MocTtaHoBneHue MpaButensctea PO ot 24.01.2017 N 62
"O npoBegeHUN IKCNeprMeHTa No MapKMPOBKE KOHTPOMbHbIMU
(MOEeHTMMKALMOHH. ..

NPABUTENbCTBO POCCUUCKOW ®EOEPALUNU

NMOCTAHOBIIEHUE
oT 24 auBaps 2017 r. N 62

O NMPOBEAEHUM
SKCMNMEPUMEHTA MO MAPKUPOBKE KOHTPOJIbHbIMW
(MAEHTUD®UKALIMOHHbIMU) 3HAKAMU 1 MOHUTOPUHTY 3A OBOPOTOM
OTAENbHbIX BUAOB NEKAPCTBEHHbIX NMPEMAPATOB
anAa MEANUUHCKOro NnPMMEHEHUA

MpaButensctBo Poccuiickon Pepeparmm nocTaHOBNSET:

1. MpoBectn Ha Tepputopun Poccuickon Pepepaumm B pamkax peanusauum nNpUOPUTETHOIO NpoekTa
"BHegpeHne aBTOMATU3NPOBAHHOW CUCTEMbI MOHWUTOPUHIA AOBWXEHUSI NEeKapCTBEHHbIX MpenapaTtoB OT
npoussoauTens A0 KOHEYHOro notpebutens onsa 3awmTtbl HaceneHns oT hanbCUULMPOBAHHbBIX NEKapCTBEHHbIX
npenapaToB U OMNepaTUBHOIO BbIBEAEHUS M3 0060poTa KOHTpadakTHbIX U HegoOpoKkayecTBEHHbIX MpenapaTos”
3KCMEPUMEHT MO MAapPKMPOBKE KOHTPOIMbHBIMU (MAEHTUMMKALUMOHHBIMU) 3HAKAMU U MOHUTOPUHTY 3a 06opoTOM
OTOENbHbIX BUAOB NEKAPCTBEHHbIX NpenapaToB AN MeAULMHCKOrO NPUMEHEHUs (qanee - 3KCNepUMeEHT) B Neprog,
c 1 peBpans no 31 gekabps 2017 r.

2. YTBepauTb npunaraemoe [lonoxeHne O NpoBeAEeHUM 3KCMepUMEHTa MO MapKUPOBKE KOHTPOSbHbIMU
(naeHTMUKALMOHHBIMM) 3HAKaMU U MOHUTOPUHTY 32 060POTOM OTAENbHbBIX BUOOB NEKapCTBEHHbIX NpenapaTos
AN MeguLMHCKOro NPpMMEHEHMS.

3. YCcTaHoBUTb, YTO:

dedepanbHbIMU OpraHamn UCMOMHMTENBHOW BRacTh, YNOMHOMOYEHHbIMW Ha obecneveHne npoBeaeHUs
aKcnepvMeHTa, AsnsTcs MuHucTepcTBo 3apaBooxpaHeHus Poccunckon depepaumm, MuHMcTepcTtBo OMHAHCOB
Poccuickon ®egepaummn, MuHMCTEpCcTBO NPOMbILLNEHHOCTN 1 Toproenu Poccuiickon ®epepaumnun, ®egepansHas
cnyxba no Hag3opy B cdhepe 3apaBooxpaHeHns n degepanbHasi Hanorosas crnyxoa;

onepaTopoM MHOPMALMOHHOW CUCTEMBI, OCYLLECTBASIOWMM MHOPMaLMOHHOEe obecneyeHme NpoBeaeHUst
aKcnepuMeHTa, siBnseTca ®egepansHasa Hanoroeasi cnyxoa.

4. MwuHucTtepcTBy 3gpaBooxpaHeHus Poccuiickon depepauumun, MuHuctepctBy ¢uHaHcoB Poccuiickon
®enepaummn, MMHUCTEPCTBY MPOMBILLNIEHHOCTM U ToproBnu Poccunckon ®epepaunmn, ®egepansHon cnyxbe no
Haa3opy B cdepe 3gpaBooxpaHeHusa n ®egepansHon Hanoroson cnyxbe oo 1 pespans 2018 r. NpoBECTU OLEHKY
pes3ynbTaTtoB 3KCMEepUMEeHTa W MpeacTaBUTb COOTBETCTBYWOWMA Aoknag B [lpaButensctBo Poccunckon
depepauymm.

