JEITAPTAMEHT 3/IPABOOXPAHEHUSA

U COLIUAJBHOM 3AIIUTHI HACEJIEHUSA
BEJTI'OPOJCKOHUOBJIACTHU

BHEJAPEHUE CUCTEMBI MAPKUPOBKU
KOHTPOJIbHBIMU
(MJIEHTA®UKAIIMOHHBLIMA) 3HAKAMUA U
MOHUTOPHHIA 3A OBOPOTOM
JIEKAPCTBEHHBIX MPEMAPATOB J1JISI
MEJULNHCKOTO TPUMEHEHUS

HavanpHuK opranuzanyoHHO-(hapMalieBTUYECKOro oT/esa AenapTaMeHTa 3paBOOXPaHeHUs U COLIMaIbHOMN
3aluThl HaceneHus: benroposckoit odnactu — 3onorapeBa Onbra HukonaesHa




MNOPYUYEHUE NPE3UJIEHTA POCCUUCKOHU ®EJAEPALINN
OT 4 ®EBPAJIS 2015 TOJIA

IHacmoprt mpoekTa — yTBepKacH npe3uanymoM Coera 1ipu IIpesunente Poccuiickon denepanuu
10 CTPATETMYE€CKOMY PA3BUTUIO U MPUOPUTETHBIM MpoeKTam 25 okTsa0psa 2016 1.

Kyparop — A.B. /IBopkoBuy, 3amecturens [Ipencenarens [IpaBurensctBa Poccuiickon denepanu

PyxkoBoaurenns npoexkra — M.H. Karpamanss, niepBbiil 3aMecTuTe b MUHUCTPA 3APAaBOOXPAHCHUS
Pocculickon ®enepanuu

AaMuHHCTpaTOp npoekrta - M.A. Mypaiko, pykoBoautenb Poc3apaBHanzopa




®EJEPAJIBHASI TOCYJIAPCTBEHHASI THO®OPMAIIMOHHASI
MOHUTOPUHTA JIBUKEHUS JEKAPCTBEHHBIX ITPEITAPATOB
(®TUC ML)
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INPEUMYIIECTBA CUCTEMbI
A TOCYIAPCTBA

v TIPEJIOTBPAILIEHUE [MOCTYIUIEHUS B OBOPOT ®AJIBCUPUIMPOBAHHBIX
1 KOHTPA®AKTHBIX JIEKAPCTBEHHBIX ITPEITAPATOB Y1 BO3MOXHOCTH OJHOMOMEHTHOI'O
M3BIATUSA U3 OBOPOTA HA BCEW  TEPPUTOPMM  POCCUUMCKON  ®EIEPALIMU
B ABTOMATU3UPOBAHHOM PEXWME HEJOBPOKAYECTBEHHBIX JIEKAPCTBEHHBIX
[IPEIIAPATOB HA JIFOBOM U3 ATAIIOB X OBPAIIEHUS OT ITPOU3BOAMUTEJS IO KOHEYHOI'O
[TOTPEBUTEJIS

v, MOHUTOPUHI' I1IEHOOBPABOBAHMS HA JIEKAPCTBEHHBIE CPEJICTBA W3 IIEPEUHS
KU3HEHHO HEOBXO/IMMbIX 1 BAXKHEMIIINX JIEKAPCTBEHHBIX ITPEITAPATOB

v T[IPODPUIIAKTUKA HED®D®EKTUBHBIX PACXOJIOB U DKOHOMMS BIOUKETHBIX CPEJACBT
3A CYHET HEBO3MOXHOCTU PEAJIM3ALIMU CXEM «IIOBTOPHOI'O BEPOCA» JIEKAPCTBEHHBIX
[TPEITAPATOB

v OIIEPATMBHOE TUUIAHUPOBAHUWE U VIIPABJIEHUE 3ATIACAMU U PE3EPBAMU IIPEITAPATOB HA
BCEX YPOBHSX

JJISA HACEJIEHUSA

v' BO3MOXHOCTh C IIOMOIIbIO ITEPCOHAJIBHOI'O MOBUJIBHOI'O VYCTPOMCTBA JIMYHO
[TPOBEPUTDH JIETAJIBHOCTH T[PUOBPETAEMOI'O  (IIOJIYVHAEMOI'O) JIEKAPCTBEHHOI'O
[TPEITAPATA

