JokyMeHT npepoctasneH KoHcynbTaHTIN0C

NMPABUTEJIbCTBO POCCUNCKON ®EAEPALIMN

NMOCTAHOBJIEHME
oT 24 aHuBaps 2017 r. N 62

O NMPOBEAEHUU
3KCNEPUMEHTA NO MAPKUPOBKE KOHTPOJIbHbIMU
(MVAEHTU®UKALIMOHHbIMN) BHAKAMU U MOHUTOPUHIY 3A OBOPOTOM
OTAEJIbHbIX BUAOB JIEKAPCTBEHHbIX NMPEMAPATOB
Aana MEANUUHCKOIo NPMMEHEHNA

CrMCOK U3MEHSIIOLLMX JOKYMEHTOB
(B pea. MocrtaHoBneHus lMpasutenbctea PO ot 30.12.2017 N 1715)

lpaBuTENbLCTBO Poccuiickol Qegepalmn NOCTAHOBASET:

1. MpoBectn Ha TeppuTopun Poccuitickort depepaumn B paMKax peanu3aumv MNpUOPUTETHOIO MpPOeKTa
"BHeApeHne aBTOMAaTM3WPOBAHHOW CUCTEMbl MOHWUTOPWMHIA [ABMXKEHWS JIEKAPCTBEHHBLIX MpenapaTtoB  OT
Npoun3BOANTENS A0 KOHEYHOro notpebutens Ans 3almTbl HaceneHns oT danbCdUUMPOBaHHbIX IeKapCTBEHHbIX
npenapaToB M ONepaTUBHOrO BbiBefeHMs1 3 060poTa KOHTpadaKTHbIX M HepgobpoKayecTBEHHbIX npenapaTos”
9KCMEPUMEHT MO MapKUPOBKE KOHTPOJIbHbIMU (MAEHTUMUKALUMOHHBIMW) 3HAKaMM M MOHUTOPUMHIY 3@ 060pOTOM
OTAEeNbHbIX BMAOB JIEKAPCTBEHHbLIX MPEernapaToB A1 MeAULMHCKOro MnpuMeHeHus (Janee - 3KCNepuMEHT) B
nepuog ¢ 1 ¢espansa 2017 r. no 31 pekabps 2018 r.

(B pea. MocraHoBnenus Mpasutensctea PO ot 30.12.2017 N 1715)

2. YTBepauTb npunaraemoe [lonoXeHWE O NPOBEAEHUM SKCMEPUMEHTA MO MapPKUPOBKE KOHTPOJIbHLIMM
(MOEHTUMUKALUMOHHBIMU) 3HAaKaMU M MOHUTOPUHIY 338 060POTOM OTAENbHbLIX BUAOB JIEKAPCTBEHHbLIX MpenapaToB
ANS MEAULIMHCKOTO MPUMEHEHMUS.

3. YCTaHoBUTb, YTO:

denepanbHbIMM OpraHamMu WCMOSIHUTENbHOM BACTW, YMOMHOMOYEHHbIMU Ha obecreyeHve MNpoBeaeHUs
9KCNepUMEHTa, ABNSOTCS MUHUCTEPCTBO 3ApaBooXpaHeHns Poccuiickont degepaumnn, MUHUCTEPCTBO (UHAHCOB
Poccuitckon depepaumu, MUHUCTEPCTBO MPOMBILLIEHHOCTU U TOproBnn Poccuiickoin ®epepaumnn, deaepansHas
cnyx6a no Haa3opy B cdepe 3apaBooxpaHeHns n GeaepanbHas Hanorosas cnyx6a;

onepaTopoM MH(OPMALMOHHOW CUCTEMbI, OCYLLECTBSIOWMM MHPOPMALMOHHOE obecnedyeHne NpoBeaeHus
3KCNepuMeHTa, sBnseTca deaepanbHas Hanoroeas ciyxo6a.

4. MuHUCTepCTBY 3ApaBooxpaHeHust Poccuiickoin ®epepaumn, MuHucTepctBy MHAHCOB Poccuiickoi
degepaumn, MUHUCTEPCTBY MPOMBILAEHHOCTU U TOproeBan Poccuiickoin depepaummn, depepanbHoit cnyxbe no
Haasopy B cdhepe 3apaBooxpaHeHus u deaepanbHoi Hanoroeon cnyx6e Ao 1 despans 2019 r. NpoBeCTU OLIEHKY
pe3ynbTaToB 3KCMEpMMeHTa W NpeacTaBuTb COOTBETCTBYOWMM Jdoknaa B [paButensctBo Poccuickon
®egepauun.