5. MNpoBegeHne aKcnepuMeHTa OCYLLEeCTBNSEeTCA 3a cyeT OlmKeTHbIX aCCUrHOBaHWW, NpedyCMOTPEHHbIX
MuHucTepcTBy 3gpaBooxpaHeHus Poccuickon ®egepauun, Munnctepctey duHaHcoB Poccuiickon depepaumm,
MuHUCTepCTBY MpPOMbIWIIEHHOCTM U ToproeBnu Poccuiickon ®Pepepaumun, degepancHon cnyxbe no Hagsopy B
cepe 3gpaBooxpaHeHus n PepepanbHOM HaNoroBomn cnyxbe B dpegepanbHOM OlOOXeTe Ha COOTBETCTBYHOLLMN
(hbMHAHCOBbLIN ro Ha PyKOBOACTBO U ynpaBneHue B cdhepe YyCTaHOBMNEHHbIX (YHKLNIA.

Mpencenatens MNpaButenbcTBa
Poccuitckon denepaumm
O.MEOBELOEB

YTBEPXKOEHO

noctaHoerneHuem MpaBuTtenscTBa
Poccuinckon denepaumm

OT 24 aHBaps 2017 r. N 62

NONOXEHUE
O NPOBEOEHUN 3KCMNEPUMEHTA MO MAPKUPOBKE KOHTPOJIIbHbIMU
(MVOAEHTU®UNKALUMNOHHbIMU) 3HAKAMU U MOHUTOPUHI'Y 3A OBOPOTOM
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OTAENbHBIX BUAOB NEKAPCTBEHHbIX MPEMNAPATOB
anAa MEANUUHCKOro NnPMMEHEHUA

1. Hactoswee [lonoxeHne ycTaHaBnMBaeT MNOPSAOK MPOBEAEHUA IKCNEepUMEeHTa Mo MapKupoBKe
KOHTPOMbHbIMMW (MAEHTUDUKALMOHHBIMU) 3HAKAMU U MOHUTOPUHTY 3a 0O0POTOM OTAENbHbIX BUAOB NIEKAPCTBEHHbIX
npenapaToB ANnst MEAMLUHCKOIO NPYMEHEHWS, HAXOASLWNXCS B rpaXgaHCckom o6opoTe Ha Tepputopumn Poccuinckon
depepauuu (oanee - SKCNEPUMEHT).

2. Uenamu BHeapeHUs MapKMpOBKU NEKApCTBEHHbIX MpenapaTtoB KOHTPOSbHbIMU (MAEHTUMKALMOHHBIMW)
3HaKaMu ABMaI0TCA:

a) NpOTUBOAENCTBME HE3AKOHHOMY MPOV3BOACTBY fleKapCTBEHHbIX MpenapaToB Ha Tepputopun Poccumnckon
degepaumu;

©) npoTMBOOENCTBME HE3aKOHHOMY BBO3Y IEKapCTBEHHbIX npenapaTtoB Ha TeppuTtoputo Poccuiickon
degepaumu;

B) NPOTUBOAEWCTBUE HE3aKOHHOMY OOOpOTY NEKapCTBEHHbIX MpenapaTtoB Ha Tepputopum Poccunckon
depepauymu;

r) NPOTUBOAENCTBME HEJOOBPOCOBECTHOM KOHKYpEHLMM B cdhepe 060poTa NekapCTBEHHbIX NPenapaTos;

[4) CTaHgapTusauus W yHudUKauMsa npouedyp y4veTa MOCTaBOK W pacnpefeneHus nekapCTBEHHbIX
npenapaToB, B TOM Y/CNe 3aKkynaeMbliX Ans rocygapCTBEHHbIX HYXA.

