MocTtaHoBneHwne MpaBuTenbcTea PP ot 24.01.2017 N 62
"O npoBegeHUN IKCNEPUMEHTA MO MAPKMPOBKE KOHTPOSbHbLIMU
(MBEHTUDMKALNOHH. ..

NMPABUTEJIbCTBO POCCUUCKOW ®EOEPALIUA

NMOCTAHOBIEHUE
oT 24 aHuBaps 2017 r. N 62

O NPOBEAEHUU
OKCMNEPUMEHTA NO MAPKMPOBKE KOHTPOJIbHbIMA
(MAEHTW®UKALUOHHbIMW) 3HAKAMUA U MOHUTOPUHI'Y 3A OBOPOTOM
OTAENbHbLIX BWOOB NNEKAPCTBEHHbIX NMPEMAPATOB
anAa MEAMUUHCKOro NnPMMEHEHUA

MpaButenbcTBO Poccuinckon deaepauy NnocTaHOBNSAET:

1. Mposectn Ha Tepputopumn Poccuinckon depepaumm B pamkax peanusauumuM NpUOpUTETHOrO MnpoekTa
"BHegpeHne aBTOMATU3MPOBAHHOM CUCTEMbI MOHWTOPMHIA [OBWKEHUS JIEKapCTBEHHbIX MNpenapaTtoB OT
npou3BoguTenst 4O KOHEYHOro notpebutens Ans 3awutbl HAaceneHnsa oT anbCcurLMpPOBaHHBLIX JTIEKAaPCTBEHHbIX
npenapaToB U ONepaTUBHOIO BbiBeAEHMS M3 000OpoTa KOHTpadaKTHbIX M HedoOpoKayeCcTBEHHbIX MpenapaTos”
9KCMEPUMEHT MO MapPKMPOBKE KOHTPOSbHbIMW (MOEHTUMMKALMOHHBIMW) 3HAKaMM U MOHMTOPUHIY 3a 06OpOTOM
OTOENbHbIX BUAOB NIEKAPCTBEHHBIX NpenapaToB 4519 MeAULMHCKOTO MPUMEHEHUS (Janee - 3KCNepyMMEHT) B Nnepmog
¢ 1 deBpans no 31 gekabpst 2017 r.

2. YTBepauTb npunaraemoe [lonoxeHve O MNpOBEAEHUU IKCMEPUMMEHTa MO MapPKUPOBKE KOHTPOSbHBIMU
(MaeHTMPUKALMOHHBIMM) 3HAKaMU U MOHUTOPUHTY 3a 06OPOTOM OTAEMbHbIX BUAOB FIEKAPCTBEHHbBIX NpenapaTos
Ons MegMLMHCKOro NMPUMEHEHMS.

3. YcTaHoBUTb, YTO:

denepanbHbIMU OpraHamn MCNOSHUTENBHOW BNacTW, YNOSTHOMOYEHHbIMM Ha obecneyeHve npoBeneHus
aKcnepumMmeHTa, saBnsaTca MuHUCTepcTBO 3apaBooxpaHeHns Poccunckon depepaumun, MUHUCTEPCTBO (hUHAHCOB
Poccuiickon ®egepauunmn, MMHUCTEPCTBO NPOMBbILLMEHHOCTU 1 Toproenu Poccuiickon denepaummn, PegepansHasd
cnyx6a no Hag3opy B cdepe 3gpaBooxpaHeHus n ®egepanbHas Hanorosas cnyxoa;

onepaTopoM MHOPMALMOHHOW CUCTEMBI, OCYLLIECTBNALWNM MHOPMaLMOHHOE obecrnevyeHne npoBeaeHns
aKcnepumeHTa, andetca PegepanbHasa Hanoroeas cryxba.

4. MwuHucTtepcTBy 34paBooxpaHeHust Poccuiickon depepaumm, MuHuctepctBy duHaHcoB Poccuinckom
®egepaumun, MMHUCTEPCTBY NPOMBILINEHHOCTU K Toproenu Poccuickon ®epepaumun, ®egepansHon crnyxbe no
Hafa3opy B cdhepe 3gpaBooxpaHeHns n enepansHor Hanorosow cnyxxbe ao 1 dpespana 2018 r. npoBeCT OLEHKY
pe3ynbTaTtoB 3KCMepuMMEHTa W nNpeacTtaBuTb COOTBETCTBYWOWMA foknag B [MpaButenbctBo  Poccuiickon
depepauuu.

