NPABUTENIbCTBO POCCUNCKOW GEAEPALIUN

NOCTAHOBJIEHUE
oT 24 aHBapAa 2017 r. N 62

O NPOBEAEHNU
9KCMEPUMEHTA NO MAPKMPOBKE KOHTPOJIbHbIMU
(MAEHTUPUKALMNOHHbIMH) 3BHAKAMU U MOHUTOPUHTY 3A OBOPOTOM
OTAENbHbLIX BUAOB JIEKAPCTBEHHbIX MPEMAPATOB
Ana MEAUUMNHCKOro NnPMMEHEHUA

MpasutenbcTBo Poccuiickoit depepaum NocTaHOBAAET:

1. MpoBectn Ha Tepputopumn Poccuinckon Pepepaumm B pamkax peanvsaumn NpuopuUTETHOrO
npoekta "BHeapeHMe aBTOMAaTU3MPOBAHHOM CUCTEMbI MOHWUTOPUHIA AOBUMKEHUA JIEKAPCTBEHHbIX
npenapatoB OT Npou3BoAMTENA [0 KOHEYHOro noTpebutens Ana 3awuTbl HaceneHus oT
danbcMdUUMpPOBaHHBbIX NIEKAPCTBEHHbIX MPenapaTtoB W onepaTMBHOrO BbiBegeHUs U3 obopoTa
KOHTpadaKTHbIX U HeA0OpPOKaYyeCTBEHHbIX MPenapaToB” 3KCNEePMMEHT N0 MaPKUPOBKE KOHTPOIbHbLIMM
(MaeHTUOUKALUMOHHBIMKN) 3HAKaMWU U MOHUTOPUHTY 33 0BOPOTOM OTAE/bHbIX BUAOB JIEKAaPCTBEHHbIX
npenapaTtos AN MeAULMHCKOro NnpumeHeHuns (ganee - skcnepumeHT) B nepuog ¢ 1 ¢pespana 2017 r. no
31 pekabpa 2019.

(8 pea. NoctaHosneHui Mpasutenbctea PO o1 30.12.2017 N 1715, ot 28.08.2018 N 1018)

2. YtBepauTb npunaraemoe [lonoxkeHne o0 npoBeAEHUN ISKCNEpUMEHTA N0 MapPKUPOBKe
KOHTPO/IbHbIMU (MAEHTUDUKALMOHHBIMUK) 3HAaKaMMU U MOHUTOPUHTY 3a 0BOPOTOM OTAE/bHbLIX BUOOB
NIeKapPCTBEHHbIX NPenapaToB 419 MeAULUNHCKOro NpUMEeHEeHMUA.

3. YCTaHOBUTb, YTO:

denepanbHbiMM  OpraHamu  UCMONHWUTENIBHOM BNAcTW, YMNOJHOMOYEHHbIMW Ha obecneveHue
npoBefieHNUs 3KCNepUMEHTa, ABNAOTCA MUHWCTEPCTBO 3ApaBooXpaHeHus Poccuiickoit depepauny,
MWHWUCTEPCTBO MPOMbIWAEHHOCTM M Toprosan Poccuiickoh ®epepaumn, PepepanvHaa cnyxba no
Hagsopy B chepe 34paBooxpaHeHus n desepanbHas Hanorosas ciyxoba;
(B peq. NMoctaHoBneHusa Mpasutenbctea PO ot 28.08.2018 N 1018)

onepaTtopom MHPOPMALMOHHOM CUCTEMbI, OCYLLECTBAAIOWMM WHPOPMALMOHHOE obecnevyeHne
nposeseHMA aKkcnepmmeHTa, 40 31 okTabpsa 2018 r. AnaeTca PesepanbHan Haorosas ciyKba.
(B peq. NMocraHoBneHus Mpasutenbctea PO oT 28.08.2018 N 1018)

3(1). CornacuTbca ¢ npeasoXKeHnem obLLecTBa C OrpaHMYEHHOM OTBETCTBEHHOCTbIO "OnepaTop-
UPMNT" o Tom, 4TO YyKasaHHoe ob6WecTBO Ha 6e3BO3Me3gHOM OCHOBE ABNAETCA OMNepaTopom
MHOPMALMOHHON  CUCTEMbI, OCYLLECTBASIOWMM UHPOPMAUMOHHOEe obecrneyeHne npoBeaeHUs
3KcnepumeHTa, ¢ 1 HoAabpa 2018 r.

