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MPABUTENIbCTBO POCCUACKOW ®ELEPALIN
PACMNOPAXXEHWE
OT 16 OEKABPA 2023 . Ne 3695-P
MOCKBA

YTBEPAUTL NpUNaraeMble MU3MEHEHWS, KOTOPbIE BHOCATCSA B pacrnops>keHue MNpaBuTensCcTBa POCCUACKON
®epepaumm ot 15 deBpans 2023 r. Ne 345-p (CobpaHue 3akoHoaaTenscTBa Poccninckon Genepauun, 2023,
Ne 8, cT. 1392; Ne 43, cT. 7781).

Mpencenatens MNpaBuTensCTBa
Poccuinckon ®epepaumnm M.MuwycTmH

YTBEPXXLEHbI

pacropsikeHneM MpaBMTeNbCTBA
Poccuinckon ®epepauun

oT 16 nekabps 2023 r. Ne 3695-p

N3MEHEHWA,
KOTOpble BHOCATCS B pacrnopsxeHue MpasutenbcTBa Poccunckon depepauun ot 15 despans 2023 r. Ne
345-p

1. MyHKT 1 nocne cnoB "rocyaapCTBEHHON UHOPMALMOHHOM CMCTEMbI MOHUTOPUHIA 3a 060POTOM TOBApPOB,
nognexawux obszatenbHON MapKMpoOBKe CpeacTBaMu naeHTumKaumm," SONoSIHUTL C/I0BaMK
"thenepanbHOM rocygapCcTBEHHON NHOPMALIMOHHON CUCTEMbI MOHUTOPUHIa ABUXEHNSA NEKAPCTBEHHbIX
npenapaToB Aas MeAMLMHCKOr0o NPUMEHEHUS OT NPON3BOAUTENS A0 KOHEYHOro noTpebuTtens c
NCNoNb30BaHWEM B OTHOLIEHUW JIeKapCTBEHHbIX NpenapaToB A4J19 MeAULMHCKOr0 NPUMEHEeHNsa cpeacTs
noeHTngukaymn®,

2. Ab3aL, 4eTBepTbIN NYHKTa 2 NOCse CN0oB "rocyaapCcTBEHHON NHGOPMALMOHHON CUCTEMbI MOHUTOPMHTa 3a
0bopoTOM TOBapOB, NoANexawmux 0643aTeNbHON MapKMPOBKE CpeacTBaMU MAEHTUDMKALMK," [ONONHNTb
cnoBamu "tenepasbHOM rocy4apCTBEHHON MHPOPMALMOHHON CMCTEMbI MOHUTOPWHIA ABVXEHNS
JIeKapCTBEHHbIX NpenapaToB 419 MeQULIMHCKOr0o NPUMEHEeHUs 0T NPON3BOANTENA 00 KOHEYHOro
noTpebuTtens ¢ NCNosb30BaHNEM B OTHOLLEHUWN SIEKAPCTBEHHbIX MPenapaToB AN MeANLUHCKOro
NpUMeHeHns CpencTB naeHTudukauumn',

3. JONONHUTb NYHKTOM 2 2 cnefylolero cogepXxaHus:

"2 2 . MuHnpomTopry Poccun no cornacosaHuio ¢ PocctaTtoM n Poc3fpaBHag30pOM yTBEPAUTb
MeToANYeCcKMne peKoMeHaLmMm No pacyeTy nokasaTtenen, NpeayCcMoTPeHHbIX pa3genoM XVI nepeyns,
YTBEPXLEHHOr0 HACTOALLMM pacnopsXKeHneM.",

4. B nepeyHe nokasaTenen oLeHkN 3pHeKTUBHOCTY paboThl defepasibHbIX OPraHoOB UCMOAHUTENbHOW
BJIACTW C UCMONb30BaHNEM OAHHbIX U UHCTPYMEHTOB rocy4apCTBEHHON MHGOPMaLMOHHON CUCTEMbI
MOHUTOPWHra 3a 060poTOM TOBapPOB, NoAsexallmx obsa3aTeslbHON MapKMpPOBKe CpeacTBamMu
NoeHTUUKaLMnM, B COOTBETCTBMM C METOOMKAMN pacyeTa U npefesbHbIMU 3Ha4YeHUSIMU TaKuX
nokasaTenewn, yTBepPXXAEHHOM YKa3aHHbIM PacrnopsKeHNEM:

a) HaMMeHOBaHWE Nocne C0B "rocyfapCTBEHHON NHPOPMALMOHHON CUCTEMbI MOHUTOPMHIA 3@ 060pOTOM
TOBapoOB, Noanexalmnx obs3aTeNbHON MapKMpPoBKe CpeaCcTBaMy NAeHTUGUKauun," 4ONOAHNTL CNOBaMU
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"thenepanbHOM rocygapCcTBEHHON NHOPMALIMOHHON CUCTEMbI MOHUTOPUHIa ABUXKEHNSA NEKAPCTBEHHbIX
npenapaToB AN MEAULMHCKOrO NPYMEHEHUs 0T NPOU3BOANTENS A0 KOHEYHOro noTpebuTtens c
NCMNOJIb30BaHMEM B OTHOLLEHUW IEKapCTBEHHbIX NpenapaToB 419 MeANLNHCKOro MpUMEHeHNs CpeacTs
noeHTngukaymn®;