5. MNpoBeneHne aKCNepUMEHTa OCYLLECTBNSETCS 3a CYET OOMKETHBIX aCCUrHOBaHWMIA, MPenyCMOTPEHHbIX
MuHncTepcTBy 3apaBooxpaHeHusa Poccunckon ®epepauun, MuHuctepctBy ¢uHaHcoB Poccuiickon ®epepauuu,
MuHMCTEpPCTBY NPOMBILWNEHHOCTM U ToproBnu Poccuiickon ®epepauun, PepepanbHon cnyxbe no Hagsopy B
cdepe 3apaBooxpaHeHus n PepepanbHoW HanoroBon cnyxbe B dhegepanbHoOM GrogkeTe Ha COOTBETCTBYHOLLMM
(PUHAHCOBLIN ro Ha PyKOBOACTBO U ynpasneHue B cdhepe YyCTaHOBNEHHbLIX OYHKLUA.

Mpencenatens MNpaButenscTea
Poccwuiickon depepaumm
O.MEOBEOEB

YTBEPXKOEHO

nocTtaHoBneHueM lNpaBuTenbLCTBa
Poccwuiickon depepaumm

oT 24 aHBapsa 2017 r. N 62

NONOXEHUE
O NPOBEAEHUN SKCNEPUMEHTA NO MAPKUPOBKE KOHTPOJIbHbIMU
(MAEHTW®UKALUOHHbIMWN) 3HAKAMUA U MOHUTOPUHI'Y 3A OBOPOTOM

CtpaHnua 1 13 3



MocTtaHoBneHwne MpaBuTenbcTea PP ot 24.01.2017 N 62
"O npoBegeHUN IKCNEPUMEHTA MO MAPKMPOBKE KOHTPOSbHbLIMU
(MBEHTUDMKALNOHH. ..

OTAENbHbLIX BUAOB JNNIEKAPCTBEHHbLIX NPENAPATOB
ansda MEAMUUHCKOI o NPUMEHEHUA

1. Hacrtoswee [lonoxeHne ycTaHaBnNMBaeT MOPSAOK MPOBEAEHUSA 3KCMEPUMEHTA MO MapKUPOBKE
KOHTPOMbHBIMW (MAEHTUDUKALMOHHBIMU) 3HAKAMW U MOHUTOPUHIY 32 060POTOM OTAENbHbLIX BUAOB JIEKAPCTBEHHbIX
npenapaTtoB Ans MeAWLIMHCKOro NPYMEHEHNs, HAXOOALWUXCA B rpaXkgaHCKoOM obopoTe Ha TeppuTtopumn Poccuiickon
depepaumm (ganee - S3KCNEPUMEHT).

2. Uenamu BHeOpeHUS MapKMpOBKU NEKApCTBEHHbIX MpenapaTtoB KOHTPOSbHbIMU (MOEHTUMMKALMOHHBIMM)
3HaKaMu ABMAIOTCS:

a) NPOTUBOAENCTBME HE3AKOHHOMY NPOM3BOACTBY NEKapCTBEHHbIX NpenapaToB Ha TeppuTopun Poccuinckon
depepauuy;

6) npoTuBoOeNCTBME HE3aKOHHOMY BBO3Y JIEKApCTBEHHbIX NpenapaTtoB Ha TeppuTopuio Poccuickon
degepauuu;

B) MPOTMBOAEWCTBME HE3aKOHHOMY OOOpOTY feKkapCTBEHHbIX NpenapaTtoB Ha TeppuTopun Poccuiickom
degepauuu;

r) NPOTMBOAENCTBMNE HEQOOPOCOBECTHOM KOHKYpPEHUUN B chepe obopoTa nekapCTBEHHbIX NpenapaTos;

4) CTaHgapTu3aumsi 1 yHudumkauma npouegyp ydeTa MOCTaBOK W pacnpefeneHust NekapcTBEHHbIX
npenapaToB, B TOM Y/CIe 3aKynaemblX AN rocy4apCTBEHHbIX HYXA.

