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OO0 yTBepKaeHHH :

IMopsaka ocyumecTB/IeHHs MOHUTOPHHIA ABHKEHHS H y4eTa B cy0beKTax
Poccuiickoii Penepannu aHTHOAKTEPHAJILHBIX H IPOTHBOTY0EpPKYJIe3HBIX
JIEKAPCTBEHHBIX NPEeNnapaToB JJisi MEAHIHHCKOIO IPMMeHeHHs1, BKJIIOYeHHbIX
B MepeYeHb )KN3HEHHO HeOOXOANMBIX H BaXKHEHIINX JIeKapCTBEHHBIX IPeNnapaTos,
npeAHa3HAYeHHBIX JJIs1 o0ecnedeHHs JUL, 00JbHBIX TY0epKyJ1e30M
¢ MHOKEeCTBEHHOMH JIeKAPCTBEHHOI YCTOHYHBOCTBIO BO30yAUTEIs, AOBEACHHSA
10 CBeJleHHS OPraHOB HCIIOJHHTENbHOI BiaacTH cyobekToB Poccniickon ®enepannu,
onpeaeJeHHBIX BHICIIMMH JA0JKHOCTHBIMH JTHIIAMH CYObEKTOB
Poccniickoii @enepanun (pyKoBOAHTEISIMH BbICIIHX HCIOJIHHTEIbHBIX
OpraHoOB rocyAapcTBeHHOM BjacTH cyobekToB Poccniickoii Penepanun),
MOJIy4YeHHBIX 10 pe3yJIbTaTaM MOHHTOPHHIA JaHHBIX H COIVIaCOBaHHUSA
nepepacnpe/e/ieHUsl YKa3aHHBIX JIeKAPCTBEHHbIX MPENapaToB
Mexay cyobexkramu Poccniickoii ®enepanun

B cootBerctBun ¢ mnyHktoMm 15 Ilonoxenus o0 opraHuzanuu obecreueHus
JauI, OONBHBIX TYOepKyJIe30M ¢ MHOXXECTBEHHOH JIEKapCTBEHHOH YCTONYHMBOCTBIO
BO30yIUTENA, aHTHOAKTepHAIbHBIMU H IPOTUBOTYOEpKYNE3HBIMH JIEKaPCTBEHHBIMU
mpernaparaMi A8 MEAULUHCKOTO TPUMEHEHHMs, YTBEPXKIECHHOIO IIOCTAHOBICHHEM
IIpaButensctBa Poccuiickoit ®enepanuu ot 28 mexabps 2016 r. Ne 1512 (Cobpanue
3aKoHoAarenscTBa Poccumiickoit ®eneparun, 2017, Ne 2, cr. 344; 2021, Ne 27, ct. 5408),
IpHUKa3blBalo:

V1BepauTh mnpwiaraeMelii [IopsIoK OCYIIECTBICHHUS MOHHUTOPHHIA JIBMXKEHHS
i yueta B  cyOpektax  Poccuiickoit =~ ®epepaiu  aHTHOAKTEpHAIBHBIX
U IPOTHUBOTYOEPKYJIE3HBIX JIEKAPCTBEHHBIX NPENapaToB AJIsl MEIUIMHCKOTO IIPUMEHEHHS,
BKIIOYEHHBIX B II€peUeHb >XU3HEHHO HEOOXOMUMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
IpenaparoB, NpeJHa3HAYeHHBIX Uil obecmedeHHs JuL, OONBHBIX TyOEpKylIe3oM
C MHOXECTBEHHOH JIEKQpCTBEHHOM YCTOHYHMBOCTBIO  BO30OyOuTens, JOBEICHHSA




10 CBEJEHHs OpPraHOB HCIIOJHHUTENBHOH BiacTH cyOmekToB Poccuiickoit ®enepanus,
OIpeIe/ICHHBIX BHICIIUMH JOJDKHOCTHBIMH JIMLaMH cy6bexToB Poccuiickoit @enepanuu
(PYKOBOOMTENAMH BBICIIMX HCIONHUTENBHBIX OpPraHOB TOCYJapCTBEHHOW BIAacTH
cy6pexToB Poccuiickoii ®Denepanuu), MOTYyYEHHBIX IO pe3yjbTaTaM MOHHTOPHHTA
JAHHBIX ¥ COrJIaCOBaHMS Ilepepaclipelie]ieHs] yKa3aHHBIX JEKapCTBEHHBIX IIperaparoB
Mexay cyopektamu Poccuiickoli Denepaiiu.