3. Llenamu akcnepumeHTa ABnstoTCS:

a) onpegeneHve 3d@EKTMBHOCTM U pe3ynbTaTUBHOCTM pa3pabaTbiBaemMo CUCTEMbl KOHTPOMs 3a
OBWXeHMeM Ha Tepputopun Poccuiickon ®efepauum nekapcTBeHHbIX MpenapatoB  OT  NPOW3BOAUTENS
(vmnopTepa) A0 KOHEYHOro NOTPebUTENS B LIENTOM U KaXAoro U3 y4acTHWKOB pPbIHKa NeKapCTBEHHbIX NpenapaTos B
OTOENbHOCTW ANst AOCTUXKEHMUS Lenen, yKkasaHHbIX B MyHKTe 2 HacTosLwero Nonoxexus;

0) onpeneneHne N3MeEHeHUI, KOTOpble HEOOXOAMMO BHECTU B HOPMAaTMBHbIE MPaBOBbIE akTbl Poccuickom
®epgepaumn, pernameHTupyowme cepy obpalleHms nekapCTBEHHbIX NMpenapaTos, B Criydae NPUHATUSA peLlueHnst
0 BHEAPEHWUMN MOHUTOPMHIa 3@ 060POTOM OTAEmMbHbIX BUOOB NEKapCTBEHHbIX NPenapaTos;

B) onpegeneHne TEeXHWYECKMX BO3MOXHOCTEW WH(OPMALMOHHOMW cucTembl, B KOTopou OygeT
OCYLLECTBMNATLCA MH(OpPMaUMOHHOE obecneyeHne nNpoBedeHUs 3JKCMepUMMEHTa, M HeobxoauMmocTu ee
JanbHenLwero passuTus.

4. MapknpoBKka NneKkapCTBEHHbIX MpenapaToB KOHTPOMbHbIMU (MOEHTUPUKALMOHHBIMUK) 3HaKaMu B Lensax
npoBefeHUs 3KCNnepuMeHTa OCyLLEeCTBNAETCA NPOU3BOAUTENAMU NEKapCTBEHHbIX NpenapaToB C UCMNOMb30BaHUEM
OBYXMEPHOro LUITPUXOBOro Koaa.

HaHeceHve yka3aHHOW MapKUpPOBKM He TpebyeT BHeCEeHUS W3MEHEHU B PEerMcTpauMoHHOE [O0Cbe Ha
nekapcTBeHHbIN npenapar.

5. 3kcnepyMMeHT MpoOBOAMTCA Ha AOOPOBOMbLHOM OCHOBE Ha OCHOBAHMU 3asdBOK CybbekToB obpalleHus
nekapcTBeHHbIX cpecTB B nepuog ¢ 1 despans no 31 gekabpsa 2017 r.

MpropuTeTHBIMK ANS y4acTus B SKCMEPUMEHTE ABNAOTCHA NEKapCTBEHHbIE NpenapaThbl, NpeAHa3HayYeHHbIe
ans obecneyeHms nuu, 60NbHBIX reModuUIMen, MyKOBUCLMAO30M, rMnodur3apHbIM HaHM3MoOM, GonesHbio [oLwe,
3r10KayeCTBEHHbIMU HOBOOOpa3oBaHNAMM NTIMMAOUAHON, KPOBETBOPHOW U POACTBEHHbBIX UM TKaHEN, pacCesiHHbIM
CKIepo3oM, Nu1L, Nocne TpaHCnnaHTauum opraHoB U (Unun) TKaHen.

6. Ona npoBegeHna akcnepumeHta MuHUCTEpPCTBOM 3apaBooxpaHeHust Poccuiickon depepaumm no
cornacoBaHuto ¢ MuHuctepctBom duHaHcoB Poccuiickon depepaumm, MMHUCTEPCTBOM MNPOMBbILLSIEHHOCTU U
Toprosnu Poccunckon ®epepauuun, MMHAUCTEPCTBOM CBS3U U MacCOBbIX KOMMYHUKauun Poccuiickon ®epepaumu,
depepanbHon cnyxbon no Haasopy B cdepe 3apaBooxpaHeHuss n PepepanbHONM  HANoOroBoW  CryXOom
yTBEPXAATCA METOAMYECKME PEKOMEeHAAaUUN, KOTOPLIMW YCTaHaBNMBAKOTCS B TOM YMCHE:

a) NpaBuna KogupoBaHus (CTPyKTypa Koaa, cnocob cdhopmmupoBaHus, hopmar);

