depepanbHas cnyxoba no Haa3opy B cepe 3apaBooOXpaHeHUsA

HopmaTtuBHO-IpaBOBOE peryimpoBaHue
BBeJleHUS CUCTEMbI MapPKUPOBKHU
JIeKapCTBEHHBIX NMpernaparosB
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HopMmaTuBHO-NpaBoOBble OCHOBbI BBeAEeHUS! MapKUPOBKMU

N2 Mp-285 MopyueHue NMpe3naeHTa Poccuinckon ®epaepaumm no

oT 4 (peBpans MTOram coBeljaHmsa c YineHaMmu lNpaBuTenbCTBa
2015 .

Poccunckon depepaumnm

depnepanbHbIX 3aKOH OT 28.12.2017 r. N2425-03
«0 BHeceHMn nameHeHum B ®egepanbHbi 3aKOH «06
o6palyeHnmn fneKapcTBeHHbIX CPpeacTB>»

MocraHoBneHue MNMpaBurenbcrea Poccuckon depepaumnm
oT 24 saHBapsa 2017 r. N2 62
«O nposeaeHnn KCNEpUMEHTA NO MapKUPOBKE KOHTPOJTbHbIMU
(MVAEHTUPUKALUMOHHBIMU) 3HAKaMN 1 MOHUTOPUHIY 32 060pOTOM
OTAENbHbIX BUAOB SIEKapCTBEHHBIX NMpenapaToB Ansi MeANLMHCKOro
NPUMEHEHNS»




v 1 oKTAa0pA 2019 roga

v 1 aHBap4 2020 roga

OYHKUNOHNPOBAHUE CUCTEMbl MOHUTOPUHIA ABMXXEHWA NEKAPCTBEHHbIX MPEMAPATOB
OT NPOU3BOAUTEJIA 4O KOHEYHOI'O NOTPEBUTENA

Cpoku BBeieHus1 06s13aTeNIbHOMU KOHTpOnbHO-

HaA30pHble
opraHbl

MapKUPOBKM BbiNyCKaeMbIX B
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denepaumm nekapCTBeHHbIX
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Ha 28.05.2019 so ®I'AC MAJ1N:

3aperucTpupoBaHo opranm3anuii | Bcero — 17766

(ropuaMYeCKUX JIUIN) N3 Hux:

Poccuiickux - 17628
NuocTpannbix — 138 (13 30 cTpan)
3aperucTpupoBaHo Mmect | 50830

OCYHICCTBJICHUA NCATCJIBHOCTHU

OnucaHo JieKapCTBEHHBIX Mpenaparos, (2931
HAUMEHOBAHMI

OTtciaexkuBaercs ABHKeHHeE | 00J1ee 22,5 MJH. (22 759 129)
MapKHPOBAHHBIX YIIAKOBOK




HopMaTuBHO-NpaBOBblie OCHOBbl MAapKMPOBKMU

PacnopsxeHune I[paButennoctBa Poccunckon dPepgepaumm ot 28 anpens
2018r. Ne 791-p «O6 yTBepXxaeHun ™Mopenn QYHKUMOHMPOBAHUS CUCTEMBI
MapKMPOBKM TOBApOB CpeacTBaMu naeHTudukaumm B Poccumckon ®eaepaumnmn»

PacnopsixeHue [MpaButennctBa Poccumnckon Pepgepauum ot 18.12.2018
Ne 2828-p «O6 onpegenenHnn OOO «Onepatop-LIPMT» ynonHOMOYEHHbLIM Ha
OCYLLECTBNEHME (PYHKUMA onepaTtopa CUCTEMbl MOHUTOPUHIA OBUXKEHUS
NeKapCTBEHHbIX NMpenapaTtoB Anst MeAULMHCKOro NPUMEHEHUS»

Pacnopsi:xxeHue [MpaButenbctBa Poccunckon Pemgepaumm ot 28.12.2018
Ne 2963-p «OO0O ytBepxaeHun KoHuenuwmu cosgaHus U OYHKUMOHMPOBAHUSA B
Poccunckon degepaumm  CUCTEMbI  MAaPKUPOBKM  TOBApPOB  cpeactBamMu
naeHTumnKaunum n NPOCreXxmBaemMocT TOBapoOB»




HopMaTuBHO-NpaBOBblie OCHOBbl MAapKMPOBKMU

Bo ncnonHenne ®epepanbHoro 3akoHa Ne 425-O3 npuHATLI
noctaHoBneHusa lNpaButenbctBa Poccunckon ®epepauunn:

- Ne 1556 ot 14.12.2018 «O0 ytBepxaeHun [loroxeHna o cucteme
MOHUTOPUHra OABUXXEHWNSA NeKapCTBEHHbIX NpenapaTtoB Ansd MeauuMHCKOro
NPUMEHEHNAY,

