YTBEPX/IEH
npe3uguyMmom CoBeTa
nipu [Ipesunente Poccurickon denepanuu
10 CTPATETUYECKOMY Pa3BUTHIO
Y IPUOPUTETHBIM MIPOEKTaM
(mpotokoi oT 25 okTs10pst 2016 1. Ne 9)

HACHOPT

NMPUOPUTETHOI'O IMTPOECKTA "BHeleeHl/Ie aBTOMaTI/IE}HpOBaHHOﬁ CUCTEMBI MOHUTOPHUHIA ABH/KCHUA JICKAPCTBCHHBIX
npemapaToB OT IPOU3BOAUTEIA 10 KOHECYHOTO HOTpeﬁl/ITeJlﬂ AJIA 3aIIIUThI HACCJICHHUSA OT (l)aJ]LCI/I(l)l/I[[I/IpOBaHHLIX
JJEKAPCTBCHHBLIX IPEMmapaToB U ONNEPATUBHOI'O BbIBCJICHUSA U3 OﬁOpOTa KOHTpa(l)aKTHLIX u HC}IOﬁpOKa‘IeCTBeHHLIX

npenaparon"

1. OCHOBHBIE MOJIOKEHUS

Haumenosaunue
HAIpaBJICHUS

31paBoOXpaHEHNE

Kpatkoe
HaNMEHOBAHUE MPOEKTa

JlexapctBa. KauecTBo u 6€301acHOCTbD. Cpoxk Hauana u 25.10.2016 -
OKOHYaHUS MMPOEKTA 01.03.2019

Kyparop

O.10.T'onoxen, 3amecturens [Ipencenarens [IpaBurensctBa Poccuiickoit @eaepannu

Crapiiiee JOJKHOCTHOE
muto(CJJT)

O yHKIMOHAIBHBIN
3aKa34uK

B.1.CkBopnoBa, Munuctp 3apaBooxpanenust Poccuiickoit denepannu

PykoBoaureins npoekra

N.H.Karpamanssz, nepBsiid 3aMecTuTeNlb MUHUCTpPA 31paBooxpaneHus Poccuiickont @enepanun

KittoueBble yuacTHUKHU
IPOEKTa

MuHucTepcTBO 3apaBooxpanenus Poccurickon denepanuu
denepanbHas ciayx0a no Haa30py B cepe 31paBooXpaHeHUs




denepanbHasi HAJIOroBas Ciryxoa

MWUHHUCTEPCTBO MPOMBINIJIEHHOCTH U TOProBiik Poccutickon denepanuu
MunuctepcTBO hrHaHCcOB Poccutickoit deneparu

MUHHCTEPCTBO CBA3U U MACCOBBIX KOMMYHUKAIIUI

* HeoOs13aTeIbHAS MTO3ULNUS, HA3HAYAETCS [0 pelIeHuto npesuauyma Cosera

2. ConeprkaHue MPUOPUTETHOTO IPOEKTa

]_IGJIB IIPOCKTAa 3aHII/ITa HaCCJICHHU OT (baJIBCI/I(bHHI/IpOBaHHBIX, HGI[O6pOKaquTBCHHBIX u KOHTpa(l)aKTHI)IX JICKApCTBCHHBIX

100% nexapcTBeHHbIX npenapatos k 31 gexadps 2018 r.

[pernapaToB U NPeJOCTaBICHUE HEOTPAaHUUEHHOMY KpyTy OTpeOuTenen (rpax/iaH) BO3MOXHOCTU IPOBEPKU
JIETajJIbHOCTHU 3apPETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MIPENApaTOB, HAXOIAIIMXCS B TPAXKIaHCKOM 000poTe,

OCYLIECTBJISIEMOM C MCIOJIB30BaHNEM ABTOMAaTU3NPOBAHHOW CHCTEMBI MOHUTOPUHTA JIBUKECHHUSI
MapKHUPOBAHHBIX JIEKAPCTBEHHBIX MPENApaTOB OT MPOU3BOAUTENS JO KOHEUHOTO MOTPEOUTENS], C OXBATOM

