Nudopmanus o xoae UCTIOTHEHUS TIJIaHa MEPOTIPUSTUH («IOPOKHOM KapThl») «Pa3BuTHE KOHKYPEHIIMHU B 3/[PAaBOOXPAHEHUNY
(OTBETCTBEHHBIN MCHOJHUTENL MuH3IpaB Poccun), yreepkaeHHoro pacnopsbkenueM [IpasurtensctBa Poccuiickoit deneparmu

ot 12.01.2018 Ne 9-p

ab- Cpok OTBeTCTBEHHBIE
3an; | Haumenosanue meponpusitus, | Bun nokymenra Craaus UCIOTHEHUS peanuzanuu MCIIOJTHUTEIN
IIYHKT JOPO>KHOU KapThl (coucnomHUTENN)
I. PbIHKH JleKapCTBEHHBIX MPENAPAaTOB 1JIs MEAHUIHHCKOI0 MPUMEHEHU s

1. CoBepiieHCTBOBaHUE

rocy1apcTBeHHOMN

perucTpanuu JieKapCcTBEeHHbIX

npenaparos:

1 |ycraHoBieHue dbenepanbHbIT [Topyuenuem 3amectutens [Ipenacenarens [IpaButenscTtBa| ceHtssOpp | Munzapas Poccun,
aIMUHUCTPATUBHOMN 3aKOH Poccuiickoit @enepaunu T.A. T'0MKOBOI TaHHOE MEPONPUSTHE 2018 r. MuHnpomTOpr
OTBETCTBEHHOCTH JOPOKHOM KapThl CHATO C KOHTPOJIS. Poccun,
IIPOU3BOJUTENICH MapT ®AC Poccun
OMOTEXHOJIOTHYECKUX U (HJITH) 2019 r.
op(haHHBIX JIEKAPCTBEHHBIX (HOBBII
IpenaparoB 3a CPOK)

HETpPEeI0CTaBIICHUE
3aMHTEPECOBAHHBIM JIUIAM 10
HUCTeUeHNH 4 JIeT CO IHA
roCyJAapCTBEHHOM pEerucTpariu
JIEKapCTBEHHOT'O TIperapaTa
00pa3IoB TaKux
JIEKApCTBEHHBIX IIPENapaToB
JUTSI TIPOBEJICHUS KITMHUYECKUX
HCCIICIOBAHUH

MEPOIIPUATHUE
CHATO C KOHTPOJIA




YCTaHOBJICHUE denepanbHbII [opyuenunem 3amectutens IIpencenarens IlpaButenscTBa| ceHtaOpbs | Munznapas Poccun,
aIMUHUCTPATUBHOMN 3aKOH Poccuiickoit ®enepannu T.A. ['oiMKOBOW JaHHOE MEPONPUATHE 2018 1. MuHnpomMTOpr
OTBETCTBEHHOCTHU JOPOKHOM KapThl CHATO C KOHTPOJISL. Poccun,
MPOU3BOAUTENEH DAC Poccun
OMOTEXHOIOTHYECKUX U (WIJTH)
op(haHHBIX JIEKaPCTBEHHBIX deBpaib
[IPEnapaToB 3a HapyLICHUE 2019 .
TpeOOBaHUS O MAKCUMAJILHON (HOBBIIA
CTOMMOCTH 00pasia CPOK)
JIEKapCTBEHHOI'O IIpernapara,
BXOJSIIETO B IEPEUYECHb
KU3HEHHO HEOOXOUMBIX U
BAKHEUIIINX JIEKAPCTBEHHBIX
IIpenapaToB
MEPOITPUSATHUE

CHATO C KOHTPOJIA
pa3paboTka MexaHH3Ma benepanbHbIiI [lopyuenunem 3amecturens Ilpencenarens IlpaBurenscrBa|  siHBapb Munsgapas Poccun,
JIOMyCKa Ha POCCUMCKHI PHIHOK 3aKOH Poccuiickoit ®enepannu T.A. ['onrKoBOM JaHHOE MEpPONPUATHE 2019 . MuHnpomMTOpr
OpPUTMHAJIBHBIX JIEKAPCTBEHHBIX JIOPOKHOM KapThl CHATO C KOHTPOJIS. MapT Poccun,
MpenapaToB, MPOLIEIINX 2020 . DOAC Poccun
KJIIMHUYECKUE UCCIIEN0BAaHUS U
3apErUCTPUPOBAHHBIX B (HOBBI
EBporneiickom corose, CPOK)

Coemunennpix IlITarax
Awmepuku, Snonuu,
MpeAyCMaTPUBAIOIIETO B TOM
YHUCJIE X MaPKUPOBKY
npeAynpeauTeIbHON HAIMUCHIO
0 TOM, YTO JIEKAPCTBEHHBIN
npenapar He MpoIes

Munsnpas Poccun,
MWUHAKOHOMPA3BUTHS
Poccunu,
MuHnpomMTOpr
Poccun,

®AC Poccun,
Po3znpaBuanzop




KJIMHUYECKHUE UCCIIEIOBAHUS HA
Tepputopun Poccuiickoit
denepauun

MEPOIIPUATHE
CHATO C KOHTPOJIA

(HOBBII cocTaB
UCTIOJTHUTEIICH )

2. ObGecnieyenue
GyHKuMoOHUpOBaAHUS
HHCTUTYTA
B3aHMO03aMeHsIeMOCTH
JIEKAPCTBEHHBIX MPENapaToB:

(bopmHupoBaHUE CIHCKA [Nopyuennem 3amecturensa Ilpencenarens [IpaButenscrBa UIOHb Munsapas Poccun
pedhepeHTHBIX JIEKapCTBEHHBIX Poccuiickoit ®enepannu T.A. ['onrKoBOW JaHHOE MEpPONPUATHE 2018 1.
IIpenapaToB JIOPOKHOM KapThl CHATO C KOHTPOJIS.
MEPOITPUATUE

CHSATO C KOHTPOJIA
YCTaHOBJICHUE denepanbubiii |[lockonbky  BBemeHHble  3akoHoM  Ne  475-®3  Hopmbl| ceHTs0ps | Munsapas Poccun,
aIMUHUCTPATUBHOMN 3aKOH MpeyCMaTpUBAIOT MPSAMBbIE MEPbl B BHJAEC MNPHUOCTAHOBJIEHUS 2018 1. DOAC Poccun
OTBETCTBEHHOCTH oOpamieHuss JUO0 OTMEHBI TOCYAApPCTBEHHOW pEerucTpanuu
MPOU3BOAUTENEH JIEKapCTBEHHBIX MPENapaToB MPHU BBISIBIICHHBIX HapyleHusx, PAC

JIEKapCTBEHHBIX MPENapaToB 3a
BKJIFOUEHHUE B HHCTPYKITHIO 110
MeI[I/II_[I/IHCKOMy HpI/IMCHCHI/IIO
JIEKapCTBEHHOTO MperapaTa
HEI0CTOBEPHOI MHpOpMaLIUU
OTHOCHUTEIHLHO CBOICTB B
XapaKTePUCTUK
JIEKapCTBEHHOTO Mperapara, a

Poccun 110JIaraeT HelleJIeco00pa3HbIM YCTaHOBJIEHUE
aJIMUHUCTPAaTUBHOM  OTBETCTBEHHOCTH  IIyT€M  BHECCHMS
n3meHeHuii B KoAll, a meponpustue mnonaraeT BO3MOXHBIM
cuuTaTh (PAKTUYECKH BBIITOJIHEHHBIM.