(n. 3(1) BBegeH MoctaHoBneHnem MpasuTtenbctsa PO ot 28.08.2018 N 1018)

4. MuHucTepcTBy 34paBooxpaHeHunsa Poccuiickon ®eaepaumm, MUHUCTEPCTBY MPOMbBILWAEHHOCTH
n Toprosan Poccuiickoii ®epepaunn, PepepanbHoii cny:kbe no Haa3opy B chepe 34paBOOXPAHEHUA U
depnepanbHOM Hanorosoi cnyxbe NpPoOBECTU OUEHKY pPe3ynbTaTOB 3KCNEPUMEHTA W NpPeacTaBUTb
COOTBETCTBYlOWME AOKNAAbl B [paBuTenbctBo Poccuitickon degepaumnn 1 pespana 2019 r., 1 nons 2019
r.un 1 ¢espana 2020r.
(n. 4 B pea. NoctaHoBneHuA MpaButensctea PP ot 28.08.2018 N 1018)

5. TlpoBeaeHne 3KCNEPUMEHTA OCYLLECTBAAETCA 3a CYeT OHAMKETHbIX aCCUrHOBaHWM,
npeaycmoTpeHHbIX MWHUCTEePCTBY 34paBooxpaHeHuns Poccuitickon  Pepepaumn, MuHUCTEPCTBY
duHaHcoB Poccuiickon Pepepaunn, MUHUCTEPCTBY MNPOMbIWAEHHOCTM U TOprosan Poccuinckom
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depepaunn, PepepanbHoii cnybe no Hagzopy B chepe 3apaBooxpaHeHma n PegepanbHOM HaNOroBoOM
chykbe B degepanbHOm bOloa)KeTe Ha COOTBETCTBYHOWMA (UHAHCOBBLIA o4 Ha PYKOBOACTBO M
ynpasaeHue B chepe yCTaHOBAEHHbIX QYHKLNIA.

Mpeacepatens MNpasutenbcTea
Poccuiickoin Peagepaumn
O.MEOBELEB

YTBEpPXKAEHO

noctaHoBneHnem [paBuTeNbCTBa
Poccuiickoin Pepepaumn

oT 24 aHBapAa 2017 r. N 62

NONOXEHUE
O NPOBEAEHUN SKCNEPUMEHTA NO MAPKUPOBKE KOHTPO/IbHbIMU
(MAEHTUOUKALUUOHHBIMU) 3SHAKAMU U MOHUTOPUHTY 3A OBOPOTOM
OTAOENbHbLIX BUOOB JIEKAPCTBEHHbIX NPEMNAPATOB
Aana MEAUUUHCKOIO NPMMEHEHUA

1. HactoAwee lMonoxeHne ycTaHaBAMBAET NOPASOK NPOBEAEHUA SKCMEPMMEHTA MO MapPKUPOBKe
KOHTPONIbHbIMU (MAEHTUOUKAUMOHHBIMUK) 3HAKaMU U MOHUTOPUHTY 3a 0BOPOTOM OTAE/NbHbIX BMAOB
NNeKapPCTBEHHbIX NpenapaTtoB ANA MeagULLMHCKOTo NpUMeHeHnA, Haxo4Aawmnxca B rpa*KgaHCKom o6op0Te
Ha TeppuTopun Poccuninickon Pepepaunn (ganee - sKCNEPUMEHT).

2. UenamuM BHeApeHWA  MapPKMPOBKW  JIEKAPCTBEHHbIX  MPEenapaTtoB  KOHTPO/bHbIMMU
(MAeHTUPUKALMOHHBIMM) 3HAKaMM ABAAIOTCA:

a) NpoTUBOAENCTBME HE3aKOHHOMY MPOW3BOACTBY JIEKAPCTBEHHbLIX NPEenapaTtoB Ha TeppPUTOpPUM
Poccuiickoin Pepepaunu;

6) npoTuBOAENCTBME HE3aKOHHOMY BBO3Y JIEKAPCTBEHHbLIX MPEMNapaTtoB Ha TepPpPUTOPUIO
Poccuitckoin Pepepaumnu;

B) MNPOTMBOAENCTBME HE3aKOHHOMY O06O0pPOTYy /IeKapCTBEHHbIX MpenapaTtoB Ha TeppuTopumn
Poccuitckoit epepaumnu;

r) npoTuBoAeicTBME HeZ0OPOCOBECTHOM KOHKypeHUuMM B chepe 060pOTa /IeKAPCTBEHHBIX
npenaparos;

A) CTaHAapTM3auma U yHnduKauma npoueayp ydyeta NoCTaBoOK M pacnpeaeneHna NeKapCTBeHHbIX
npenapaTos, B TOM YMC/e 3aKyNaemMblIX /1A roCyAapCTBEHHbIX HYKA.