3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX
IpenapaToB, HAXOSAIIUXCS B TPAXKIAHCKOM
00opoTe, C BO3MOKHOCTBIO TIPOBEPKH
HEOTPaHWYEHHBIM KPYTOM MOTpeOuTenei
(rpaxknaH) ux JIETaabHOCTH

Tun BasoBoe [Tepuon, rox
IToxa3aTrenb * i
MoKazares 3HA4YCHHUE 2017 2018 2025
OxBar UHAUBUIYAITBHON MapKUPOBKOM OCHOBHOM 0 - 100% | 100%

* ©a30BO€ 3HAUYCHHE MMOKA3aTeNs Ha OTYETHYIO J1aTy.

** B paMKax 9KCIEpPUMEHTa Ha T0OPOBOJILHOW OCHOBE - HE MEHEE 5 MEXIyHAPOJHBIX HEMTATeHTOBAHHBIX HAMMEHOBAHUH MpenapaToB, BXOAAIINX B
NepeyeHb JIEKApPCTBEHHBIX IMpernapaToB JUIsl JiedeHHs] OOJNBbHBIX reModuined, MYKOBHCLUHIO030M, OoJe3Hbio [ome, 370KauecTBEHHBIMU
HOBOOOPA30BaHUAMHM JIMM(POUTHON, KPOBETBOPHOW M POJICTBEHHBIX MM TKaHEW, pacCesHHBIM CKJIEPO30M, JIHMII TOCJIE TPAHCIUIAHTAIlMA OPraHOB

u (wm) Tka"en (manee - 7 B3H).
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Pesynbrars
MIPOEKTa

1. Beenena B akcmuryaranuto "®denepaibHas rocy1apcTBEHHAs: UH(POpMALIMOHHAs CUCTEMA
MoHuTopurHra JIBUKEHUS JIEKAPCTBEHHBIX IPENapaToB OT IPOU3BOIUTEINS JO KOHEYHOI'O OTpeduTes"
(®Ir'C MUIII):

- 6osee 350 ThIC. yHaCTHUKOB CUCTEMBI - CyOBeKTOB oOpateHus JIIT;

- CBBILLIE 5 MIIPA. B FOJl OTCJIEKUBAEMBIX CUCTEMOU YIIAKOBOK JIEKAPCTBEHHBIX IPENApaTOB.

2. IlpenocraBieHsl HH(OPMALIMOHHBIE CEPBUCH] HEOIPAaHUYEHHOMY KpyTy HOTpeOuTenen (rpaxias) amis
IIPOBEPKH JIETATBHOCTHU JIEKAPCTBEHHBIX MPENapaToB, HAXOAAIIUXCS B 000poTe.

3. ®I'NC MJIIT nnTerpupoBana ¢ BeIOMCTBEHHBIMUA WH(GOPMAITMOHHBIMU CHCTEMaMH KITFOYEBBIX
YYaCTHUKOB IIPOLIECCa MAPKUPOBKHU:

- EMHBINA rOCyTapCTBEHHBIN PEECTP IOPUANYECKUX JIULL,

- ['ocymapcTBEeHHBIN peecTp JIEKAPCTBEHHBIX CPEACTB,

- ABTOMaTH3MpOBaHHbIe cUCcTeMBI "'BriOOpOouHBIii KOHTpOIB", "JIntieH3upoBanue",

- CUCTEMa MEKBEIOMCTBEHHOT'O HH(OPMAIITMOHHOTO B3aUMOIEUCTBHU,

- HH(OpPMALIMOHHBIE CUCTEMBI YHACTHUKOB 000pOTa JIEKapCTBEHHBIX MIPENapaToB.

4. C ucnonwzoanuem OI'NC MJIJIIT opranuzoBan MOHUTOPUHT CPOKOB roanoctu JII, Haxoasiimuxcs B
oOpaIieHnu, U3bATHS U3 00palieHus: HeoOpoKaueCTBEHHBIX U KOHTpadakTHbIX JIIT u X yHUUITONKEHUS.