(8 pea. MoctaHosnenus Mpasutensctea PO ot 30.12.2017 N 1715)

5. MpoBeneHne 3aKkcnepyMMeHTa OCYLLECTBNSETCS 3a CYeT GKEeTHbIX aCCMrHOBaHWM, NpeayCMOTPEHHbIX
MuHUCTEpCTBY 3ApaBooxpaHeHust Poccuiickon ®epepaunn, MunHuctepctBy duHaHcoB Poccuiicko Pepepaumu,
MUWHUCTEPCTBY MPOMBILWEHHOCTM M ToproBau Poccuitickonn depepaummn, ®egepanbHoit cnyxbe no Haasopy B
cchepe 3apaBooxpaHeHus n degepanbHO HanoroBol ciyxbe B tdenepanbHOM BHOMKETE HAa COOTBETCTBYHOLIMM
(bvHaHCOBbIN roA Ha PyKOBOACTBO M yrpaBrieHue B chepe yCTaHOBMEHHbIX (PyHKUMA.

MNpencepatens MNpasutenscrea
Poccuitckoin ®eaepaumm
O.MEBEJIEB
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YTBepxaeHo

nocraHoeneHveM lNpaBuTensCTBa
Poccuiickoin ®enepaunm

oT 24 aHBaps 2017 r. N 62

MONNOXXEHUE
O NPOBEAEHUU SKCNEPUMEHTA MO MAPKUPOBKE KOHTPOJIbHbIMU
(MVAEHTU®UKALMOHHbBIMN) 3BHAKAMU U MOHUTOPUHIY 3A OBOPOTOM
OTAEJ/IbHbIX BUAOB JIEKAPCTBEHHbIX NMPEMNAPATOB
Ana MEANUUHCKOIo NPMMEHEHNA

CrMCOK N3MEHSIIOLLMX JOKYMEHTOB
(B pea. MocrtaHoBneHnus lMpasutenbctea PO ot 30.12.2017 N 1715)

1. Hactosiuiee [lonoXeHWe YCTaHABIMBAET MOPSAOK TMPOBEAEHUS 3KCMEPUMEHTA MO  MapKUPOBKE
KOHTPO/IbHbIMU  (MAEHTU(MUKAUMOHHBIMM)  3HAaKaMM W MOHWUTOPUHTY 33 060pOTOM  OTAENbHbLIX  BUAOB
NEKApPCTBEHHbIX MNpEMnapaToB ANs MeAULUMHCKOrO MPUMEHEHWSl, HaxXOASWMXCS B TIpaXXAaHCKOM 060poTe Ha
TeppuTopun Poccuiickolt Genepaumnn (aanee - 3KCNEPUMEHT).

2. LlensMn BHeApeHUs: MapKMPOBKM NIEKAPCTBEHHbIX MPenapaToB KOHTPOJbHbIMU (MAEHTUMUKALUMOHHBLIMM)
3HaKaMW ABNSIOTCS:

a) NPOTUBOAENCTBME HE3AKOHHOMY MPOU3BOACTBY JIEKAPCTBEHHbBIX NPENAPATOB Ha TePpUTOpUK Poccuiickoi
QOegepauun;

6) NpoTUBOAENCTBME HE3AKOHHOMY BBO3Yy JIEKAPCTBEHHbLIX MpernapaToB Ha TeppuTopuio PoccuiAcKomn
®Gepepaunu;

B) NPOTUBOAEWACTBME HE3AKOHHOMY OB6OPOTY /IEKAPCTBEHHbLIX MpenapaToB Ha Tepputopun Poccuickol
®depepaunu;

r) NpoTUBOAENCTBNE HEAOBPOCOBECTHOM KOHKYPEHLIMK B cchepe 060poTa IEKaPCTBEHHBIX NPEMNapaTos;

L) CTaHzapTusaumMs M yHuduKauus npoueayp ydveTa MOCTaBOK W pacrnpefeneHusl nekapCTBEHHbIX
npenapaToB, B TOM YMC/IE 3aKyrnaeMblX ANs rOCYAapCTBEHHBIX HYXA,.