- Ne 1557 ot 14.12.2018 «O6 0CODEHHOCTAX BHEOPEHUA CUCTEMDI
MOHUTOPUHra OABWXXEHNSA NeKapCTBEHHbIX NpenapaTtoB Ansg MeauuMHCKOro
NPUMEHEHNSAY,

- Ne 1558 ot 14.12.2018 «O6 yTtBepxageHun [lpaBun pasmMmelleHus
oOLwenocTynHon nHdopMaumn, cogepxawencs B CMCTeMe MOHUTOPUHIa
OBWXEHNA NeKapCTBEHHbIX npenapaTtoB Ana MeauunHCKOro NnpuMeHeHus,
B MHAOPMaALMOHHO-TENEKOMMYHUKAUMOHHON ceTn «UHTepHeT» (B TOM
yucne B popMe OTKPbITbIX AaHHbIX» ).




HopMaTMBHO-NpaBOBble OCHOBbl MAapKUPOBKMU

dPepepanbHbIn 3akoH ot 28.11.2018 Ne 449-®3 «O BHeCEeHUM U3MEHEeHUN B
oTAenbHble 3aKoHoAaTenbHble akTbl Poccunckon ®egepauum no Bonpocy BBoga B
rpaXgaHCKMM  oOOOpPOT  JieKapCTBEHHbLIX nMpenapaTtoB AN MeAUUMHCKOro
NPUMeHeHUus»

CtaTtbAa 3, NyHKT 4

CcTaTbio 67 OOMONMHUTL YacTbio 7.1 crieQyloulero cogepxaHus:

«7.1. JlekapcTBeHHble npenapartbl AN MeauUUMHCKOro npuMeHeHus, BBeAeHHble B rpaXgaHCKUn
obopotr go 1 gaHBapa 2020 roga, noafiexar XpaHeHuo, nepeBo3Ke, OTMYCKY, peanusaumu,
nepegade, npumMeHeHnio 6e3 HaHeCeHWs CPeAcTB MAeHTUUKaUUM OO WUCTEYEeHUA CcpoKa WX
rO4HOCTU.»

CrtatbAa 4

Ab3ay, BTopon nognyHkTa «0» nyHkTa 7 ctatbk 1 denepanbHoro 3akoHa ot 28 gekabps 2017 roga
N 425-03 «O BHeceHun unameHeHnn B PepeparnbHbld 3akoH "OO obpalleHMn nekapCTBEHHbIX
cpeacte» (CobpaHue 3akoHopaTenbctBa Poccunckon depepauumn, 2018, N 1, ct. 9) gononHUTL
cnoBamMmu «, paguodpapmMaLeBTUYECKMX NIeKapCTBEHHbIX NMpenapaToB N NUABOK MEeOULMHCKUXY.




HopMaTMBHO-NpaBoOBble OCHOBbl MAapKUPOBKMU

Kooekc Poccumnckom Pepepauunn (o] 4] aAMUHUCTPATUBHbIX
npaBoHapyweHusx ot 30.12.2001 Ne 195-®3
Ctatbsa 15.12. [Npon3BoaCcTBO UNM Npogaka TOBApOB M NPOAYKUWU, B OTHOLLEHUA

KOTOPbIX YCTaHOBMNEHbl TpeboBaHMA MO MapKUPOBKE U (UNK) HAHECEHMIO MHopMaLmw,
6e3 COOTBETCTBYIOLLEN MAapPKUPOBKM U (MnNu) uvHdOpMauuM, a TakKe C HapyLUeHUeM
YCTAHOBMEHHOIO Nopsiaka HaHECEHUS TAKOM MapPKUPOBKU U (M) MHOpMaLINN.

depepanbHbIKN 3aKOH OT 15.04.2019 Ne 58-03 «O BHeCEeHUU U3MEHEeHUn B
Kopekc Poccuunckoum Penepaunm (0]+] aAMWHUCTPATUBHbIX
npaBoOHapPYyLUEHUAX»

Ctatbsa 6.34. HecBoeBpemeHHOe BHeCeHME [JaHHbIX B CUCTEMY MOHUTOPUHra
ABWXEHUNA J1IEKAapPCTBEHHbLIX TrpenaparoB Al4d MeguumnHCKOro ripmmMeHeHmsA nmbo
BHECEHUNE B HEE HEOJOCTOBEPHbLIX AAaHHbIX.