TakXKe 32 HEBKIIIOUCHUE B
WHCTPYKITHIO 110
MEIULUHCKOMY TPUMEHEHUIO
JIEKapCTBEHHOTO MperapaTa
aKTyalbHOH HH(pOpMaNU
OTHOCHUTEIHLHO CBOICTB B
XapaKTEPUCTUK
JIEKapCTBEHHOTO MperapaTa

MEPOIIPUATHUE
BBIITOJIHEHO

dbopMupoBaHue peectpa MpuKa3 MepornpusTie He MOKET ObITh BBIITOJIHEHO. aHBapb | Munznpas Poccun,
THUIIOBBIX UHCTPYKLIMI 110 Munsapasa B cBs3u ¢ npunatuem ®@enepanbHoro 3akoHa ot 27.12.2019 2019r. Munnpomropr
MIPUMEHEHUIO Poccun No 475-®03 «O BHecenuu n3MeHeHn B denepanbHbiil 3akoH «O0 Poccun,
B3aMMO3aMEHAEMBIX o0pallleHnH JIeKapCTBEHHBIX cpeacTB» U DenepanbHblil 3akoH «O arnpenb ®AC Poccun
JIEKapCTBEHHBIX MpenapaToB BHECCHMHM HM3MeHeHui B dDenepanbHblii 3akoH «OO0 oOpamieHun 2019 .
nexapcTBeHHbIX cpeacTs» ¢ 01.03.2020 roga yrpaTui cuily IyHKT |  (HOBBIN
22 crateu 5 @enepanbHoro 3akona ot 12.04.2010 Ne 61-d3 «O6 CPOK)
MEPOIIPUATHUE o0parieHun JIEKapCTBEHHBIX CPEACTBY, paHee
HE MOXET BbITh MpeAyCMaTpUBABIIMI  MonHOMouMe MuH3apaBa Poccum 1o
BBIITIOJIHEHO (bopmMHpOBaHHUIO peectpa TUIIOBBIX UHCTPYKLUHI o
MEIULUHCKOMY MIPUMEHEHHUIO B3aUMO3aMEHSIEMBIX
JIEKapCTBEHHBIX NIPENapaToB.
B cBmu ¢ m3noxenasiMm ®AC Poccum monaraer, 4To
BBIIIOJIHEHUE  JAaHHOTO  MEPOINpUATHS HE  MPEACTABISIETCS
BO3MOKHBIM.
YCTaHOBJICHUE MpUKa3 [Topyuenuem 3amectutens [Ipenacenarens [IpaButensctBa| aexadps | Munzapas Poccun,
JKBUBAJICHTHOCTHU MunsznpaBa | Poccuiickoii ®enepaunn T.A. 'onukoBoil nanHoe meponpusitue| 2018 r. Munnpomropr
JIEKapCTBEHHBIX (hOPM Poccun JIOPOKHOU KapThl CHATO C KOHTPOJIS. Poccun,
JIEKapCTBEHHBIX IMPENApaTOB, arnpenb ®AC Poccun
3apEeruCTPUPOBAHHBIX /10 2019 .




YTBEPKACHUS MPUKA30M
Munznpasa Poccuu ot 27 urons
2016 r. Ne 538H nepeuns
HAaMMEHOBAHMH JIGKAPCTBEHHBIX
(hopM JTeKapCTBEHHBIX
MPEenapaToB Ui MEIUITUHCKOTO
IPUMCHEHHUSI

MEPOIIPUATHE
CHATO C KOHTPOJIA

(HOBBI
CPOK)

MPOBEpPKA JOKYMEHTOB
PETUCTPAIIMOHHBIX JOChE HA
MMIIOPTHBIE JIEKapCTBEHHBIE
IpenapaThl Ha COOTBETCTBHE
pPETUCTPaLlMOHHBIM JOChE Ha
9TH XK€ JIEKapCTBEHHbIE
npernaparsl,
3aperuCTPUPOBAHHBIC 3a
pyOexoM, a TakxKe IMpoBepKa Ha
COOTBETCTBHE
PETUCTPAIIMOHHBIX JOChE Ha
pedepeHTHBIC U
BOCIIPOU3BE/ICHHBIE
JIEKapCTBEHHBIE ITPENaparsl,
3aperUCTPUPOBAHHBIC B
Poccutickoit denepanuun

MEPOIIPUATHE
CHATO C KOHTPOJIA

JIOKazd B
[IpaBuTETHCTBO
Poccuiickoit
denepanun

[lopyuennem 3amecturens Ilpencenarens [IpaButenscrBa
Poccuiickoit ®enepannu T.A. ['onrKoBOWM JaHHOE MEPONPUATHE
JIOPO’KHOM KapThl CHATO C KOHTPOJIS.

aBryCcT
2019 .

Munsapas Poccun,
MWUHAKOHOMPA3BUTHS
Poccun,

®AC Poccun

YCTaHOBJICHHE TPEOOBAHUS O
MPEIOCTABICHUN KOMUCCUEH
Munznpasa Poccuu no

IIOCTaHOBJICHHE
IIpaBurenscTBa
Poccuiickoit

MepornpusiTue BBITTOTHEHO.
IIpunarsel nocranosnenus llpaButenscrBa Poccuiickoit
Oenepanun ot 29.10.2018 Ne 1283 «O BHeceHUHM M3MEHEHUU B

aBrycT
2018 r.