3. LlensiMu akcneprvMeHTa SBASIIOTCS:

a) onpegeneHne 3hdEKTUBHOCTU U pe3ynbTaTUBHOCTM pa3pabaTbiBaeMON CUCTEMbI  KOHTPONS 3a
OBWKEHVWEM Ha TeppuTopum Poccuiickoir ®depepaummn  neKapCTBEHHbIX MNpenapaTtoB 0T  Npov3BOAUTENS
(MMnopTepa) A0 KOHEYHOro NOTPEebUTENS B LIENIOM U KaXXA0r0 M3 YYaCTHUKOB pbiHKa S1eKapCTBEHHbIX NMpenapaTos
B OTAENbHOCTU ANS AOCTMXKEHMUS Lenei, YKasaHHbIX B MyHKTe 2 HacToswero MNonoxeHus;

6) onpeaeneHve M3MEHeHUI, KOTopble HeO6XOAMMO BHECTW B HOPMAaTMBHbIE MPABOBblE aKTbl PoccuiicKoi
®depepaumu, pernameHTVpytowme cdepy obpalleHnsi NeKapCTBEHHbIX NPernapaToB, B CyYae NpUHATUS peLLeHus
0 BHEZPEHUM MOHWUTOPWHIa 32 060POTOM OTAENbHbLIX BUAOB NIEKAPCTBEHHbIX NpernapaTos;

B) ONpeeneHne TEeXHUYECKMX BO3MOXHOCTENM WHMOPMALMOHHOW CUCTEMbI, B KOTOpou 6yaer
OCYILECTBNATLCA  MHGOPMaLMOHHOE obecrnieyeHne NpOBEAEHUS  SKCMEPUMEHTa, M HeobxoaMMocTu ee
[anbHeWLero passuTus.

4. MapKupoBKa neKapCTBEHHbIX MpenapaToB KOHTPOAbHbIMU (MAEHTUMPUKALMOHHBIMIW) 3HAKAMKU B LENsX
MpOBEAEHMSI SKCMEPUMEHTA OCYLLECTBIISETCS NPOU3BOAUTENSMU NEKaPCTBEHHLIX NPenapaToB C UCMOSIb30BaHUEM
[BYXMEPHOrO LUTPMXOBOrO KOAQ.

HaHeceHWe yka3aHHON MapKMpOBKW He TpebyeT BHECEHUS U3MEHEHW/ B PErucTpauMoHHOE [OCbe Ha
neKapCcTBEHHbIV npenapar.

5. DKCnepuMeHT MpoBOAUTCA Ha A06POBONILHOM OCHOBE Ha OCHOBAHUM 3asiBOK CY6bEKTOB 0Ob6palleHust
NeKapcTBeHHbIX cpeacTs B nepuog ¢ 1 despans 2017 r. no 31 agekabps 2018 r.
(B pea. MocraHoBnenus Mpasutenbctea PO ot 30.12.2017 N 1715)
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MpMOPUTETHLIMK ANA Y4acTUs B 3KCMIEPUMEHTE ABASIOTCA NIEKAPCTBEHHbIE MpernapaThl, NpeAHa3HayYeHHble
ans obecrieyeHnst nnu, 60MbHBIX reModunnel, MyKOBUCLMAO30M, rMnodusapHbiM HaHW3MoM, 60ne3Hbio loule,
3/10KQYeCTBEHHbIMU HOBOO6Pa30BaHMUAMU NUMMDONAHON, KPOBETBOPHON U POACTBEHHBIX MM TKAHEN, pacCesiHHbIM
CKIEPO30M, NULL NOCNE TPaHCNIaHTaLUMK opraHoB 1 (Unn) TKaHeM.

6. [Ona npoBeaeHus 3KCriepuMeHTa MUWHMCTEPCTBOM 3ApaBoOXpaHeHust Poccuiickont ®depepaumm no
CornacoBaHuio ¢ MuHUcTepcTBOM huHaHCOB Poccuiickoit ®eaepaumun, MUHWUCTEPCTBOM MPOMbILLIIEHHOCTU U
ToproBnu Poccuitckont ®eaepaummn, MUHUCTEPCTBOM CBSI3M M MACCOBbIX KOMMYHWMKaumit Poccuiickon ®denepaunu,
depepanbHoit cnyxboin no Haasopy B cdepe 3apaBooxpaHeHust u  defepanbHOM  HanoroBon  cnyx6oit
YTBEPXKAAIOTCA METOANYECKME PEKOMEHAAUMM, KOTOPbIMUX YCTAHABAMBAIOTCS B TOM Yucne:

a) npaBwia KoaMpoBaHus (CTPYKTypa koaa, cnocob dopmmuposaHusi, dopmar);