JJIA BUSHECA

v CHWXXEHUE U3JIEPXKEK 3A CUET BOJIEE DOOEKTUBHOI'O VIIPABJIEHUA JIOT UICTUKOM
v YMEHBIIEHUE YIYIIEHHOU BbITO/JIbI, OBYCJIOBJIEHHOM KOHTPAG®AKTHOM
U OAJIBCUPHLIMIPOBAHHOU ITPOIYKIIUEN




HOPMATHUBHO-ITPABOBOE PEI'YJINPOBAHUE
BHE/IPEHUSA CUCTEMbI

COOpHHK HOPMATHBHbIX METOQMYECKHX MaTepnarioB pasmMeljeH Ha
ogpmyunanbHom camre PocagpaBHan3opa B pasgene «CHcremMa MapKHpoOBKH
nexkapcrBeHHbIx npenaparob»: http:/roszdravnadzor.ru

1. ®enepaabubiii 3akoH o1 28.12.2017 . Ne 425-®3 «O BHecenun n3meHneHuii B Gegepanbupiii 3ak0H «O0 oOpateHnn
JIEKAPCTBEHHBIX CPEJICTBY :

»  [lnAa yeneli udeHMuguKayuu yrnakoBOK /1IeKAPCMEEHHbIX NMpenapamoe npou3sooumenu eKapcmeeHHbIX
cpedcme HaHOCAM HA NepeuYHYIO YIAaKOBKY U emopu4Hyro(nompebumensbCcKyro) ynaKoeKy neKapcmeeHHbIX
npenapamos cpedcmea uéeHmugpuKayuu

"  [OpuduyecKuli auya u uHOUsuOdyasibHble npednpuUHUMamMenu, ocywecmensaouwue npouseoocmeo,
XpaHeHue, 8603 8 P®, omnyck, peanusayuto, nepedayy, npuMeHeHUe U YyHUYMOMI(eHUEe /1eKapCMEEeHHbIX
npenapamoe obecnevyusarom e6HeceHUe UHMOPMayUU O JAEeKAPCMEEHHbIX npenapamax 6 cucmemy

moHumopuHaa deuxceHus nekapcmeennbix npenapamoe C 1 AHBAPA 2020 NO/1IA

2. @enepanbHblii 3ak0H 0T 04.06.2018 . Ne 140-D3 «O BHecenuu nzmeHeHuit B GepepanbHbiii 3ak0H «O06 oOparieHun
JIEKAPCTBEHHBIX CPEICTBY :

3. [locranosienne IlpaBurennbecrBa PO ot 24.01.2017 . Ne 62 «O npoBeaeHNH SKCIEPUMEHTA [0 MAPKUPOBKE
KOHTPOJIbHBIMU (MACHTU(UKAITMOHHBIMU) 3HAKAMU U MOHUTOPHUHTY 32 000POTOM OTIAEIBHBIX BUOB JIEKAPCTBEHHBIX
IIPENApaToB I MEAUIIMHCKOTO TPUMEHEHUSD)

4. ITocranosienue [IpaBureancTa P® ot 14.12.2018 . Ne 1556 «O0 yTBepKIeHUHN NOJIOKEHUS O CUCTEME
MOHHUTOPHUHTA IBUKEHNUS JIEKAPCTBEHHBIX MPENapaTroB JIjIsl MEAULMHCKOTO IIPUMEHEHHUS