Munsznpas Poccun,
MuUH3KOHOMpa3BUTHUSA
Poccun,




(bopMHUpPOBaHUIO MTEPEUHEN @enepanun | [IpaBuna ¢popmMupoBaHUs MepedHeil JTEKapCTBEHHBIX MPErnapaToB ®AC Poccun
JIEKAPCTBEHHBIX IIPENapaToB JUISI MEJULMHCKOTO IPUMEHEHUS 1 MUHUMAJIBHOTO aCCOPTUMEHTA
nH(pOpMaIKU 0 BCeX JICKApCTBEHHBIX IPErapaToB, HEOOXOOUMBIX JUISI OKa3aHUs
JIEKapCTBEHHBIX IMpenaparax, MenuiuHckoi momoumy»; oT 20.11.2018 Ne 1390 «O BHecenuu
BKJIIOUEHHBIX B [IEPCYCHD U3MEHEeHU B HeEKoTopele akThl IIpaButenbcrBa Poccuiickoit
KU3HEHHO HEOOXOIMMBIX U denepanuy MO BONPOCAM COBEPLICHCTBOBAHUS JIEKAPCTBEHHOIO
BAKHEHIINX JIEKAPCTBEHHBIX o0ecreYeHns1», B COOTBETCTBHM C KOTOPBIMH MpPEIOCTaBIICHUE
[penapaTroB, UMEIOIINX nH(pOpMaIIUY O BCEX JEKAapPCTBEHHBIX MpenapaTax, BKIIIOUEHHBIX B
SKBHMBAJICHTHBIE ITOKA3aHUs K IepeyeHb YKU3HEHHO HEOOXOIUMBIX u BaKHEHNIINX
IIPUMEHEHHUIO, TTPH JEKapCTBEHHBIX  IPENaparoB, HUMEIOIIMX  SKBUBAJICHTHBIC
PacCMOTPEHHUH BOMIPOCA O ITOKa3aHUs K IPUMEHEHHIO OCYIIECTBIISIETCS B paMKaX MOATOTOBKH
BKJIFOUEHHUU JIEKAPCTBEHHOTO OI'BY «IDKKMII» MunzagpaBa 3akirodeHUs MO pe3yJbTaraMm
rpenapara B epeyeHb aHaJIM3a METOJ0JOTNYECKOI0 KaueCTBa KIMHUKO-3KOHOMHYECKUX
KU3HEHHO HEOOXOIUMBIX U UCCIIEOBAaHUM M MCCIEJOBAHUNA C MHCIIOJNb30BAHMEM AaHAIU3a
BAKHEUIINX JIEKAPCTBEHHBIX BIUSHUS Ha OIOKET, a TaKKe H3YyYeHUs JOMOJHUTEIbHBIX
IIpenapaToB MOCJIEACTBUM NPHUMEHEHUs JIEKapCTBEHHOro mpenaparta. Kpome
TOrO, MpU MOArOTOBKE MAaTEPHAIIOB K 3aCeAaHUsIM KOMHCCUU
KaX/I0My YJeHY KOMHCCHH pa3faeTrcsl KpaTkas HH(opMamus o
MEPOIIPUATHUE BKJIIOYA€EMOM JIEKAPCTBEHHOM IIpemapare, B TOM YHCIE C
BBIITOJIHEHO uHpopManreit 00 MMEIOUMXCS B MEPEYHAX aHallorax, KoTopas
MIPEJICTaBIISETCS MO PELICHUIO IIPEICeAaTeNs] KOMUCCUU JIIOOBIM U3
€€ YICHOB.
popaboTKa BOIIpPoca 0 Mepax, JIOKJIaJl B [Topyuenuem 3amectutens [Ipenacenarens [IpaButenscTtBa| ceHTssOpp | Munzapas Poccun,
HaIlpaBJICHHBIX HA [IpaButensctBo | Poccniickoii ®enepaunn T.A. T'onukoBoil nanHoe meponpusitue| 2018 r. MunoOpHayku
nH(pOopMUpOBaHKE BpaueOHOTO Poccuiickoil | HOpOXKHOM KapThl CHATO C KOHTPOJIS. Poccun,
cooO11ecTBa 1 MaueHToB O ®enepanuu arnpenb MuHKOMCBSA3b
B3aHMMO3aMEHSIEMbIX 2019 . Poccuu,
JIEKapCTBEHHBIX Mpenaparax (HoBBIE | MuHIIpPOMTOpPT
CPOK) Poccuu,
Poc3apaBuanzop,
MEPOITPUATUE ®AC Poccun

CHATO C KOHTPOJIA




BBEJICHHUE TPEOOBAHUS K IIpuKas [Tpuka3 Munsapasa Poccun o1 31.07.2019 Ne 5871 Tpwxkapl| Hosi0pp | Munzapas Poccun,
arTeYHbIM OPTaHU3AIUAM O MunszapaBa |HampaBisuics B MwuHioct Poccum  miisi  rocyaapCTBEHHOM 2018 1. DOAC Poccun
IIEPBOM IIPENIIOKEHUN Poccun peructpan U ObUT BO3BpAIIEH C OTKAa30M B roCylapcTBEHHOH | (eBpaib
MOKyIaTeIsIM HauboJiee peructpanuu (mucbma Muntocta Poccun ot 28.08.2019 Ne 2019 .
JICIIIEBOI0 B3aMO3aMEHIECMOT0 01/107937-AB, ot 02.10.2019 Ne 01/123715-AB, o1 21.01.2020 Ne (HOBBIH
JIEKapCTBEHHOTO Mperiapara, 01/4919-Ab u ot 18.02.2020 Ne 25-4/11/2-1746). B cBsizu c Tewm, CPOK)
TpeGoBaHus 00 YTO HOPMATUBHBIN MPABOBOM aKT HE MOXKET OBITh IPEACTABJICH Ha MapT
WH(POPMUPOBAHUHT TTOKyTATEIICH FOCYJIApCTBEHHYIO PErUCTpaluil0 B MUHHUCTEPCTBO FOCTULIMH 2019 .
0 HAINYMHU OoJiee JAeHIeBbIX Poccuiickoit ®enepauuu Oonee Tpex pa3, Munioct Poccum|  (HOBBIA
aHaJIOTOB MPUOOpETaeMBbIX OTMETHJI, YTO MpuKa3 Ne 587H MOAJICKUT OTMEHE, a KOTHSI aKTa 00 CPOK)
JIEKAPCTBEHHBIX IIPENapaToB U OTMEHE - HampaplieHuto B MuHioct Poccun B Teuenue mecsua. B|  ceHTA0pb
LIEHAaX Ha HUX HACTOAIIEE BpeMs TOJATOTOBJIICH NPOEKT mpukaza 00 ormene| 2019T.
npukaza Ne 587H, KOTOPBIN TOCIIe TIOANMKUCAHUS OyleT HampaBieH | (HOBBIH
MEPOIIPUATHUE B Muntoct Poccun. OHOBpEMEHHO B LIEIAX pean3allii JaHHOTO CPOK)
HE BBIIIOJITHEHO MEpPOMPUATHS TOPOKHOM KapThl OylneT mepeusliaH Ipuka3 Io HOSIOPH
W3MEHEHUI0 Haiekamux [IpakTUK B 4YacTHM YCTAaHOBJIEHUSA 2019 .
TpeboBaHUH K dbapmareBTHYeCKUM  pabOTHUKAM 00| (HOBBII
WHOOPMHUPOBAHUM  TIOKyMaTedass O JAMana3oHe  CTOMMOCTH CPOK)
MMEIOIIMNXCS B HaJIU4IUHU anTeYHOU opraHu3zanuu| jaexkadpb
B3alMO3aMEHSIEMbIX JIEKAPCTBEHHBIX IpernaparoB u mocie| 2019T.
HEOOXOJIMMBIX  COIJIACUTENBHBIX MPOLEAYp HampaBieH Ha| (HOBBII
roCcyZapCTBEHHYIO perucrpanuto B Muntocr Poccun. CPOK)
MapT
2020 r.
(HOBBIIA
CPOK)
npopaboTKa BoIpoca o JOKJIaJ B [Mopyuenuem 3amectutens Ilpencenarens IlpaButensctBa| HOsO0psr | Munznapas Poccun,
11e7IECO00Pa3HOCTH BHECEHUS [IpaButensctBO | Poccuiickoit @enepanun T.A. ['0OIMKOBON AaHHOE MEPONPUSITHE 2018 1. DOAC Poccun
W3MEHEHUH B cTaThio 18 Poccuiickoil | HOpOXKHOM KapThl CHATO C KOHTPOJISL.
®denepanpHoTO 3aK0HA «O0 denepanuu deBpaib
oOpalleHuH JIeKapCTBEHHBIX 2019 r.
CPEZICTB» B YAaCTH (HOBBII
YCTaHOBJIEHUS 3allpeTa Ha CPOK)

