUs JOCTyIa K HH(DOpPMAIUK, a TaKKe pa3lielieHue
MOJTHOMOYMM  (poJied) TMOodb30BaTeNeil, BKIKOYas OrpaHUYEHUE MpaB
MOJIb30BATEJNEH 10 BBOY MH(POpMaIlUU B peiepaibHyI0 CUCTEMY;

I) MOJICUCTEMA "uHTerpanun” oOecreunBaeT BO3MOYKHOCTh
LEHTPAJIU30BaHHOTO u YHUDUIIUPOBAHHOTO B3aUMOJICUCTBUSA
B aBTOMATU3UPOBAHHOM peXuUME ¢ HWH(DOPMAIMOHHBIMA  CHCTEMaMH,
yYKa3aHHbIMM B MyHKTe 22 Hactosmiero [lomoxkeHus, HCHOIb3yEMbIMU
cyOBekTamMu, pasMemarmuMu uHopmaiuioo B (denepalbHOW CcUcTeMe, |
MOJI30BATEISIMU, OOMEHa JaHHBIMH C HCIOJIB30BAHHEM PACIPOCTPAHCHHBIX
MIPOTOKOJIOB ¥ (pOpMaTOB 0OMEHa, OTCISKHBAHUE X0/1a PabOT mpoleyp ooMeHa
JAHHBIMU, a TaKXKe BEJICHHE METAaJaHHbIX, Ha OCHOBE KOTOPBIX MOYKHO
OTCIIEIUTh CyOBEKTOB, pa3MeNIaronInX HHpopMaluio B QenepaibHOl cucteme,
3aJIeliCTBOBAHHBIX B X0J1¢ HH(OPMAIITMOHHOTO 0OMEHa;

1) mojacucTeMa '"NMHYHBIM KaOuHET" oO0benuHsIeT (YHKIIMOHAILHBIS
MOJIYJH, OOECIEeYUBAIOIINE BO3MOXXHOCTh (POPMUPOBAHUS IJIaHA CEBEPHOTO
3aB03a, MOHUTOPUHTA UCTIOJHEHHS IJIaHA CEBEPHOTO 3aB03a U CBOEBPEMEHHOTO
BBISIBJICHHS PUCKOB BO3HHUKHOBEHHS COOEB B IOCTaBKax TI'PY30B CEBEPHOTO
3aB03a, UACHTU(UKAIIMY U MOHUTOPUHTA JBUKEHUS TPY30B CEBEPHOTO 3aB03a,
ydeTa Mep MPeI0CTABICHHOW rOCYyIapCTBEHHON U MYHUIMIIAIBHOW MOIANEPKKA
CEBEpPHOr0 3aB03a, (OPMUPOBAHUS OTUYETHOCTH IO 3aJaHHBIM TOKa3aTeNIsIM
U XapaKTepHUCTUKaM, B TOM 4YHCIIe B paMKax (enepaibHOro CTaTUCTHYECKOTO
HaOJIIOZICHNS, HACTPONKH MapaMeTpOB pacuera U OToOpakeHHs WHGOpMaIuH,
UCITIOJIb3yeMOM U MoTy4aeMoi mpu GOpMUPOBAHUH OTYETHOCTH.";

0) myHKT 9 JOTIOJTHUTD nognyHkramu "xk" - "k
COJICpKAHMUS:

") CBEIeHUs O  IOPUAMYECKUX  JIMIAX W HWHAUBUAYaIbHBIX
MpEANPUHUMATEIISX - YYACTHUKAX CEBEPHOTO 3aB034;

3) CBENleHUA, TMpeayCcMOTpeHHble myHKToM 11  mpumokenumst Ne 1
K [TonoxeHnto o cucteMe MOHUTOPUHTA ABUKEHHUS JIEKAPCTBEHHBIX MpenapaToB
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CICOYIOIICTO



UL MEAUUMHCKOTO  NPUMEHEHHS, YTBEPKICHHOMY  IOCTAaHOBIICHHEM
[IpaButensctBa Poccuiickoii ®enepannu ot 14 nexadbps 2018 r. Ne 1556
"O6 yrBepxkaeHun I[lomokeHus O CcUCTEeME MOHHUTOPUHTA JIBUIKEHUSA
JIEKapCTBEHHBIX MPEeNapaToB AJisi MEAUIIMHCKOTO TPUMEHEHUS "