5. [IpoBeneHa kammnaHus Ha TEJIEBUICHUH, TOMYJISPU3UPYIOLIasi BO3MOKHOCTh MPOBEPKH JIETAIbHOCTU
JIEKAPCTBEHHBIX NPENApaTOB, Pa3MEIIEHbI POJIMKHU C COLIMAIIBHON PEKIaMOM, ITOKA3bIBAIOIINE BO3MOKHOCTD
IPOBEPKU JIETAIBHOCTH JIEKAPCTBEHHBIX MPENApaTOB C UCIIOJIb30BAHUEM CMapT(OHOB, MJIAHIIETOB U
YCTPOWCTB, pa3MEILIEHHBIX B alITEUHBIX yupexkaeHuaX. Pazmeniena pexnama B nedatasix CMU, uznansl n
pacrnpocTpaHeHbl OYKJIEThI U OPOIIIOPHI.

Onucanue
MOJEeNH
(GyHKIHMOHU-
pOBaHUsA
pE3yJIbTATOB
IPOEKTa

1. IlpenocraBnenue Bo3MoxxHocTU BeceM ydacTHukam OI'IC MJIIT (nanee - Cuctema) peructparuu
B cucreMe onepanuii mo asmxeHuto JII1 Ha Bcex 3Tamax ux oOpaieHus (Ipou3BOAUTENb, OpraHU3aALIMS
ONTOBOW TOPIrOBJIM, B TOM YHCJIE OcyliecTBIsromas nmMnopt JII1, anteynas opranuzanus, MEAUIMHCKAS
OpraHu3allys, peann3alus MoTpeOUuTENIO).

2. Monutopunr npwxkenuns JII1 Ha Bcex aTanax ux oOpatienust (IpOU3BOAUTENb, OpPTaHU3AIHS OITOBON
TOPrOBJIH, B TOM 4YHCIIe ocylecTBIsomas umnopt JIII, anteunas opraHu3anns, MeIMIUHCKas
OpraHu3alysl, peanu3anus noTpeduTento) B pazpese kKonkperHoro JIII, konkpeTtHoit cepum JIII,
ynakoBku JIII.




4

3. MonutopuHr cpokoB rogHoctu JIII, Haxoasammxcst B 0OpaleHu .

4. bnoxupoBaHue nporecca oopamieHus (paabcupuIupOBaHHbIX, HETOOPOKAUECTBEHHBIX U
KoHTpadakTHbIX JIII, B OTHOLIEHNH KOTOPHIX YIOJIHOMOYEHHBIM (peiepaibHbIM OPraHOM UCIIOJIHUTEIbHON
BJIACTH MPHUHSTO PELIEHUE O IPUOCTAHOBKE 0OpaIeHus, TM00 MOoAJIeKAIIUX U3BSITHIO U3 000pOTa U
YHUYTOXKEHUIO.

5. MOHUTOPUHT U3bITHA U3 0OpalieHus (PpanbCupuIUPOBaHHBIX, HETOOPOKAYECTBEHHBIX U
koHTpadakTHbix JII1 u nmpouecca yauuroxkenus JII1 myrem conocrtaBieHust HHGOpPMAIMU O HAXOIAIIUXCS
B oOpamenuu JII1 ¢ undopmanumeit o 3a0JI0KMPOBAHHBIX, U3BIATHIX U3 00OpaIeHus] 1 YHUUTOKEeHHbIX JIIT.
3a0JI0KMpOBaHHbBIE, U3BITHIE U3 00palleHus 1 yHuuToxkeHHbIe JIIT aBromaTnyecku BeiBoAsTCS Cucremon
13 000pOTa U YUUTHIBAOTCS AJI1 (POPMUPOBAHUS aHATUTHYECKUX OTUYETOB.

6. [IpenocraBnenue BO3MOKHOCTH ydyacTHUKAaM CHCTEMBI MOJTYYCHUS aHATUTUYECKUX OTYETOB B paMKax
UX TIOJIJHOMOYHH.