6) TpeboBaHus K MHGOPMALIMOHHONM CUCTEME;

B) TpeboBaHus kK 060pyA0BaHMIO, MCMOSIb3YEMOMY ANSl CHUTbIBAHUS KOAOB;

r) Nopsiok nepeaayun u obMeHa nHgopmaumei;

A) NopsaoK B3anMoaencTBmsl MHGOPMALIMOHHON CUCTEMbI C UMEIOLLIMMINCS MHGOPMALIMOHHBIMU pecypcamu;

€) NopsifoK NnoAauun 3asiBKM Ha y4vacTMe B SKCMEPUMEHTE W MPUaraeMblX K HEM [OKYMEHTOB, @ TaKxke
TunoBast hopMa 3asBKu;

) NOPSAAOK pernucTpaumnm y4acTHUKOB B CUCTEME;
3) NOPSAOK BHECEHWS MHGOPMaLMK B CUCTEMY, BKITOHasi NepeyeHb NpesoCcTaBnsieMon MHgopmaumm;
1) NOPSILOK MOHWUTOPUHIA U OLEHKM PE3y/bTaToB SKCNEpPUMEHTa;

K) (YHKUMM YyYacCTHMKOB 3KCMEPUMEHTa M MOPSAOK WX B3aMMOAENCTBUS, BK/IOYAs CPOKM M OCHOBAHMS
MPUHSTUS peLeHNs O BbIBOAE SIEKAapCTBEHHOMO npenapaTta u3 obopoTa.

7. YYaCTHMKaMM 3KCNepuMeHTa SBNSOTCS:

a) MuHWUCTEpCTBO 3ApaBooxpaHeHus Poccuiickort ®deaepaumy, MUHUCTEPCTBO MPOMBILLIEHHOCTU U
ToproBnu Poccuiickolt ®epnepaunm, MuHnctepcteo ¢puHaHcoB Poccuitckon Gepepaumnn, ®epepanbHasi Hanoroeast
cnyxba, depepanbHas TamoxeHHas cnyxba, depepanbHas cnyxba no Haasopy B cdepe 34paBOOXPaHEHUS,
TeppuUTOpMasnbHble opraHbl ®eaepanbHON CNyXx6bl Mo HaA30py B chepe 34paBOOXPAHEHUS;

6) cybbekTbl 0bpallleHns NekapCTBEHHbIX CpeacTB (MPOM3BOAUTENN NEKAPCTBEHHbLIX CPEACTB, OpraHu3auum
OMTOBOW TOPrOB/N NIEKAPCTBEHHBLIMM MpPerapaTaMu, nUa, BbiNoHsOWME MYHKUUM MHOCTPAHHOIO U3roTOBUTENS,
OpraHM3auUMn PO3HUYHON TOProBAWM JIEKAPCTBEHHBLIMM NpenapaTaMy, MeAuMUMHCKME OpraHu3aumu), nodaslune
3asIBKM Ha y4yacTue B 3KCMEPUMEHTE.

8. KoopavHauusi WCMONHeHMs HacToswero [MOSIOXKEHUSI OCYLLECTBASIETCA TMPOEKTHBIM KOMWTETOM MO
peanu3auun MNpUOPUTETHOrO MNpoekTa "BHeApeHWe aBTOMaTU3MPOBAHHOM CUCTEMbl MOHUTOPWHIA ABUKEHUS
NEKapCTBEHHbIX MPEMNapaToB OT MPOU3BOAWUTENS [0 KOHEYHOro MOoTpebutens Ans 3aluTbl HaceneHus oT
hanbcndruMpoBaHHbIX TEKAPCTBEHHBIX NMPENapaToB M ONepaTUBHOIO BbIBEAEHMS 13 060poTa KOHTpadaKTHbIX U
Heao6pOKaYeCTBEHHbIX MPenapaToB" B COOTBETCTBUM C MAcnoOpTOM YKa3aHHOrO MPUOPUTETHOrO MPOEKTa U ero
CBOAHbLIM NJIAHOM.
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