roCy/1apCTBEHHYIO
perucTpanuo




BOCIIPOU3BCICHHBIX
JICKapCTBEHHBIX MPENapaToB B
J03UPOBKAX, OTIHYAIOLTUXCS OT
JIO3UPOBOK PePEPEHTHBIX
JIEKapCTBEHHBIX MPENapaToB, a
TaKXe Ha TOCY/IapCTBEHHYIO
pErucTparmio
BOCIIPOU3BEICHHBIX
JIEKapCTBEHHBIX MPENapaToB,
HHCTPYKIHUHU IO MCAUITUHCKOMY
MPUMEHEHHIO KOTOPBIX
OTIIMYAKOTCA OT I/IHCprKI_[I/Iﬁ 10
MEIUIUHCKOMY ITPUMEHEHUIO
pedepeHTHBIX JTeKapCTBEHHBIX
pernapaToB

MEPOIIPUATHUE
CHATO C KOHTPOJIA

10

COBEPIIICHCTBOBAHHE TOPSIKA
BHECEHHS U3MCHCHUM B
WHCTPYKITUHU 110 MEAUIITHCKOMY
MPUMEHEHHIO JIEKaPCTBEHHBIX
Mpenaparos,
3apErHCTPUPOBAHHBIX B paMKax
OJTHOTO MEKIYHAPOHOTO
HENATEeHTOBAHHOT'O
HaMMEHOBAHUS B YaCTH
yCTaHOBJICHUS TpeOOBaHUs 00
00s13aTeIbHOM BHECCHUU
W3MEHEHUH BO BCE MHCTPYKITUU
10 METUITUHCKOMY
MIPUMEHEHHUIO JICKApPCTBEHHBIX
MpernapaToB MPU U3MEHEHUU

dbenepanbHbIT
3aKOH

MepornpusiTue BBITTOIHEHO.

[Mpunar ®enepanbublii 3akoH oT 27 aekabps 2019 r.
No 475-®3 «O BHeceHMM u3MeHEHUW B DefepaibHBIA 3aKOH
«O0 obpareHnn JIEKapCTBEHHBIX cpeAcTB» U DenepanbHblil 3aK0H
«O BHeceHnuu n3MeHeHui B DeepanbHblil 3akoH «O0 oOpameHun
JIEKAPCTBEHHBIX CPEJICTBY

OKTSIOPH
2018 r.

MapT
2019r.
(HOBBII

CPOK)

anpelb

2019r.

(HOBBII
CPOK)

UIOHb
2019 .

Munzapas Poccun,
MuH3KOHOMpPa3BUTHUA
Poccun,
Munnpomropr
Poccun,

DOAC Poccun




JAHHBIX O IPOTUBOIIOKA3AHUSAX (HOBBI
1 T0O00YHBIX A (PeKrTax o HOTO CPOK)
13 JIEKApPCTBEHHBIX MIPENapaToB
1 TIpopaboTKa Bompoca 00 HIOHBb
aIMUHUCTPATUBHOMN 2020 T.
OTBETCTBEHHOCTH JIeprKaTelien (HOBBII
WU BIIaJENILIEB CPOK)
PEruCTPalMOHHBIX
YIAOCTOBEPEHHUM 32
HEBBITIOJIHEHUE YKa3aHHbBIX
TpeboBaHUM
MEPOIIPUSITHUE
BBIIIOJIHEHO
11 |coBepuieHCTBOBaHUE MOpPsAKA | IOCTAHOBIIEHUE [Nopyuenunem 3amecrturens Ilpencenarens IlpaBurenscrBa 150{001Y Munsgapas Poccun,
dhopMupOBaHUS TIEpEUHEH IIpaButenscrBa | Poccuiickoin @enepanuu T.A. ToaukoBOM HaHHOE MEPOINpPUITHE 2018 1. MuHnpomMTOpT
JIEKapCTBEHHBIX IIPENApaToB B Pocculickoil | 1OpOXKHOU KapThl CHATO ¢ KOHTPOJIS. Poccun,
YaCTH UCKJIIOUYECHUS U3 HUX denepanun despans | DAC Poccun
HAMMEHOBAHUH JIEKAPCTBEHHBIX HononaurensHo Munsapas Poccun ormeuaer, 4To IO 2019 r.
($hopM H BKITIOUCHHUSI CTIOCOOOB pe3ynbTaram o0cyxaeHus n3MeHennit B [IpaBuna ¢popmupoBanusi|  (HOBBIHA
BBEJICHUS JIEKAPCTBEHHBIX nepedyHedl Ha 3acemaHusx PaOouweil rpymnmbel M0 MOHHTOPUHTY CpPOK)

MpernapaToB

MEPOIIPUATHE
HE BBIIIOJIHEHO,
CHATO C KOHTPOJIA

MPAaBONPUMEHUTENBHON  MPAKTUKHU
HAauMEHOBAaHUE MEpPOIPUATHS JIOPOKHOU KapThl —
COBEpIICHCTBOBAHUE  MOpsiKa  (OPMUPOBAHUS  IMepeuHei
JIEKapCTBEHHBIX IIPENaparoB B YacTH YKa3aHHUs B OTHOLICHUH
OTACNIBHBIX  JIEKAPCTBEHHBIX  IIpeMaparoB  IOKa3aHUH K
MPUMEHEHUIO U (UJTH) YKa3aHHsI arperipOBaHHBIX JIEKAPCTBEHHBIX

dopm.