0) TpeboBaHNs K MIHPOPMALMOHHON CUCTEME;

B) TpeboBaHus kK 060pyAOBaHWIO, NCMOMb3YEMOMY AN CYUTbIBAHUSA KOOOB;

r) nopsgoK nepegadn n obmeHa nHdopmaumen;

A) NopsigoK B3aumMogencTBms MHAOPMaLMOHHON CUCTEMbI C UMEHOLLMMUCS UHEOPMaLMOHHBIMU pecypcamu;

€) NopsgoK MoAdayn 3asiBKM Ha yyacTue B 3KCMEpUMMEHTe U npunaraeMblX K HEeWl OOKYMEHTOB, a Takke
TMnoBasi opma 3asaBKu;

X) NOPSAOK perncTpauum y4acTHUKOB B CUCTEME;

3) NOpPSAAOK BHECEHUS HDOPMAaLIMK B CUCTEMY, BKITOYAsA nepeveHb NpeocTaBngeMon nHopmasmy,

1) NOPSAA0K MOHUTOPUHIA 1 OLIEHKN Pe3yNbTaToB SKCNEPUMEHTA;

K) (DPYHKLMM Yy4aCTHUKOB ISKCMEPUMEHTa U MopsaoK UX B3aUMOAEMWCTBUS, BKMOYas CPOKU UM OCHOBaHUS
MPUHATMS peLLeHns O BbIBOAE NEKapCTBEHHOrO npenapara us obopora.
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7. YyacTHMKaMK 3KCnepumMeHTa aBnatoTCs:

a) MwuHuctepctBo 3apaBooxpaHeHusi Poccuiickon ®epepauun, MUHUCTEPCTBO MPOMbILLSIEHHOCTU U
Toproenu Poccuickon ®epepauun, MuHuctepcteso cuHaHcoB Poccuiickon ®epepaunn, egepansHas Hanorosas
cnyxba, denepanbHad TaMOxeHHasa cnyxba, degepanbHaa cnyxba no Hagsopy B cdepe 30paBOOXpaHEHMS,
TeppuTopuarnbHble opraHbl PefepansHON cryxObl MO HaA30py B chepe 34paBOOXPaAHEHUS;

0) cybbekTbl 0bpalLeHnNst NekapCTBEHHbIX CPeacTB (MPOM3BOAUTENN NEeKapCTBEHHbIX CPEACTB, OpraHvM3aunm
ONTOBOW TOProBNW NEKapCTBEHHbIMW NpenapatamMu, nuua, BbINOMHAKWME (PYHKUUN MHOCTPaHHOIO N3roToBUTENS,
opraHm3aummM pPO3HWYHOW TOProBMM JEKAapCTBEHHbIMW MpenapaTtaMmv, MeOUUUHCKME OpraHusauuu), nogasluve
3a5BKM Ha y4acTue B IKCNIEPUMEHTE.

8. KoopamHauusi wcnomnHeHus HacTosiwero [lonoXeHus OCyLIEeCTBASIETCA MNPOEKTHbIM KOMUTETOM MO
peanu3aumm nNpUopuUTETHOro npoekra "BHegpeHwe aBTOMaTM3MPOBAHHOW CUCTEMbI MOHUTOPUHra OBWXKEHMUS
NeKapCcTBEHHbIX MpenapaTtoB OT MNpou3BoauTeENs [0 KOHEYHOro noTpebutena And 3awuTbl HaceneHus oOT
danbCcuULIMPOBaHHbIX NEKAPCTBEHHbIX NpenapaToB U ONepaTMBHOIO BbiBeAeHUSA 13 060poTa KOHTpadaKTHbIX U1
HegobpokayeCcTBEHHbIX MpenapaTtoB" B COOTBETCTBMM C MAcnoOpTOM yKa3aHHOro MPUOPUTETHOrO MpOeKTa U ero
CBOHbIM Mf1aHOM.
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