7. IlpoBeneHue B cpeicTBaX MacCOBOM MHPOPMAIMK aKIUH, MOMYJISIPU3YIOLUIUX BO3MOXKHOCTD J1JIs
IIMPOKOTO Kpyra norpedureneit (rpaxaaH) IpOBEPKH JIETAIBHOCTH JIEKAPCTBEHHBIX NPENapaToB,
HaxoAsIuXxcsl B 00opote. PazMelieHre poJuKoB ¢ COLMAIbHON PEKJIaMOil Ha TEIEBUICHUU U B IIEYaTHBIX
CMMU, neMOHCTPUPYIOIIMX BO3MOKHOCTH MPOBEPKHU JIETATBHOCTH JIEKAPCTBEHHBIX IIPENAPATOB C
UCIOJIb30BaHUEM MOOMIIBHBIX YCTPOICTB, @ TAKXKE YCTPONCTB, pa3MEIIEHHBIX B allTEYHBIX YUPEKICHUSIX.
N3nanue u pacnpocTpaHeHue OYKIETOB U OpOILIIOP.

3 DTanbl 1 KOHTPOJIbHBIE TOYKH

Tun (3aBepieHue

No
W HanmenoBanme sTana/KoOHTPOJIbHAS Cpox
TOYKA)
Nunnmuposan [Ipoekt (Y TBepKIeH macnopT MpOeKTa) 3aBepmienue stana 25 oktsa0ps 2016 r.
[Tognucano nocranoBnenue IIpaBurensctBa Poccuiickoit @enepanuu Kontponbnas touka 30 HOs10pst 2016 T.

YTBepxkaeH CBOAHBIN MIaH 3asepuienue stana 10 nexaGpst 2016 r.




Tumn (3aBepieHue

Ne
w HaumenoBanue ATana/KOHTPOJIbHAS Cpox
TOYKA)
4,  Paspa0oraHa NMpoeKTHas JOKyMEHTAaIIHs Kontponrshas Touka 31 mexabps 2016 r.
5. Jlopaborana cucrema MmapkupoBku @HC Poccun Kontponbhas touka 31 mapra 2017 r.
6. Cucrema BBeleHa B ONBITHYIO AKCILTyaTaI[HIO Konrtponbhas Touka 1 ampens 2017 r.
/. 3aBeplleH SKCIEPUMEHT N0 MAPKUPOBKE KOHTPOIbHBIMH 3aBepmienne stana 31 mexadpst 2017 r.
(MneHTU(PUKAUUOHHBIMH ) 3HAKAMH U MOHUTOPUHTY JIEKAPCTBEHHBIX
penaparoB JUisi MEAUIIMHCKOTO IPUMEHEHUS Ha T00OPOBOIBHON OCHOBE
JUIsl OTpaHMYEHHOTO Habopa npenaparoB u3 nepeyds 7B3H. Ilposenena
OLICHKA PE3yJIbTaTOB HKCIIEPUMEHTA U MPEACTABICH JTOKJIA B
[IpaButenscTBO Poccuiickoit deneparuu. Y TBEpKICH OI0KET BTOPOTO
sTana npoekra. HauaTta onbitHas skcrmyaranusi CucTeMbl
8. IlpoBenena kammnaHus Ha TEICBUACHUH, MOMYJSIPU3UPYIOIIAS Kontponbhast touka 1 suBaps 2018 r.
BO3MOXKHOCTh MPOBEPKH JIETAJIbHOCTH JIEKAPCTBEHHBIX MIPENapaToB
9. O@®I'MC MIJIIT unterpupoBana ¢ BeAOMCTBEHHbIMU UH(GopMariionHbiMu ~ KoHTponbhast Touka 1 suBapst 2018 r.
CUCTEMaMH KJIFOUEBBIX YYACTHUKOB MPOIecca MapKUPOBKH
10. Oxsar mapkupoBkoii 100% nekapCcTBEeHHBIX MpenapaToB, Haxoasmmxcs  KonTtponbHas Touka 31 mexabps 2018 r.