HopMaTuBHO-NpaBOBblie OCHOBbl MAapKMPOBKMU

NoctaHoBneHue lNpaButenbctBa Poccunckon degepaumm ot 08.05.2019

Ne 577 «O06 yTtBepxaeHun pasmepa nnatbl 3a okasaHWe Yycnyr rno npegocTaBneHuto
KOJOB MapKMUPOBKM, HEODXOOAMMbIX ANA ddOPMMPOBAHUA CPEACTB MOEHTUdUKALUMN U
obecneyeHnss MOHUTOPMHra [OBWXEHUS TOBaApOB, NoAnexawmx obs3arenbHOoN
MapKMUpOBKE CpeacTBaMu naeHTuukaummn, a Takke nopsaaok ee B3IMMaHnsa»

PacnopsxeHue lNpaButenbctBa Poccum ot 08.05.2019 Ne 899-p

«Ob yTBEpPXKOEHUN CYLECTBEHHbIX YCINOBUW COrfaweHns 0 rocygapCcTBEHHO-YaCTHOM
MapTHEpPCTBE, 3aKf4yaemMoro B Uensax Cco3haHudA, aKcnnyataumm m TexXHUYeCKOoro
obcnyxunBaHusi o00ObeKkTa, npegHasHadeHHoro ans obecnedeHnst MapKUPOBKN U
NPOCEeXNBaeMoCTN OTAENbHbIX BUOOB TOBApPOB»




Moarpynnbi No NpoBeAEHUI0 IKCNepUMeHTa N0 MapPKUPOBKe
KOHTPONbHbIMU (MAEHTU(DUKALMOHHBLIMW) 3HAKAMK

Pabora ¢ ECKITTT

Oprannzaupst pabots! ayctprbibtotopos Bo PIMC MOJTT

Opranunzaupsi paboTsl anTek (B ToM Ymncre BammoneincTeme ¢ paspadorimkamm 10) so PIC MO
OpraHuzaupsi  pabotbl  MeOuLWHCKME OpraHMzaumin (B TOM  4vcrne  B3auMoOeucTsve C
paspaborunkamu 10) sBo SPIAC MOJI

Ormmmnzaums GrsHec-poLIECCOB 1 MoaepHM3aLms cxem B GIIC MOJTT

ComacoBaH/e TEXHOMNOMMHECKUX KapT MEXBEOOMCTBEHHOMO B3aMMOOENCTBUS

Passumrie doyHkLwioHana AP

ObopynosaHvie Ors cepranmaaum 1 arperaunm (METOOMKA TECTUPOBAHMS, HACTPOWKIA)

PacxogHble marepuarnsl, UCTonb3yemble Onsi HAHECEHUST CPeaCTB UOEHTUAMKAUMN. YNaKOBOYHbIE
mMarepuaroi

TamoxeHHoe odoopMIieHMEe  JIEKapCTBEHHLIX MperapatoB C  HaHECEHHbIMWM  CPeacTBaMu
noeHdmKaLmmn

OpraHn3aums paboTbl CyOLEKTOB 0OpaLLIEHNS NEKAPCTBEHHBIX CPEACTB B paMKaXx MporpaMmMbl «12-mm
Hozoromin» Bo PIAC MO

Opranunsaumsi paboTsl npoussoauTenen MeamumHcknx rasos Bo PI’MC MOJTT

Pabora ¢ aHanmmdeckon nogemctemont IrC MOJT

Opranuzaupsi paboTtbl NPOU3BOOUTENEN TOMeOoNaTUieckne rekapcTBeHHble npenapartos Bo Gl UIC
MO

v MapK/poBKa NnepBn4HON YTaKOBK/ NEKAPCTBEHHBIX NPEnaparos (B CITyuae OTCYTCTBUSA BTOPUYHON)
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OcHOBHbIe 3aaum Cy6beKToB 06palleHns JieKapCTBEHHbIX
cpencTs

v/ U3yYEeHMEe HOPMAaTMBHbIX [JOKYMEHTOB W MaTepuanoB Mo BOMNpocam
MapPKUPOBKH, pa3MeLLeHHbIX Ha canTax Poc3gpaBHag3sopa
(http://www.roszdravnadzor.ru - Cuctema MapKUPOBKN NEKAPCTBEHHbIX
npenapatoB) 1 OO0 «Onepatop-UPIT» (http://MecTHbIN3HAK.pd - brusHecy -
BHeaopeHne MmapKkupoBKK);

v’ NOOKITOMEHNE K CUCTEME MAPKUPOBKU (pernctpaums);
v' nopaboTtka nporpaMmMHoOro obecrneyeHnst opraHm3auum;

v/ HaunHaTb paboTtaTb B cucteme, YTobbl 4O 06A3aTENbHOr0 Cpoka BHEAPEHUS
cuctemMbl OTpaboTaTb Bce 6OuM3Hec-npoueccbl HEernocpenCcTBEHHO B CBOEW
opraHmsauyun.




Cnacu6o 3a BHUMaHue!

markirovka@roszdravnadzor.ru