3. Llensimu akcnepumeHTa ABAAKOTCA:

a) onpeaeneHne 3GGEKTUBHOCTU U PE3YAbTAaTUBHOCTM pa3pabaTbiBae@MOI CUCTEMbI KOHTPO/A 33
ABVXKEHMeM Ha Tepputopun Poccuiickoit ®eaepaumnm nekapcTBEHHbIX NPENapaToB OT NMPOU3BOAUTENS
(MmnopTepa) A0 KOHEYHOro NOTPebuTeNns B LENOM M KaxKAOro M3 YYaCTHMKOB PbIHKA JIEKAPCTBEHHbIX
npenapaTos B OTAENbHOCTU ANA AOCTUXKEHUA LieNel, YKa3aHHbIX B MyHKTe 2 HacToAwero MonoxKeHus;

6) onpeaeneHne M3MeHeHWI, KOoTopble HeO6XOAMMO BHECTM B HOPMATWMBHblE MPABOBble aKTbl
Poccuiickoit ®egepauunn, pernameHTupylowme chepy obpalleHUs NeKapCTBEHHbIX NpenapaTos, B
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c/ly4ae NPUHATUA pelleHmsa 0 BHeAPEHUN MOHUTOPUHIAa 3a 060POTOM OTAE/bHbIX BUA0B NeKapCTBEHHbIX
npenaparos;

B) onpeaeneHne TeXHUYECKUX BO3MOMKHOCTEM WHGPOPMALMOHHON cUCTEMbl, B KOTOpoh byaer
OCYLLECTBNATLCA MHPOPMALMOHHOE obecrneyeHMe NPOBEAEHUA IKCMEPUMEHTA, U HEODBXOAMMOCTU ee
OaNbHENLWWero passuTUA.

4. MapK1poBKa NIeKapCTBEHHbIX NPENapaToB KOHTPOJIbHbIMU (MAEHTUGUKALMOHHbIMM) 3HAaKaMU B
Lenax NpoBeAeHUA IKCNEPUMEHTA OCYLLECTBAAETCA NPOU3BOAUTENAMM NIEKAPCTBEHHbIX NPenapaTos C
MCNONIb30BaHNEM ABYXMEPHOTIO LUTPUXOBOTO KOAa.

HaHeceHMe yKa3aHHOM MapKMPOBKY He TpebyeT BHECEHUS U3MEHEHWIA B PErMCTPALLMOHHOE 40Ckbe
Ha NIeKapCTBEHHbIW Npenapar.

5. JKcnepMMeHT npoBoAUTCA Ha A0OpPOBOJILHOM OCHOBE Ha OCHOBAHWM 3aABOK CYyObLEKTOB
obpalleHMa NekapcTBeHHbIX cpeacTs B nepuog c 1 ¢espana 2017 r. no 31 gekabpa 2019 .
(8 pea. NoctaHosneHui Mpasutenbctea PO o1 30.12.2017 N 1715, ot 28.08.2018 N 1018)

MPUOPUTETHBIMM  A/A  y4acTMA B 3IKCMEPUMEHTE ABAAIOTCA /IeKapCTBEHHble npenaparbl,
npeaHasHavyeHHble Ana obecneyeHus nuu, 60NbHbLIX remoduanein, MyKoBUCLUMA030M, TMNOoPpU3apHbIM
HaHM3MOM, 6one3Hblo lolle, 3/10Ka4ecTBeHHbIMU HOBOOBPa3oBaHNAMMN NMMGOUAHON, KPOBETBOPHON U
POACTBEHHbIX UM TKaHeW, paccesHHbIM CKAepPOo30M, ML, Mocae TPaHCMAaHTauuW opraHos U (1awm)
TKaHeM.

6. [lna npoBeaeHMA aKcnepumeHTa MUHUCTEPCTBOM 34paBooxpaHeHusa Poccuiickoi Peaepaumm
MO COrnacoBaHWiO ¢ MUWHUCTEPCTBOM MPOMBILWJIEHHOCTM UM ToproBan Poccuiickoin deaepaumm,
MWHUCTEPCTBOM CBA3M M MACCOBbIX KOMMYHUKaumiA Poccuiickon ®epepaumm, PenepanbHoit cnyxoboi
no Haasopy B codepe 3apaBooxpaHeHuMa w DenepanbHOM HANOroBOM cay:Kbon yTBeprKaatoTca
MeToANYECKNE PEKOMEHAALMW, KOTOPbIMM YCTaHaBANBAKOTCA B TOM YMCE:
(B peq. MocraHoBneHus Mpasutenbctea PO ot 28.08.2018 N 1018)

a) NpaBuMAa KOAMPOBaHUA (CTPYKTypa Koga, cnocob dopmuposaHmsa, bopmar);
6) TpeboBaHMA K UHGOPMALMOHHOKN CUCTEME;

B) TpeboBaHMA K 060pyA0BaHMIO, UCNOb3YEMOMY A/1A CHMTbIBAHUA KOAOB;

r) nopagok nepegayun 1 obmeHa MHPopmaumen;