B IPAKJAHCKOM 000poTe



No Tumn (3aBepieHue
0 /;1 HaumenoBanue ATana/KOHTPOJIbHAS Cpox
TOYKA)
11. Peanu3oBaH NpOEKT MO BHEAPEHUIO aBTOMATU3UPOBAHHOMN CUCTEMBI 3aBepmienue stana 15 suBapsa 2018 r.
MOHUTOPHUHTA JIBXKCHHUS JIEKAPCTBEHHBIX MPEMapaToOB OT MPOU3BOIUTEIS
710 KOHEYHOT'O TOTPEOUTENS 7S 3aIUThl HACEIEHUS OT
banbcuPUIMPOBaHHBIX JIEKAPCTBEHHBIX MPEMAPATOB U OMIEPATUBHOTO
BBIBEJICHUS U3 000pOTa KOHTPA(PAKTHBIX U HEAOOPOKAUECTBEHHBIX
penapaToB
12. TIpoexkrt 3aBepiieH (UTOroBeIii OTUET YTBEPIKIICH) 3aBepuIeHuE dTara 1 maprta 2019 r.
4. BrogxeT NpuOPUTETHOTO MPOEKTa
Hcrounnku hrHAHCUPOBAHUS lon peammsanun Beero
P 2017 | 2018 | 2019
*% *%x
bromxetnbie ucrounnku, denepanbHbie 247,00 247,00
MJIH PYO.
Cy0mnekToB Poccuiickoit
denepannn
MectHbIE
BHeOro1KeTHBIE NICTOYHUKH, MITH PYO.
UTOI'O 247,00 247,00

** B paMKax Tekyuero 0w xeTHoro punancuposanuss ®HC



5. Onucanue MpUOPUTETHOTO MPOEKTA

CBs3b C - I'ocynapctBennas nporpamma Poccuniickoit @enepanuu "Pa3Burne 31paBooxpaneHus”
rocyapCTBEHHBIMU (moctanoryenue [IpaBurenscTBa Poccutiickoit @enepanuu ot 15 ampens 2014 r. Ne 294);
porpaMmamMu - @enepainibHas 11eneBast nporpamMma "Pazsutue dapmaneBTUYECKON U MEAUITTHCKON
Poccutickon npomsbinuieHHocTH Poccniickoit @enepannn Ha nepuoa 10 2020 roga u JaibHENRITYIO
denepanun nepcnektuBy" (mocranosieHue IlpasutenscrBa Poccuiickoit @enepanuu ot 17 deBpans 2011 r.
Ne 91);
- CTparerus JeKapcTBEHHOT0 o0ecrieueHust HaceiaeHus: Poccuiickoit denepanuu Ha IEPHOJT
10 2025 roga v miaH ee peanusaiuu (npukaz MuHuctepcTBa 3apaBooxpaHeHus: Poccuiickoi
®deneparym ot 13 deppans 2013 r. Ne 66).
dopmasibHbIE [Tynkr 5 Iopyuenus IIpesunenta Poccuiickoit deneparuu Ne [1p-285 ot 20 derpans 2015 r.:
OCHOBAHMUA A "MuHucTepcTBY 3ApaBooxpanenus Poccuiickoit deneparuu odecrieyuTs pazpaboTKy U MOITATHOE
1903050002 E2000505 BHEJIPEHHE aBTOMATU3UPOBAHHON CUCTEMbl MOHUTOPUHIA ABUKEHHUS JIEKAPCTBEHHBIX MPENApaTOB

OT MPOU3BOJIUTEIS 10 KOHEYHOTO MOTPEOUTENISI C UCTIOJIb30BAaHUEM MAPKUPOBKHU (KOAUDUKAIINK) U
UACHTU(UKAIIMK YIIAKOBOK JIGKAPCTBEHHBIX MPEMAPATOB B IEsAX ooecrieueHus 3PGHEeKTUBHOTO
KOHTPOJISI KaueCTBAa JIEKAPCTBEHHBIX MPENapaToB, HAXOASIIUXCS B 00palieHuu, 1 00pbObI C X
danscuduxanuen".