5. Hocranoienue IlpaBurenscrBa P® ot 14.12.2018 . Ne 1557 «O6 0coOEHHOCTSAX BHEIPEHUS CUCTEMbl MOHUTOPUHTA
JBH>KEHUS JIEKAPCTBEHHBIX MTPENAPATOB JJISI MEAULMHCKOTO TPUMEHEHUSD)

6. Pacnopsizkenue IlpaBureancTtBa P® ot 14.12.2018 Ne 2828-p «O6 onpeneneaun OO0 «Oneparop-1IPTIT»
YIOJHOMOYEHHBIM Ha OCYILECTBIICHUE (PYHKIIMI orepaTopa CUCTEMbl MOHUTOPUHTA IBHXKEHHMSI JIEKAPCTBEHHBIX MPENapaToB
JUTSL MEIMLMHCK




PETUCTPALIUA CYBBEKTOB OBPAIIIEHUSA
JEKAPCTBEHHBIX CPEJICTB BEJTI'OPOJICKOHN OBJIACTHU B

OI'NC MJIII

(I)apMaueBanecxaﬂ ACHATECIIbHOCTD

KonnuectBo opranmszaunmit,
UMEIOITUX JIMIICH3UHU Ha (hapM.
NEATEIbHOCTH (Top. 1) (BCEro)

KonnuecTBo 3aperucTpupoBaHHBIX
OpraHu3aIMi, UMEIOIINX JTUIEH3UH Ha
dhapM. neaTenbHOCTH (Top. JuIl) (BCEro)
/ IPOLIEHT OT OOIIIETO KOJIUYECTBA

KonnuecTBo 3aperucTpupoBaHHBIX
00JIaCTHBIX TOCYIapCTBEHHBIX
YUPEKICHUN, UMEIOIINX JIULICH3UH

Ha (papM. 1eSITENHHOCTD / MPOIIEHT OT
0O0IEro KOJMYECTBA 3aPErUCTPUPOBAHHBIX

386

123 (32%)

42 (37%)

MeannuHCcKas 1eATeJIbLHOCTh

KonnuecTBo opranmzanmit,
MMEIONINX JINIICH3MU Ha MEJT.
NEATEIbHOCTH (Top. 1) (BCEro)

KonnuecTBo 3aperucTpupoBaHHBIX
OpraHu3alMi, UMEIOIINX JTUIEH3UH Ha
MeJl. AeATENbHOCTH (FOp. JIUI) (BCETO)
/ IPOIIEHT OT OOIIIETO KOJIUYECTBA

KonnuecTBo 3aperucTpupoBaHHbIX
00J1aCTHBIX TOCYAAPCTBEHHBIX
YUPEKICHUN, UMEIOIIUX JIULICH3UH

Ha MEJI. IeATEeIbHOCTh / IPOIIEHT OT
00111eT0 KOJTMYECTBA 3aPErUCTPUPOBAHHBIX

1227

71 (6%)

65 (91,5%)




PETUCTPALIUA B I UC MJIII

Oneparop cucremsi - HayMOHanbHans cucremMa LNOpoBOH MapKHPOBKH
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BU3HECY ~ MOTPEBUTENAM ~ OYECTHOM 3HAKE ~ HOBOCTU

TNABHAS BU3HECY MAPKUPOBKA U 3KCMEPUMEHTbI MAPKWPOBKA NEKAPCTB

KMPOBKa NeKapcTB

O Mapkuposke Kax cratb yuactHukoM/naptHépom Q [lokymeHTbl YyacTHUKM

9 J
CUCTEMA MAPKMPOBKM N NPOCNEXUBAHUA
[BVXEHMA NEKAPCTBEHHbIX MPEMAPATOB
Bxon Beucreny YECTHbI/ 3HAK
Mecoutmua u
[Monaepxka
WHCTPYKLIUA
®opym