3. LlensmMun akcnepmMmMeHTa SBAsOTCA:

a) onpegeneHve 39dMEKTUBHOCTM W pe3ynbTaTMBHOCTM paspabaTbiBaeMON CUCTEMbI KOHTPONSA 3a
OBWKeHneM Ha TeppuTtopun Poccuiickon ®epepaumm nNekapcTBEHHbIX MpenapaToB OT  npou3BoguTens
(vmnopTepa) 40 KOHEYHOro NoTpebuTens B LLENOM M KaXaoro U3 y4aCTHUKOB pblHKa fleKapCTBEHHbIX NpenapaTos B
OTAENbHOCTU AN AOCTUXKEHUS Lienen, Yka3aHHbIX B NyHKTe 2 HacToswero [NonoxeHus;

6) onpepeneHve M3MeEHEHUN, KOTopble HeOOXOAMMO BHECTM B HOPMAaTWUBHblE NMpaBOBble akTbl Poccuickon
depepaumu, pernameHTmpyrowme cdepy obpalleHnsi NekapCTBEHHbLIX NpenapaTos, B Cry4yae NPUHATAS peLleHns
O BHELPEHNM MOHUTOPUHIa 3a 000POTOM OTAENbHbIX BUOOB NEKAPCTBEHHbIX NpenapaTos;

B) onpedeneHne TEXHWYECKNX BO3MOXHOCTEW WHGOPMALMOHHOW cucTembl, B KoTopon Oyget
OCYLLECTBMNATLCA  MHOpMauuoHHoe obecrnevyeHne MpoBeAeHNs 3SKCNepuMMeHTa, U HeobxogumocTn ee
OanbHeWLero passuTus.

4. MapkupoBKa neKapCTBEHHbIX MpenapaToB KOHTPOMbHbIMU (MAEHTUMUKALMOHHBIMW) 3HAKaMu B LIENsX
NpoBeAEeHUs SKCNeprMeHTa OCyLLEeCTBMASETCA NPOM3BOANTENAMN NEKapCTBEHHbIX NPenapaToB C MCMNOMNb30BaHNEM
OBYXMEPHOrO LUTPMXOBOIO KOAA.

HaHeceHne yka3aHHOW MapKMpOBKM He TpebyeT BHECEHUS U3MEHEHWA B pPerucTpauuoHHOe [A0Cbe Ha
nekapcTBEHHbIN npenapar.

5. OkcneprvMeHT npoBoaMTCS Ha OOOPOBOMBLHOW OCHOBE Ha OCHOBaHWM 3asiBOK CyObekToB obpalleHus
nekapcTBeHHbIX cpeacTs B nepuog ¢ 1 depans no 31 gekabpsa 2017 r.

MpuopuTeTHbIMK ANS y4acTus B SKCMEPUMEHTE SBNSAOTCH NekapCTBEHHbIE npenapaThbl, NpeaHa3HayYeHHble
ansa obecneyeHns nuu, GONbHbIX reMoUNMEn, MyKOBUCUMO030M, MMNodm3apHeiM HaHM3MOM, 6onesHblo MoLe,
3110Ka4eCTBEHHBIMU HOBOOOPa30BaHUSAMU NMMMEONOHON, KPOBETBOPHOW M POACTBEHHbIX UM TKAHEW, PacCesHHbIM
CKI1epO30M, NUL, MOCNE TPaHCMIIaHTaL MmN OPraHoB U (UNN) TKaHewn.

6. [na npoBegeHuns akcriepumeHTa MuHUCTEPCTBOM 3apaBooxpaHeHus Poccuickon Pepepaumm no
cornacoBaHuio ¢ MwuHuctepctBoM (uHaHcoB Poccuickon depepaumm, MUHUCTEPCTBOM MPOMBbILLFIEHHOCTU U
Toproenu Poccuiickon depepauumn, MMHACTEPCTBOM CBSI3M U MACCOBLIX KOMMYHUKaLmi Poccuinckon depepaumm,
depepanbHon cnyxkbon no Hagsopy B cdepe 3gpaBooxpaHeHus u degepanbHOW  HaNoroBon cryxoom
yTBEPXKAATCA METOAMYECKME peKOMEHAaUUN, KOTOPLIMW YyCTaHaBNMBaOTCH B TOM YKCNE:

a) npaBuna KoAMpoBaHus (CTPYKTypa koda, cnocob opmMmpoBaHus, opmar);