KiroueBbie pucku u
BO3MOKHOCTH

Bo3MosxkHOE BpeMeHHOE COKpallieHue Pa3paboTka 1 KOHTPOJIb IJIaHAa OCHAIICHUS
accoptumenTa JIII mo oTAenbHBIM TOPTOBBIM | 00OPYZOBAaHUEM U CPEICTBAMU
HAaUMEHOBAHMSM B CBSI3U C HEOOXOUMOCTBIO | TEJICKOMMYHHUKAIIUNA yYaCTHUKOB MPOEKTA.
BaJINIALIMM TPOU3BOJCTBEHHON JIMHHUHU MTOCIIE
YCTaHOBKH HEOOXOIMMOTO 000pYyIOBaHUS IS
MapKUPOBKH.
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[ToBblilIeHNE cE0ECTOUMOCTH JICKAPCTBEHHBIX
penapaToB, pealn3yeMbIX C UCII0JIb30BaHUEM
CucreMbl, B OOJIbIICH CTEIIEHN IS
JIEKapCTBEHHBIX IIperapaToB HU3KOTO
IIEHOBOI'O CETrMEHTA.

Pa3zpaboTka prHaHCOBOM MOEIN BIUSHUS
POrpaMMHO-TEXHUYECKOTO OCHAIICHUS
YYaCTHUKOB MPOEKTA Ha CE0ECTOUMOCTD
npenaparoB. [IpumeneHue Hanbosee AemeBoro
croco0a MapKHUPOBKH.

3azepkKa B MOTYUYECHHUH JICKAPCTBEHHBIX
MpernapaToB KOHEUHBIM MOTPEOUTETIEM B CBSI3U
C TEXHUYECKUMU COOSIMU TIPU MTPOXOKICHUU
JIEKapCTBEHHBIMM IIpEIapaTamMu
JIOTUCTUYCCKOH IICIIH.

MuHuMH3a1Ms TEXHUYECKUX COOEB 3a CYET
YaCTUYHOIO TyOIupoBaHusi 000pyJOBaHUS U
IIPOEKTUPOBAHKS OTKA30yCTOMYMUBON CHCTEMBI.
[ToaroToBka aeTanbHBIX TEXHOJIOTUYECKUX KAPT
1 00y4YeHUEe COTPYTHUKOB Ha BCEX 3Tarnax
JIOTUCTUYECKOM LEIH.

JlonosiHuTEIbHAS
uHdopmarus

I'panuwbl nmpoekra.

Ha nepBom 3tane (¢ 1 auBaps 2017 r. no 31 nexadps 2017 r.) npoBecTH Ha TEPPUTOPUU
Poccuiickoii @eaepannn SKCIEPUMEHT 110 MAPKUPOBKE KOHTPOJIBHBIMU (MICHTU(PUKATTMOHHBIMHU )
3HaKaMHU (J1aJiee - SKCIEPUMEHT) JIEKAPCTBEHHBIX MPEMAPATOB JIJIs1 MEIULIMHCKOTO MPUMEHEHHUS Ha
J0OpPOBOJILHOM OCHOBE JIJIsl OTPAHMYEHHOTO Habopa MpenapaToB MPEUMYIIECTBEHHO U3 MEePEUHS
/B3H Ha noiHOM Mo1e/1d TOBAPHOM IIEMH OT MIPOU3BOIUTENS 10 KOHEYHOTO MOTPEOUTENS.

Ha BTopom 3Tane (¢ 1 suBapsi 2018 r. 1o 31 nexadps 2018 r.) o0s13aTenbHAs MapKUPOBKA BCEX

100% nexkapCTBEHHBIX MTPENAPATOB.

[IpoexT o1o6pen ['ocymapcTBEHHONM KOMHUCCHEH 110 IPOTUBOCHCTBUIO HE3aKOHHOMY 000pOTY

MPOMBIIIJIEHHOW MPOTYKIMH.

[TpoekTt paccMoTpeH Ha 3acenanuu [[poeKTHOTO KOMHUTETA IO OCHOBHOMY HANPABJIEHUIO
cTparernyeckoro paszsutus Poccuiickoit deneparuu "3apaBooxpanenne” 24 oktsops 2016 r.,

CKOPPCKTUPOBAHBI CPOKH pCaIM3allU IIPOCKTA.