™ YECTHBIA Huwnosatsias o

V) SHAK St

MEPOMPUATUA ~

[apTHépbl

Bonpoc-oteer Kowtaktsl  RU \ EN
88002221523 support@crpt.ru
Pa6ouue noarpynnbl MHeHus skcnepTos
:V: ";ﬁahllg Ewwmfvw Bonpoc-otser Kowrairor Rl ‘ EN
BU3HECY ~ MOTPEBUTENAM ~ OYECTHOM 3HAKE ~ HOBOCTH MEPOMPUATKA ~ 8 8002221523 support@crpt.ru
TNABHAR BM3HECY MAPKAPOBKA M 3KCMEPUMEHTbI MAPKMPOBKA NEKAPCTB

Bxoa 8 cuctemy

Mecounmua

Monnepxa

Dopym

Kak crath yuacTHuKoM/napTHERS FAQ [TlokyMeHTsi YuacTHuKN MapTHepbi
Kak ctaTb yuacTHUKOM/NapTHEPOM
YuactHukam IMpounssogutensm 11 MapTHépam Antekam Euwg -

Yenosus perucTpaunu B cucTeMe MOHUTOPHUHra ABUXKEHWUS NeKapCTBEHHbIX

npenapaTtos ANA MeAULMHCKOrO NPUMEHeHUS.

1. Hannuue yeunennoit keanuduumposanHoi snextponHoi nognmncy (YK3M), obopmnentoi Ha
pyKOBOAWTENs opraHu3aumy (ana pesunentos Poceuiickoit Qenepaumn v npeacraeutensete
MHOCTDaHHbIX OpraHM3aLni Ha Tepputopun Poccuitckoi Qepepaunm). Pernctpauns
opratuzauvn ¢ YK3TT, odopMneHHoi Ha COTPYAHIKE, OTIMYHOTO OT PYKOBOAMTENS, He
npeaycMotpera. Ecnu y saweit opranusaumn set YK3IT, 1o ee MoxHo 0hopMUTb B OAHOM 13
YAOCTOBEPSIOLIMX LIEHTPOB, akkpeanTosaHHsix Murumdpase Poccun. Mepevers

aKKPEeQMTOBaHHbIX YAOCTOBEPAIOWMX LEHTPOB MOXHO HalTK No agpecy.

Pabouwe noarpynnbl

MHeHuna 3KCnepToB

12 26

MUHYT

96

LHER YACOB

[0 CTapTa obs3aTencHoM
mapkiposku ¢ 1 Aueapa 2020,

3KCI'IEPVIMEHT npoeoguTCA
PR I, PR, 1§ by A



Hasxxmute 31ech, 4ToBbl U3MeHNTb A3bIK MHTepdeiica: @ Pycckuit v

r \ YECTHBDBIMW HAUNOHANLHAS
V CUCTEMA LLMOPOBOIA
\'J 3HnK MAPKUPOBKM
MOHWUTOPUHT ABVXEHUSA
NEKAPCTBEHHbIX MPEMAPATOB

Bxop,

* Jlornu

* Maponb

BoWTu B INUHBIV KabuHeT Boiit uepes YK3
MpoBepuTs cTaTyC peNgCpaLmm 3abbiam napons?

Brepsble B cficTemMe? 3aperucTpupymrec



TEXHUYECKAA ITOAJAEPXKKA

Oneparopa cucrembl ®I'UC MJIJIII:

support@crpt.ru
Tes. 8 800 222 15 23

«eHTpBI KOMIeTeHIMIT» bearopoackou odaacTu:

OI'bY3 «bearopoackasi 00J1acTHaAsA KJIMHUYECKAs 00JIbHUIA
Cearurens Hoacada»
Tes. (4722) 50-45-69 — KaparteeB AJjiekceii EBrenbeBuy

OI'bY3 «bearopoackasi HeHTPaJIbHasA pallOHHASA 00JILHULIA»
Tes1. (4722)38-83-03 — CoITHHKOB AHTOH MuXaiJIoBUY
Ky3un Anapeit 'ennagbeBud



mailto:support@crpt.ru
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