6) nononHWTL pasgenom XVI cnefyowero cofepXxaHus:

"XVI. JlekapcTBeHHble npenapaTbl 415 MeONLNHCKOro NpYMeHeHuns

37.Temn nerann3aumm pblHKa leKapCTBEHHbIX NpenapaTosB Aas MeAnLMHCKOro NpuMeHeHus (fanee -
JleKapCTBEHHbIE NpenapaTbl) 7 onpenenseTcs Kak TEMMN poCTa JierajbHOro NpeasioXeHNs NeKapCTBEHHbIX
npernapaToB OTHETHOrO rofia rno OTHOLWEHWIO K NpeAblayLeMy rofly 3a Bbl4eTOM TeMMNa pocTa BbiBO4A U3
060poTa NleKapCTBEHHbIX MpenapaToB OTYETHOro rofa no OTHOLUEHMIO

K npeablayLeMy rogy

NPOLEHTHbIX MYHKTOB

1

2Poc3pgpaBHaz3op

38.TemMn CHUXEeHWNs HapyLUEeHWI No BbIBOLY SIeKapCTBEHHbIX NMpenapaTos

C UCTEKLLMM CPOKOM FOAHOCTMOMNPEAENIeTCa KakK TeMM CHUXEHNA KOIMYeCTBa HapyLLEeHW BbIBOAA

13 hefepasibHOM rocyLapCTBEHHON MHHOPMALMOHHON CUCTEMBI MOHUTOPUHIA ABMXEHNSA JIeKapCTBEHHbIX
npernapaTos

ANS MEOULMHCKOrO MPUMEHEHNSA OT NMPOM3BOAUTENS 0 KOHEYHOro NoTpebuTens ¢ MCNosib30BaHNEM

B OTHOLLEHWW JIeKapCTBEHHbIX NpenapaTos

ANS MeAULNHCKOro NMPUMEHEHNa CPeACcTB NAEHTUDMKALUM NeKapCTBEHHbIX NpenapaTos (Kpome BbibbITHA
N0 NPUYNHE YHUYTOXKEHNA N MHBIM NPUYNHAM), AaTa BblObITUA KOTOPLIX HAaCTyNuIa No3)e NCTevyeHus
CPOKa rofHOCTU (Y4UTLIBAIOTCS TObKO MOJIHbIE BbIOLITMSA).

ICTOYHMKOM AaHHbIX MO KOJIMYECTBY HapyLUEeHWUA B 060poTe NeKapCTBEHHLIX NPenapaToB SBMSeTCA
(hefepanbHas rocyiapcTBeHHas NHMOPMaLMOHHAA CUCTEMA MOHUTOPUHI A ABUXKEHUS JIeKapCTBEHHbIX
npenapaToB a8 MeanLUMHCKOr0 NPUMEHEHUS

0T NPOVN3BOAMTENS A0 KOHEYHOr0 NoTpebuTens c NCnonb30BaHNEM

B OTHOLLEHUW JIeKapCTBEHHbIX NpenapaToB

AN MeANLUNHCKOr0 MPMMEHeHNA CPeacTB naeHTuhmnkauumn. Yncno HapyLweHnin paBHo KOINYeCTBY eauHNL,
NPOAYKLNN

B NOTPebnTeNbCKOW yrnakoBke

C BbISIBJIEHHLIMW HaPYyLUEHNAMU

MPOLIEHTOB

5

5Poc3npasHag3op

39.TeMn CHUXXeHUS

obopoTa 3abn0KMpoBaHHbIX PoC3ApaBHAA30pOM Cepuin (MapTuin) NeKapCTBEHHbIX
npenapaToBonpeaenseTcs Kak TeMN CHUXXEHUS KOJIMYeCTBa YNaKoBOK JIeKkapCTBEHHbIX NpenapaTos,
KOTOpble BbiBeAeHbl 13 060poTa (Npoaaxka, MeANLUMHCKOE NCMOIb30BaHME, NIbFOTHBIN OTMYCK, OTMAYCK
JIeKapCTBEHHbIX NPenapaToB Mo cepTudukaTy) no3xe AaThl pasMelleHna Poc3gpaBHag30poM UHMopMaumum
Ha canTe hefepanbHOWM roCyAapCTBEHHOM CMCTEMbI MOHUTOPUHIA ABMXXEHNSA SIeEKapCTBEHHbIX NpernapaTos
4719 MeANLNHCKOr0 MpMMeHeHna