npeainara€rcsa MU3MCHUTDH

3. CoBepiieHCTBOBaHUE
MeXaHM3Ma PeryJiupoBaHUs
LleH Ha JIeKapCTBeHHbIEe
npenaparbl, BKJIKYEeHHbIE B
nepeveHb KU3HEHHO
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HeO0OXOIMMBbIX U BajKHEHIINX
JIEKAPCTBEHHBIX NMPeNnapaToB:

COBEpIICHCTBOBAHUE dbenepanbHbIT MeponpusiTie BBITIOJIHEHO B YCTaHOBJIICHHBIM JOPOXKHOUM | ¢eBpanp | Mun3apas Poccun,
MPOLEAYPBI TOCYIAPCTBEHHOU 3aKOH KapTOM CPOK. 2019 r. MMUHIKOHOMpPA3BUTHS
PEruCTpalK YCTaHABINBAEMBIX Poccun,
MIPOU3BOIUTEISIMU MusnnpomTopr
JIEKApCTBEHHBIX IIPENapaToB Poccun,
MPENEIbHBIX OTIIYCKHBIX LIEH Ha Mundun Poccun,
JIEKapCTBEHHBIE MpenapaThl, DOAC Poccun
BKJIIOYEHHBIE B MIEPEYEHb
JKU3HEHHO HEOOXOINUMBIX U Munznpas Poccun,
BAKHEUIIINX JICKAPCTBEHHBIX Munnpomropr
MpernapaTroB Poccun,
okTs10ps | Mundun Poccun,
2019 . MMUHAKOHOMpPA3BUTHS
MEPOITPUATHUE IIOCTaHOBJICHUE (noBeiii | Poccun,
BBIITIOJTHEHO [IpaBurenscTBa CPOK) Muntoct Poccun
Poccuiickoit OAC Poccun
denepanun
4. CoBepiIeHCTBOBaHHE
HOPMATHBHO-NPABOBOI0
peryiupoBaHus B cepe
3aKyNOK JIEKAPCTBEHHBIX
npenaparos AJis odecrnedeHunst
rocy1apCcTBeHHbIX U
MYHUIUNIAJTbHBIX HYK/I:
pa3paboTKa THIOBBIX MpUKa3 Meponpusitue BeinosgHeHo 02.08.2018. arnpenb Munsapas Poccun,
KOHTPAaKTOB, Mun3npasa Munzapas Poccun mpoundopmupoan ®AC Poccun o 2018 r. Munoun Poccun,
MpeyCMaTpPUBAIOIINX Poccun peructpauuu 02.08.2018 Muntoctom Poccuu npukaza Munzipasa MuHnipomTOpr
YHU(PUIUPOBAHHBIE Poccun ot 19.06.2018 Ne 367H «O BHECEHMM W3MEHEHHH B Poccun,
TEXHUYECKHUE 3aJaHU 110 THUIIOBOM KOHTPAKT HA MOCTABKY JICKAPCTBEHHBIX IPENAPATOB UL ®AC Poccun

KaTCropusiaM JICKapCTBCHHBIX

MEIUIMHCKOTO  TPUMEHEHUs,  YTBEP)KIEHHBIM  MpUKa30oM
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IpernapaToB

MEPOIIPUATHUE
BBIIIOJIHEHO

MunucrepcrBa 3apaBooxpanenuss Poccuiickon denepanuu or
26.10.2017 Ne 870n».

6. PazBuTHe KOHKYpEeHUNH
Cpeau anTe4YHbIX

OPraHM3aLMii:
YCTaHOBJICHUE MTPABUII dbenepanbHbIT MepornpusiTue BBITTOTHEHO. HOsI0ph | Mun3apas Poccun,
JMCTAHIMOHHOM TOPTOBIIH 3aKOH [Ipunsar ®enepanbusbiii 3akoH o1 03.04.2020 Ne 105-D3 «O 2018 r. MuHKOMCBSA3b
JIEKapCTBEHHBIMU TIperapaTamMu BHECCHHH M3MEHEHHH B cTtathio 15.1 denepanpHoro 3akona «O0 Poccun,
(mpaBWII TOCTaBKU uHpopmanuy, WHPOPMAITMOHHBIX TEXHOJOTHSX U O 3alluTe MuUH3KOHOMpPa3BUTHS
MOKYTAaTENsIM JIEKapCTBEHHBIX nHpopmanuu» u DenepanbHbiii  3akoH  «OO0  oOpamieHUH Poccun,
MpenaparoB) alTeYHbBIMU JIEKAPCTBEHHBIX CPEACTB», MPEAYCMATPUBAIOIINI BO3MOKHOCTH Muncenbxo3 Poccun,
OpraHu3alMsIMU, BKIIIOYAs OCYHIECTBJIEHUS  PO3HUYHOM  TOPrOBIAM  JIEKAPCTBEHHBIMU PocsnpaBnanzop,
MEXaHU3M OTpaHUYECHUS mpermapaTaMi  JUCTAHIIMOHHBIM ~ CIIOCOOOM IO MpaBUJIaM Pockomuanzop,
JOCTyMa K caiiTaM B yTBep)kaaembiM  [IpaButensctBom Poccuiickoit  ®Denepanuu, DOAC Poccun
nH()OPMAIMOHHO- BKJIIOYAsi MEXaHU3M OrpaHUYEHUs JOCTyla K cailTaMm B
TEJIEKOMMYHUKAIMOHHOW CETH nH(OPMAaLIMOHHO-TEIIEKOMMYHUKAITMOHHON ceTu «VHTepHeT», He
«HTepHer», He COOTBETCTBYIOIIUM yYCTaHOBJICHHBIM TPEOOBAHUSIM.
COOTBETCTBYIOIIMM YKa3aHHBIM | IOCTAHOBJICHUE [Tpoexkt mnocraHoBieHuss «OO0 yTBEpKIACHUH MOpSIKa
npaBuiamM [IpaBuTenbCTBA | BBIAAUM pa3peUICHUs] HA OCYILECTBICHHE PO3HUYHON TOPTOBIHU
Poccuiickoit |nmekapCcTBEHHBIMH —TIpemapaTaMyd  JIUCTAHIIMOHHBIM  CIIOCOOOM,
@Oenepanu | TpeOOBaHUS K AaNTEYHBIM OpPraHU3alUsSM, KOTOPBIE MOTYT
MEPOIIPUSATHUE OCYILECTBIIATEH TAKyIO TOPI'OBIIIO, U IIOPSIZIOK €€ OCYIIECTBIICHHUS, a
BBIITIOJIHEHO TaK)Ke€  [paBuila  JOCTaBKM  JIEKAapPCTBEHHBIX  IIPENapaToB
rpaxaaHam» BHeceH B IIpaButenbctBO Poccuiickoit @enepanun
nucbMoM Munszapasa Poccun ot 17.03.2020 Ne 25-0/M/1-1333.
pa3paboTka [IpUKa3 I[Iucemom  Amnmapara  IlpaBurensctBa  Poccuiickoit HIOJIb Munsnapas Poccun,
aIMAHUCTPATUBHOTO MunznpaBa |®enepanmu ot 29.08.2019 NeI112-48425 B ®DAC Poccum 2019 . PocznpaBuanzop
periiaMeHTa OCYIECTBICHUS Poccun nocTynuiio ykazanue 3amectutens [Ipencenarens [IpaButenbcrBa