M) CBEJICHHSI O TEPEBO3Kax TIPy30B CEBEpHOro 3aro3a mo CeBepHOMY
MOPCKOMY ITyTH U3 CEPBUCOB MH(DOPMAITMOHHOTO 00ECIIeUeHUs TPY30IEePEBO30K
eauHol miaTdopmbl UPPOBEIX cepBrcOB CeBEPHOTO MOPCKOTO MyTH (IOCe
BBOJIa B OKCILTyaTallHIO);

K) CBEJCHUs, MIPEAyCMOTpEeHHbIe nmoAnmyHKkTamu "a" - "B" u "e" myHkra 19
[Tomoxenus 0 benepanbHOI roCcyaapCTBEHHOU reorpapuyeckomn
uHdopmarmonHoii cucreme "Emunas uudposas miardpopma "HarnumonanbHas
CUCTEMa MPOCTPAHCTBEHHBIX [JIaHHBIX'", YTBEPKICHHOTO TMOCTAaHOBIECHUEM
IIpaButenbctBa Poccuiickoit Penepaunu ot 7 wuroHs 2022r1. Ne 1040
"O (¢enepanpHOI TrOCyIapCTBEHHOM Teorpaguyeckoil WHGOPMAIMOHHON
cucteme "Egmnas mudpoBas mmatdopma  "HamumonanbHas ~— cuctema
MIPOCTPAHCTBEHHBIX JAHHBIX".";

B) B ITYHKTE 22:

ab3a1; TepBbI ToOcie CJI0B '"cO CIEAYIOMUMHU HHPOPMAIMOHHBIMU
cucteMamu' IOMOJTHUTH CJIOBAMH "M TOCYIapCTBEHHBIMU peecTpamu';

JOTIOJIHUTh OANMYHKTaMu "0" - """ clieyroero coaepKkanus:

"0) dbenepanbHas rocyaapcTBeHHas MHGpoOpMaImoHHas cuctema "EnuHas
CHUCTEMa HOPMATHUBHOMU CIIpaBOYHOU MHpopMarun';

n) ¢eaepanbHas TOCyAapCTBeHHas reorpaduyeckas HHPOpMaIMOHHASA
cuctema "Egunas mudpoBas mmatdopma  "HamumonanbHas ~— cuctema
MIPOCTPAHCTBEHHBIX JAHHBIX";

p) rocynapcTBeHHas uHpopmalmonHas cucrema "EnunHas —cucrema
UIeHTUDUKAIIMKT W ayTeHTU(UKAUU (U3UYECKUX JUI[ C HCIOJIb30BaHUEM
OMOMETPUYECKUX MEPCOHATBHBIX JaHHBIX";

c) unpopManuonHas cucrema "HanmonanpHas nudpoBas TpaHCIIOPTHO-
noructuyeckas miatdopma” (rmociie BBoJIa B IKCILTyaTaIUIO);

T) CACTEMa MOHMTOPHUHIA JIBI)KEHUS JIEKAPCTBEHHBIX IMpemapaToB
IUTSL METULIMHCKOTO PUMEHEHUS,

y) enuHas miatdopma MuppoBbIX cepBUCOB CeBEPHOTO MOPCKOTO MyTH
(mocne BBOJA B DKCIUTYaTallUIo);

&) enuHbBIN TOCYAAPCTBEHHBIN PEECTP IOPUTAUECKUX JIHII;

X) €TUHBIH rOCy1apCTBEHHBIM peectp WHMBUAYAIbHBIX
MpeanpUHUMATEIIEH;