A) NopAAoK B3aMmoaencTsmMa MHPOPMaLMOHHON CUCTEMbI C MMEIOLLMMUCA MHOPMALMOHHbIMU
pecypcamu;

E) nopAAOK NoAayn 3aABKU Ha ydaCTUE B 3KCNEPUMEHTE U MNMpuaaraembix K HeWn AOKYMEHTOB, a
TaKXe Tnnosan cl)opma 3aABKMU,

) NOPAAOK perncTpaumm y4acTHUKOB B CUCTEME;

3) MOpAdOK BHeceHMs WHPOpMauMM B CUCTEMY, BK/OYana MepedyeHb MNpPenoCcTaBAAEMON
nHbopmauuuy;

M) nopAgOK MOHUTOPUHIA N OUEHKN PE3Y/IbTATOB 3KCNEPUMEHTAQ;

K) d)YHKLI,VIM Y4aCTHMUKOB 3KCMNeEPUMEHTaA U NOpPAAOK UX B3aMMO,CI,el7ICTBVIFI, BK/1l0O4aA CPOKKN u“
OCHOBaAHUMA NPUHATUA peLlleHNA O BbIBOAE NEKAPCTBEHHOIO nNpenaparta 13 o6op0Ta.

7. Y4aCTHMKaMM IKCNEPUMEHTA ABNAIOTCA:
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a) MuHUcTepcTBO 34paBooxpaHeHmsa Poccuiickon Pegepaunn, MUHUCTEPCTBO NPOMBbILLAEHHOCTU
n Toprosam Poccuiickoit ®epepaunn, PegepanbHans Hanorosasa cnyxba, PepepasbHas TaMoXKeHHas
cnyxkba, ®epepanvHaa cnykba no Hagzopy B cpepe 34paBOOXPaAHEHUS, TEPPUTOPUAJIbHbIE OPraHbl
depepanbHoOlt cnyxKbbl NO Hag3opy B cdepe 34paBOOXPaHEHMsA, OOLWECTBO C OrpaHUYeHHoM
oTBeTCTBEHHOCTbIO "Onepatop-LPMNT";
(B pea. MocraHoBneHus Mpasutenbctea PO oT 28.08.2018 N 1018)

6) cybbekTbl 0bpallleHns NeKapcTBEHHbIX CpeacTB (NPoM3BOAMTENM JIEKapCTBEHHbIX CPeACTs,
opraHM3aumMyM OMTOBON TOProBAM JIEKAPCTBEHHbIMW MNpenapaTtamu, AuLa, BbINOAHAOWME GYHKLUK
MHOCTPaHHOIO W3roTOBMTENA, OPraHU3aLMM PO3HUYHOM TOProBAM JIeKAaPCTBEHHbIMKW MNpenapaTamu,
MeANUNHCKME opraHu3aumm), NoaasLumne 3aaBKM Ha y4acTUe B SKCNepUMEHTeE.

8. KoopanHaumsa ncnonHeHua Hactoalero MonoxeHua ocyLecTBaAAeTcAa NPOeKTHbIM KOMUTETOM
no peanus3aumm NPUOPUTETHOrO NpoekTa "BHeapeHWe aBTOMATU3NPOBAHHOM CUCTEMbl MOHWUTOPWHIA
OBVXXEHUA NIeKapCcTBEHHbIX NpenapaToB OT MPOM3BOAUTENA [0 KOHEYHOro norpebutens Ans 3awuTbl
HaceneHusa oT ¢anbcMPULMPOBAHHBIX NEKAPCTBEHHbIX MpenapaToB U OMNepaTMBHOMO BbiBeAeHUsA U3
obopoTa KOHTpadaKTHbIX M HegobpoKayecTBEHHbIX MpenapaTtoB” B COOTBETCTBMM C MACMOPTOM
YKA3aHHOIro NPUOPUTETHOIO NPOEKTA U €ro CBOAHbIM NAAHOM.

9. WHdbopmaumoHHaAA cucTema, B KOTOpoOM OydeT oOcylWecTBAATbCA WHPOPMAUUOHHOE
obecneyeHne NpoBefeHUA 3KCNEPUMEHTa, MOAKAYAETCA K eAuHOM cUcTeme MeXBeLOMCTBEHHOro
3/IEKTPOHHOIr0 B3aMMOAENCTBUMA B COOTBETCTBUM C MocTaHoBaeHMeM [paButennbctBa Poccuiickomn
depepaunmn ot 8 ceHTabpa 2010 r. N 697 "O eguHOM cuCTeMe MEXKBEAOMCTBEHHOIO 3JIEKTPOHHOIO
B3aMmoaencTema" Ha 6e3Bo3me34HO OCHOBE.

(n. 9 BBeaeH MNoctaHoBneHWeMm MpaBuTenbcTBa PO ot 28.08.2018 N 1018)
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