KOHTPOJIS 32 TUCTAHIIMOHHON

Poccuiickoit @enepanun T.A. T'01MKOBOI, B COOTBETCTBUU C

Ha KOHTpOJIC
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TOpFOBJ’Ieﬁ JICKApCTBCHHBIMU
npernaparamu

MEPOITPUSATUE
HA KOHTPOJIE

KOTOPBIM JJaHHOE MEPOIPHITHE TOPOKHON KapThl OCTABJICHO Ha
KOHTpOJE [0 YyTBEpXACHUS IUIaHA-TpapuKa peaan3alnuu
YKa3aHHOT'O 3aKOHA.

B cBm3u ¢ npunaruem @DenepalbHOrO 3aKkoHa OT
03.04.2020 Ne 105-®3 «O BHeceHuM M3MEHEHHM B cTaThio 15.1
®enepanpHoro 3akoHa «O0 wuHGOpManwK, WHHOPMAIMOHHBIX
TEXHOJIOTUSX U O 3aumre nHpopmauun» u dexepanbHblid 3aKOH
«O06 oOpaleHun JIEKapCTBEHHBIX CPEICTB» YBEAOMJICHHE O
pa3paboTke MpoeKTa aIMUHUCTPATUBHOTO PErilaMeHTa Pa3MeIeHO
Ha noptaiue regulation.gov.ru. B HacTosiee BpemMsi COBMECTHO C
Poc3npaBHamzopoM — ocymiecTBiseTcss  pa3paboTka  IpoekTa
aJIMUHUCTPATUBHOTO pErIaMeHTa.

II. PeIHKHM MeqTHUIMHCKHUX U3l

7. CoBeplieHCTBOBaHME
HOPMATHBHO-NPABOBOI0
peryiupoBaHus B cepe
o0pameHust MEAMIMHCKHAX
H3IeJIii:

paszpaboTka MpUKa3 PaccmatpuBaeTcs BO3MOXKHOCTH JalbHEHIIEH peanu3aluy JaHHOTO MapT Munsapas Poccun,
aIMUHUCTPATUBHOIO Munsapapa | TOpydYeHus B popmaTe pasBUTHs KaTanora T0Bapos, pabor, ycuayr aist| 2019 r. MuHnpomTopr
perjiaMeHTa 1Mo ONnpeaeICHUI0 Poccun obecrieueHust TOCYAAapCTBCHHBIX U MYHUIIUIIAJIIBHBIX HYXXI MECIUITUMHCKUX POCCI/II/I,
B3aMMO3aMEHAEMOCTH W3lenuit [ yCIOBUM OmpefeneHus TpeboBaHMH M MOPAAKA| ya omrposte | PocsapasHanzop
METHIMHCKAX H3IeIHit (hopMHpOBaHUS MO3ULINHI KaTaIoTa.
MEPOITPUATUE

HE BBIITIOJIHEHO
BBEJICHUE TPEOOBAHUS O [IOCTaHOBJICHUE [lopyuennem 3amecturens Ipencenarens [IpaButenscrBa MapT Munsgapas Poccun,
BKJIFOUEHUHU B TEXHHUYECKYIO [IpaButensctBa | Poccuiickoit @enepanun T.A. ['onMkoBOM 1aHHOE MEPOTIPUSATHE 2019 . MWUHAKOHOMPA3BUTHS
JOKYMEHTALUI0 MEAULIMHCKOTO Pocculickoil | TOpOXKHOM KapThl CHATO C KOHTPOJIA. Poccun,
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U3JIENUs TaHHBIX O CPOKE
9KCIUTyaTallH, B TOM YHCIIE TI0
rapaHTUHHOMY O0CITY)KMBaHHUIO,
CTOMMOCTH TEXHHUYECKOTO
0OCITy>)KUBaHHS U PEMOHTA
MEIUIIMHCKOTO M3/ENHs, a
TaKXe 0 CTOMMOCTH O0yUYCHHS
MEIUIMHCKIX PaOOTHUKOB
IpaBUjIaM MPUMEHEHHS U
HKCIUTyaTallui MEJUIIMHCKOTO
W3JICTIHS

MEPOIIPUATHUE
CHATO C KOHTPOJIA

denepauun

DAC Poccun

MEePECMOTP MPOLEAYPHI
(hopMHUpPOBaHMS TUIATHI 32
AKCIIEPTH3Y KaueCTBa,

¢ exTuBHOCTH U
0€30MacHOCTH METUITMTHCKUX
W3JEIUI, yCTpaHEHUE
IIPOU3BOJILHBIX PEIICHUI
YIOJTHOMOYEHHOT'O
denepanbHOTO Oprana
WCIIOJIHUTENILHOM BIIacTH B
9acTH OTPEJCIICHUs MECTa
MPOBEICHUS, KOTMYECTBA U
XapakTepa UCIbITaHUI
MEAUIIMHCKOTO U3ACTHS MPH
roCy/lapCTBEHHON PETUCTpalnH,
YCTaHOBJICHHUE MPOIIETYPHI
JOCYIeOHOTO 00KaTOBaHMS
PE3yIbTAaTOB IKCIIEPTU3HI
KadecTBa, 3QPEKTUBHOCTH U
0€30MacCHOCTH METUITMTHCKUX

denepanbHbII
3aKOH

[Nopyuenunem 3amecrturens Ilpencenarens IlpaBurenscTBa
Poccuiickoit ®enepannu T.A. T'onrMKkoBON JTaHHOE MEPONPUATHE
JIOPOYXKHOU KapThl CHATO C KOHTPOJISL.

CeHTAOPb
2018 .

deBpain
2019 .