0) TpeboBaHust K NHPOPMALIMOHHON CUCTEME;

B) TpeboBaHuUsi K 060PYAOBaHNIO, NCMOMNb3yEMOMY AN CYUTbIBAHUSA KOLOB;

r) nopsigok nepedayn u obmeHa MHopmMauuen;

[) NopsifoK B3aMOAENCTBUS UHOPMALMOHHOW CUCTEMbI C UMEKLLUMUCS MHPOPMAaLMOHHBIMU peECcypcamu;

€) NopsifoK nojayun 3asiBKM Ha ydacTMe B IKCMEPUMMEHTE U MpurnaraemMblX K HEW LOKYMEHTOB, a Takke
TMnoBas oopma 3asBKMU;

) NOpsSAOK perucTpaumm y4acTHUKOB B CUCTEME;

3) NOPSIAOK BHECEHMS MHGOPMaLMK B CUCTEMY, BKIOYas NepeyeHb NpeaocTaBngemMon nHopmaumm;

1) NOPSSOK MOHUTOPUHIA U OLEHKM Pe3ynbTaToB SKCMNEPUMEHTA;

K) (PYHKUMM y4aCTHMKOB 3SKCMEPUMEHTA M MOPAOOK MX B3aMMOAEWCTBMUSA, BKIKOYAsi CPOKM M OCHOBaHWS
MPUHATMSA peLleHns O BbiBOAE NeKapCTBEHHOMO npenapara u3 oboporta.
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7. Y4yaCTHMKaMM 3KCNepUMeEHTa ABMSOTCS:

a) MwuHuctepctBo 3apaBooxpaHeHus Poccuiickon ®epepaumn, MUHUCTEPCTBO MNPOMBILLFIEHHOCTU W
Toproenu Poccuinckon ®epepaummn, MuHuctepctso domHaHcoB Poccuiickon ®efepauun, depepansHasa Hanorosasi
cnyxba, ®egepanbHad TamoxeHHast cnyxba, PenepanbHaa cnyxba no Hagsopy B cdepe 34paBOOXpaHeHus,
TeppuTopmanbHble opraHel PefepanbHoi crny0bl MO Haa30py B chepe 30paBOOXpPaHEHNS;

0) cybbekTbl 0OpalleHns ekapCcTBEHHbIX CpeacTB (MPOU3BOAUTENM NEKAPCTBEHHbBIX CPEACTB, OpraHn3aLmm
ONTOBOW TOPrOBNW NEKapCTBEHHLIMU MpenapaTtaMu, nuua, BbINOMHSOWME PYHKUUN MHOCTPAHHOIO NU3roToBUTENS,
opraHv3aumyM po3HWYHON TOProBMM FEeKapCTBEHHbIMW MpenapaTtaMu, MeOVUUHCKME opraHusauuu), nogasluve
3asBKM Ha y4acTme B SKCNeprMeHTe.

8. KoopaumHaumsi mncnonHeHust Hactosiwero [lonoxeHWs OcCyLecTBNSAeTCAa MNPOEKTHbIM KOMUTETOM MO
peanusaumm MpUOpPUTETHOrO npoekta "BHegpeHwe aBTOMaTU3MPOBAHHOW CUCTEMbl MOHUTOPWUHra OBWXEHMS
NEKaApCTBEHHbLIX MpenapaTtoB OT MPOU3BOAUTENS [0 KOHEYHOro noTpebutens ans 3awuTbl HaceneHus ot
dhanbcmdnLMpoBaHHbIX NEKAPCTBEHHbIX NpenapaToB U ONepaTMBHOIO BbiBEAEHUS M3 0B6opoTa KOHTpadakTHLIX U
HeJOoOpoKayYeCTBEHHbLIX NpenapaTtoB” B COOTBETCTBMM C MACMOPTOM YKa3aHHOro NPMOPUTETHOIO MPOEKTa M €ero
CBOAHbLIM MI1AHOM.
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