4

1) UHbIe HUH(OPMAIMOHHBIE CHCTEMBbl U HH(POPMALIUOHHBIE PECYPCHI,
coJiepKalinue CBEJACHUSI 00 ydyacTHHKAaX CEBEPHOrO 3aB0O3a U Ipy3aX CEBEPHOTO
3aB03a, HEOOXOIMMBbIE g peanu3zauuu (QyHKIuN GdeaepaibHOW CHCTEMBI,
yKa3aHHBIX B TNyHKTe 5 Hacrosmero Ilomoxenus. Ilepedyenp Takux
WH)OPMAIMOHHBIX CHCTEM U HWH(GOPMAIIMOHHBIX PECYpCOB  OIpeesieTcs
orepatopoM (enepanbHOM CHCTEMBI 10 COTJIACOBAHUIO C OIMEpPaTOpaMHU
UH()OPMAIIMOHHBIX CHUCTEM U HMH(POPMAIMOHHBIX PECYpCOB B COOTBETCTBUU
¢ 3aKoHOAaTeNnbcTBOM Poccuiickoi @enepanuu. .

2. B IlonoxeHun o0 cHUCTEME MOHUTOPUHTA JBUKECHHS JIEKAPCTBEHHBIX
MpenapaToB i1 MEIULMHCKOTO IPUMEHEHUS, YTBEPKICHHOM MOCTAHOBICHHUEM
[IpaButensctBa Poccuiickoii ®enepannu ot 14 nexadbps 2018 r. Ne 1556
"O6 yrBepxkaeHun I[lomokeHus O CcUCTEeME MOHHUTOPUHTA JIBUIKEHUSA
JIEKapCTBEHHBIX TpernapaToB Juisi MeaunuHckoro npumMenenus" (CoOpanue
3akoHomarenbcTBa Poccutickoit denepanun, 2018, No 53, ct. 8641; 2023, Ne 14,
cT. 2436):

a) MyHKT 18 1OMONMHUTE MOANYHKTOM "M" CIEYIOIIETO COAEPKAHUSA:

"M) denmepasibHasi ~ TOCyJapCTBeHHass  MHPOpPMAIMOHHAas  CHUCTEMa
MOHHUTOPHUHTA CEBEPHOI0 3aB03a.";

0) mpunoxenue Ne 1 k ykazanHomy [lomokeHHIO JOTIOTHUTE MyHKTOM 11
CIEAYIOIIETO COAEPKAHUS:

"11. I3 cuctemMbl MOHUTOPUHTA B LENSAX MOHUTOPUHTA CEBEPHOTO 3aB0O3a
nepeaarTcss B (eAepaabHyl0 TOCYJapCTBEHHYI0 WH(DOPMAIMOHHYIO CHUCTEMY
MOHUTOpPUHTA CEBEPHOTO 3aB0O3a CBEACHHS 00 000poTe JEKAPCTBEHHBIX
MpernapaToB Ha TEPPUTOPUSIX CEBEPHOTO 3aB0O3a, OCYIIECTBIIEMOM CyObEeKTaMuU
oOpalieHus JIeKapCTBEHHBIX CPEJCTB, SIBISIONIUMUCA yYaCTHUKAMU CEBEPHOTO
3aB03a, B CJIEIYIOIIEM COCTABE:!

a) cBeleHUs 00 yYaCTHHKax CEBEPHOTO 3aB03a, YKa3aHHBIX B ab3are
MIEPBOM HACTOSIIETO MyHKTA;

0) cBeleHUs O JIEKApCTBEHHBIX TIpernaparax, 3aperucTpUpOBAHHBIX
B CHUCTEME MOHUTOPHHra CyOBbeKTamMH OOpalleHHs JEKapCTBEHHBIX CPEICTB,
000POT KOTOPBIX OCYIIECTBIIAETCS Ha TEPPUTOPHUSIX CEBEPHOTO 3aB03a;

B) CBeJIeHUs 00 0OpaIlieHNH JICKapCTBEHHBIX MpenapaToB Ha TEPPUTOPHIX
CEBEPHOr0 3aB03a, B TOM YHUCJE CBEACHUSA O PEKBHU3UTAX TOCYNAPCTBEHHBIX
U MYHULHNAIbHBIX KOHTPAaKTOB, MPEICTABICHHBIE B CUCTEMY MOHWUTOPHUHIA
cyOBeKkTamMu o0palleHus JeKapCTBEHHBIX CPEICTB.".