(HOBBIIA
CPOK)

Munsnpas Poccun,
MuHnpomMTOpT
Poccun,
MWUHAKOHOMPA3BUTHS
Poccun,
Poc3npaBuanzop,
DAC Poccun
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u3aenni

MEPOITPUSATUE
HATO C KOHTPOJIA

yCTaHOBJICHUE TPeOOBaHUI B
YaCTH TEXHUUYECKOTO
00CITyKHUBaHUS METULIUHCKUX
W3IEIUI, TPEAOCTABICHHUS
MOKYTATEN0 CBEACHU,
HEOOXOAUMBIX /7151 paboThI ¢
MEIULUHCKUM U3JIETTUEM,
BKJIIOYAs IPEIOCTABICHUE
KJIFOYEH, MapoJie JoCTyma,
MpOrpamMM U UHBIX CBEJICHUH,
HEO0OXOIMMBIX JJIsi MOHTaXa,
HaJaJKu, TPUMEHEHUS,
JKCIUTyaTalluy, B TOM YHCIE
TEXHUYECKOTO 00CITYKHUBaHUS
MEIULIUHCKOTO U3IEHS,
YCTaHOBJICHUS 3alpeTa Ha
HEe0OOCHOBAHHBIE OIPAaHUYCHHUS
MIPOU3BOIUTEISIMU
MEAUIIMHCKOTO 000pYI0BaHUS
BO3MO>KHOCTH TPUMEHEHUS
PAcXOJIHBIX MaTepUaIoB U
peareHTOB UHBIX
MPOU3BOAUTENEN, Pa3MELICHUS
Ha 0pHUIIHATEHOM caiiTe
PocsnpaBHanzopa
JOKYMEHTAIMU Ha KaXKJ0€
MEIULIUHCKOE U3JENHE,
YCTaHOBJIEHUS 00S3aHHOCTH
MIPOU3BOUTENECH MEIUIIMHCKUX

dbenepanbHbIT
3aKOH

MepornpusiTue BBITTOTHEHO.
[Ipoektr ¢enepanpbHOrOo 3akoHa BHECEH MUH3IPABOM
Poccun B [IpaButensctBo Poccuiickoit denepannu.

MapT
2019 .

Munsznpas Poccun,
Munnpomropr
Poccun,
Pocznpasuansop,
OAC Poccun
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U3eIui Ha
HEJIMCKPUMHUHAIIMOHHOW OCHOBE
OCYIIECTBIATH O0yUEHUE JIHUII,
3aHUMAOIINXCS TEXHUICSCKUM
o0CITyKBaHUEM
COOTBETCTBYIOIIUX
MEIUIUHCKHUX W3OS

MEPOIIPUATHUE
BBIITOJIHEHO

8. CoBepuieHCcTBOBaHHE
HOPMATHBHO-NIPABOBOI0
peryjmpoBaHus B cepe
3aKYNOK MeJIMIMHCKUX
u3esuil 175 odecneyeHust
rocy/1apcTBeHHBIX U
MYHHIHMNATbHBIX HY¥KI:

pa3paboTKa THUITOBBIX [IpUKa3 [lopyuenunem 3amecturens [Ipencenarens IlpaBurenscrBa arnpenb Munsapas Poccun,
KOHTPaKTOB, MunznpaBa | Poccuiickoii @eaeparuu T.A. T0auKOBOM HTaHHOE MEpPOINpPHUSITHE 2019 . Mundun Poccun,
[peayCMaTpUBAIOIINAX Poccun JOPO’KHOU KapThl CHATO C KOHTPOJIA. Munnpomropr
YHUDUITMPOBAHHBIC Poccun,
TEXHUYECKHE 3aJJaHUS 110 ®AC Poccun
OTJENBHBIM KaTErOPHUIM
MEIUIMHCKUX U3IEIIHI
MEPOIIPUATHE

CHATO C KOHTPOJIA
IIOATOTOBKA MPEIOKEHUH O JOKJIaJ B [Topyuenuem 3amecturens [lpencenarens IlpaBurenscrBa UIOHb Munsgapas Poccun,
BHECEHUH U3MEHEHUI B [IpaButensctBO | Poccuiickoit @enepanun T.A. TonukoBoil gaHHOE MEPONPUSATHE 2018 1. Mundun Poccun,
nepevyeHb TOBApOB, pabdoT, Pocculickoil | TOpOKHOU KapThl CHATO ¢ KOHTPOJISL.- ®AC Poccun
YCIYT, B Clly4yae denepanun MunznpaBom Poccun mmcbmom oT 24.04.2019 Ne 25- aBrycT
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OCYLIECTBJICHUS 3aKyIIOK 3/10/1-493 Buecen B IlpaBurtennctBo Poccuiickoit @eneparuu| 2018 .
KOTOPBIX 3aKa34uK 00513aH npoekT pacnopsbkeHus [IpaBurenscra Poccuiickoit denepanum o  (HOBBIHA
IIPOBOAUTH ayKI[MOH B BHECEHUH NU3MEHEHUH B IIEPEYCHb TOBAPOB, paldoT, YCIIYT, B ClIydae CPOK)
ANEKTPOHHOHU (opMme OCYIIECTBIIEHUSI 3aKYIOK KOTOPBIX 3aKa3zyMK 00s3aH MPOBOIUTH
(27IEKTPOHHBII ayKLIUOH), ayKIIMOH B OJIGKTPOHHOH (opme (SIEKTPOHHBIA ayKIMOH),| CEHTAOpb
YTBEPKICHHBIN YTBEpPKJICHHBIN pacnopsbkenreM [IpaButensctBa Poccuiickoit 2018 1.
pacropsKeHUEM @enepaunn or 21 mapra 2016 . Ne 471-p. IlpaBurensctBoM| (HOBBIH
[IpaBuTenscTBa Poccuiickoi Poccuiickoit @enepaunn uznano pacnopsokenue ot 03.06.2019 CPOK)
®enepauuu ot 21 mapta 2016 . Ne 1177-p o BHecenun u3aMmeHeHuit B IlepedeHb ToBapoB, padorT,
Ne 471-p, B yacTu BKJIIOUEHUS B yCIyT, B Cly4yae OCYIIECTBICHHMS 3aKyNOK KOTOPBIX 3aKa3uhK| HOsAOpb
MEepEUYEHb BCEX MEIUIIMHCKUX 00s13aH IPOBOIUTH AYKITMOH B AJIEKTPOHHOH (opMe (TEKTPOHHBIHN 2018 1.
u3zenuit 06e3 NCKITIOUeHUH ayKLUOH), YTB. pacnopsbkeHueM llpaBurensctBa Poccuiickoii|  (HOBBIN
®enepanuu ot 21.03.2016 Ne 471-p, B COOTBETCTBUU C KOTOPBIM CPOK)
pacliipeH NepedeHb MEIMLIMHCKHUX M3JEIHUM, 3aKylKH KOTOPBIX
MEPOIIPUSTHUE 3aKa34MK OCYIECTBIISET B 3eKTpoHHOU hopme.39325). deBpaib
BBIIIOJIHEHO 2019 .
(HOBBIIA
CPOK)
MapTt
2019 r.
(HOBBIH
CpPOK)
II1. PoIHKH MEeAMUMHCKHX YCIAyT
CoBepieHCTBOBaHUE benepanbHbII [opyuyenuem 3amecturens [Ipencenarens IlpaBurensctBa| ¢epans | Munzapas Poccun,
3aKOHO/IaTENLCTBA B cepe 3aKOH Poccuiickoit ®enepannun T.A. T'onMKkoBOM JaHHOE MEPONPUATHE 2019 . MWUHAKOHOMPA3BUTHS
OXpaHbl 3J0POBbS B UaCTU JIOPOYXKHOU KapThl CHATO C KOHTPOJISL. Poccun,
ornpezeneHus: 00beMOB U BUJOB | TIOCTAHOBJICHHE Poc3npasnanzop,
MEIUIIMHCKOM TOMOIITH, [IpaBuTenscrBa DAC Poccun
OKa3bIBAEMOM B paMKax Poccuiickoit
TEPPUTOPUATIBHBIX IPOTPAMM Denepauun