OT NPOVN3BOANTENS A0 KOHEYHOrO NoTpebuTens c NCnonbL30BaHNEM

B OTHOLLEHUN JIeKapCTBEHHbIX NpenapaTos 419 MeAULNHCKOro NPpUMeHeHNs CPeACcTB MAeHTUMMKaLUM o
JIeKapCTBEHHbIX NpenapaTax, 3ab/I0KMPOBaHHbIX COMTAaCHO NyHKTaM 1 1 2 npunoxeHns Ne 7

K M0N10)KEHWI0 0 CUCTEME MOHUTOPUHIA OBUMXKEHUA JIeKapCTBEHHbIX NpenapaTos 419 MeAULNHCKOro
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NPUMEHEHUS, YTBEPXKIEHHOMY NMOCTaHOBAeHNeM MpaBuTtenscTBa Poccuinckon ®eaepaumm

oT 14 nekabpsa 2018 r. Ne 1556

"06 yTBepXaeHUn MonoXXeHns 0 CUCTEME MOHUTOPUHIA OBMXXEHMS NIeKapCTBEHHbIX NpenapaTos A4d
MeLUNLMHCKOro npumeHeHns"

MPOLIEHTOB

5

5Poc3npasHag3op

40.Jons MapKUpoBaHHbIX NEKAPCTBEHHbLIX NPenapaToB, 3abN0KNPOBaHHbLIX K rpa)kaaHCKoMy 060poTy B
henepanbHON rocygapCTBEHHON NHGOPMALIMOHHON CUCTEME MOHUTOPUHIA ABMXEHNA IeKapCTBEHHbIX
npenapaTos

4N MeANUNHCKOrO NpUMEeHeHNS

OT NPOVN3BOANTENS A0 KOHEYHOrO NOTPebUTENs C NCMOb30BaHNEM

B OTHOLUEHUWN NeKapCTBEHHbIX NpenapaToB A1 MeANLMHCKOro NpUMEHeHNs CPeaCcTB NAEHTURNKaLNN B
CBAA3U

C MPUOCTaHOBAEHNEM (MPEKPALLEHMNEM) ¥ OpPraHn3aLnmM IMLEH3UN Ha (hapMaLeBTMYECKYI0 AeATENbHOCTL B
4acCTW OCYLLECTBEHNSA ONTOBON TOPrOBAW JIEKAPCTBEHHbLIMU CPeACTBaMU

B COOTBETCTBMUM CO CTaTben 8 2 PenepasibHOr0O 3aKOHa

"06 obpalleHUn NeKapCTBEHHbLIX CPeACTB"ONpenenseTcs Kak OTHOWEHNE MAaPKUPOBaHHbIX JIEKaPCTBEHHbIX
npenapaTtos, 3a6/10KMPOBaHHbIX

K rpa)xgaHckomy 060opoTy B hefiepasibHOM rocy1apCTBEHHON MHADOPMALMOHHOW CUCTEME MOHUTOPUHTa
LBVXEHWS NeKapCTBEHHbIX NpernapaTos

AN MeANLUNHCKOr0 NPpUMEHeHNS

0T NPOVN3BOAMTENS A0 KOHEYHOro NoTpebuTens c NCnofb30BaHNEM

B OTHOLUEHWUWN NNeKapCTBEHHbIX NMpenapaToB A1 MeAULMHCKOro NpUMeHeHNs CPeACTB NAEHTUUKaLNN, K
obLeMy KONMYEeCTBY MapKMPOBaHHbIX EKAPCTBEHHbIX NPenapaToB, Haxo4AawWmMxca Ha banaHce
opraHusauuu

NPOLLEHTOB

100Poc3ppaBHag3op”;

B) AOMOJIHNTb CHOCKOW 7 Cleaytowero cogep)XxaHms:

" 7 3Ha4yeHnsa NokasaTenen MoryT 6biTb CKOPPEKTUPOBAHbI MO UTOraM AeSTENbHOCTY heaepasibHOro
opraHa NCMOMHUTENbHOWN BNaCcTW, OTBETCTBEHHOIO 3@ AOCTUM)XEHWE NOKa3aTesnen, 3a OTYETHbIA Nepuog C
y4eToM 3aKkoHodaTenbCcTBa Poccumnckon ®egepauun.”.
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