rOoCyJapCTBEHHBIX TapaHTHI
0OecCIIaTHOrO OKa3aHus
rpakjaaHaM MeIUIMHCKON
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MTOMOIITH, €KETOTHOTO
OOHOBJICHUS MTPOTPAMMBI
rOCy/IapCTBEHHBIX TapaHTUN
OecIIaTHOrO OKa3aHUs
rpakJaaHaM MeJIUIUHCKON
MTOMOLIH MPU BHEAPEHUU HOBBIX
MEAUIIMHCKUX TEXHOJIOTHA

MEPOIIPUATHUE
CHATO C KOHTPOJIA

YTBepKIeHUE U aKTyaTu3alus
KJIMHUYECKUX PEKOMEH AN
(IPOTOKOJIOB JICUCHUST)

MEPOIIPUATHUE
BBIIIOJIHEHO

IIPUKA3bI
Munsapasa
Poccun

MeponpusTie BBIIIOJIHEHO B
JOPOKHOU KapTOU CPOK.

Mepornpusarie BBINOJHEHO B yCTAaHOBJIEHHBIA JOPOKHOM
KapTOM CpOK: JOKJIaJx HarpasiieH B lIpaBurensctBo Poccuiickoit
Oepnepanuu nmucbkMoM Mun3zapasa Poccun ot 17.12.2019 Ne 17-
4/M/1-5090.  MunszapaBom  Poccum  chopmmpoBaHa  BCs
HeoOxXoanMasi HOPMAaTHBHO-TIpaBoBasi 0aza 1o pa3paboTke,
YTBEPKICHUIO KIMHUYECKHX pEeKOMeHmanuu. /[lnsg pasmenieHus
KIIMHUYECKUX pEeKOMEeHAaluuid olecneueHo (yHKIMOHUPOBAHHE
opunmansHoro caifra Munsnpasa Poccun B cetn VHTepHeT —
PybOpukarop knmuHudYecknx pekoMenmanuii http://cr.rosminzdrav.ru
(manee — Pybpukarop).

B wactHOCTH, M3MaHbl cleayrolmuye npukassl MuH3apaBa
Poccun:

—ot 28.02.2019 Ne 1011 «OO0 yTBEpX IEHUU KpUTEPUEB
dbopMupoBaHus TepeyHs 3a00JeBaHUM, COCTOSHHM  (Tpymm
3a00J€BaHUM, COCTOSHUII), 1O KOTOPBIM pa3padaThIBalOTCS
KJIIMHAYeCKue pexoMeHaanumny» (nanee — [Ipukaz 1011);

— ot 28.02.2019 Ne 1021 «O6 yrBepxaenuu Ilonoxenus o
Hay4YHO-TIPAKTUYECKOM coBeTe MUHHUCTEpCTBA 3paBOOXPAHEHUS
Poccuiickont @enepanuny;

—otr 28.02.2019 Ne 1031 «O0 yTBepKIACHHH TMOPSIKA U
CPOKOB pa3pabOTKU KIMHUYECKUX PEKOMEHIALUH, NX IepecMOoTpa,

YCTaHOBJICHHBIN

nexkabpb
2019 r.

Mun3znpas Poccuu
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THUIIOBO bopmbI KIIMHUYECKUX PEKOMEH AL
U TpeOOBaHMI K UX CTPYKType, COCTaBy W Hay4dyHOU
00OCHOBAaHHOCTH BKJIIOYa€MOW B KIMHHYECKHE DPEKOMEHIAIIUU
nadopmarun» (nanee — [Ipukaz 103n);

—ot 28.02.2019 Ne 104n «OO0 yTBep»KAECHUU TOpSAAKA U
CPOKOB OZI0OPEHHUS M YTBEPKACHUS KIMHUYECKUX PEKOMEHAAIINM,
KpUTEPUEB NPUHATUS HAYYHO-IIPAKTUUYECKHUM COBETOM DEILLICHUs
00 omoOpeHnH, OTKJIOHEHWHM WJIM HAMpaBlIeHWHW Ha JOpabOTKy
KIIMHUYECKUX PEKOMEHIANi MO0 pelIeHus: 00 UX MepecMoTpe.

B coorBercTBuU € yacThio 3 cTarbu 37 PenepabHOTO 3aKOHA
ot 21.11.2011 Ne 323-®3 «O6 ocHOBaX OXpaHbI 37J0POBBS TPaKIaH
B Poccuiickoit @enepannn» MHUHUCTEPCTBOM 31paBOOXPAHEHUS
Poccuiickoit @enepaiiiy Ha OCHOBE KPUTEPUEB, YCTAHOBJICHHBIX
[Tpukazom 101H, cdopmupoBaH THepeueHb, BKIIOYAOLIUN 237
3a0oneBaHui, COCTOSIHUI (Tpynn 3a00JeBaHUN, COCTOSHUM), IO
KOTOPBIM ~ pa3padarbhlBalOTCs  KIMHUYECKHE  PEKOMEHIAlUU.
MIIHKO B  cOOTBETCTBUM C TIIYHKTOM 5  mopslka
U CpPOKOB pa3pa0OTKM KIMHUYECKUX PEKOMEHAAUUH M HX
nepecMoTpa, yTBepxKaeHHbIX [Ipukazom 103H, mpencraBieHbl B
Munsnpas Poccun yBemomsieHuss o Havyane paspaborku 351
KJIIMHUYECKON PEKOMEHIalliH 10 3a00JI€BaHUSAM U/UIIH COCTOSHUSAM
(rpynmam 3a00eBaHUI W/WIH COCTOSTHUR ).