Munuctp M.A. Mypaiiiko
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Iopsagok
ocylIecTB/IEHHsI MOHHTOPHHTA ABH:KEHHSl H y4eTa B cy0beKTax
Poccuiickoii ®eaepaniuu aHTHGAKTepHANBHbIX H IPOTHBOTY0EPKYI€3HBIX
JIEKAPCTBEHHBIX NPENapaToB JJIs MEAHIHHCKOI0 NPHMEHEHUsl, BKJIIOYEHHBIX
B epevyeHb }KH3HEHHO HEOOXOAHMBIX H Ba)XHEHIIHX JIEKAPCTBEHHBIX NpPenapaTos,
npeaHasHaYeHHBIX 1151 o0ecneveHns JHI, 60JILHBIX TyOepKYy/1e30M
¢ MHOKECTBEHHOM JIEKAPCTBEHHOM YCTOHYHBOCTbIO BO30YANTE IS, A0BEACHHS
10 CBEJICHHS OPraHOB HCIOJIHUTE/IbHOH BiacTH cy0bexToB Poccniickoii ®enepannn,
onpeae/eHHbIX BHICIIHMH JO/KHOCTHBIMH JIMIAMH cy0beKTOB PoccHiickoi
®denepanun (PYKOBOAUTEISIMH BbICIIHX HCIIOJHUTEILHBIX OPraHOB
rocyJapcTBeHHol BiacTH cyobekToB Poccniickoii ®enepanun)
MOJIy4YE€HHBIX MO Pe3y/IbTaTAM MOHHTOPHHIA JAHHBIX H COIJIACOBAHHSA
nepepacnpeeieHHs] YKa3aHHbIX JIEKAPCTBEHHBIX NPeNnapaToB
MeKay cyobekTamu Poceuiickoilt @eaepaunu

1. Hacrosumii Ilopsmox ocyliecTBI€HHUS MOHHUTOPHHIA [BIOKEHHMS H yd4eTa
B cyOnekTax Poccuiickoii ®emepanuu aHTHGAKTepHANbHBIX M IPOTHBOTYOEPKYIE3HBIX
JIeKapCTBEHHEBIX TpenapaToB A MEAUIUHCKOIO NPUMEHEHHS, BKIIOYCHHBIX B NEPEeYCHb
KU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINX JIEKAPCTBEHHBIX IIPENApaToB, NpeIHa3Hau€HHbIX
s obecreyeHHsl JHL, OGOJBHBIX TYOEpKyJIe30M C MHOXXECTBEHHOM JIEKapCTBEHHOMN
YCTOMYMBOCTBIO BO30YAUTENS, IOBEAEHHUS 10 CBEIEHAS OPTaHOB MCIIOJIHHUTENBFHON BIIaCTH
cyonrekToB Poccuiickoit Denepannu, ONpeAeaeHHbIX BBICIIAMHA JOJDKHOCTHBIMH JIMIIAMH
cyopekToB Poccuiickoit @Pezpepanyy (PyKOBOAMTENAMH BBICIIMX HCHONHHUTENBHBIX
OpraHoOB TOCYyJapCTBEHHOM BiacTH cyObekToB Poccuiickoit ®enepaiuu), NOMy4EHHBIX
10 pe3yJibTaTaM MOHHTOPHHIA JaHHBIX W COINIACOBAaHUS IepepacnpesieeHus yKa3aHHbIX
JIEKapCTBEHHBIX ~ IperapatoB  Mexnxy  cybwektamum  Poccuiickoir ~ @enepauuu
(manee — [TopAnoK) peryiupyeT BONPOCHl OCYLIECTBIEHHS (eepanbHbIM Ka3eHHBIM
yupexxaenueM «QDenepaibHbI LEHTp IUIAHUPOBAaHMS M OPraHU3alUHU JICKApCTBEHHOTO
obecreueHns TIpaxaaH» MunucTepcTBa 3/1paBooxpaHeHus Poccuiickoir @enepann
(manee — @epepanbHbIi LEHTD):

a) MOHUTOPMHTa IBWXKeHHs U ydeTa B cyObekrax Poccuiickoit @Denepanuu
aHTUOAKTEPHANIBHBIX M NPOTUBOTYOEPKYJIE3HEIX  JIEKAPCTBEHHBIX  IpenaparoB
Ui MeIUIMHCKOIO TNPUMEHEHHMS, BKIIOYEHHBIX B MEpPEYCHb JKM3HEHHO HEOOXOIMMEBIX
¥ Ba)XHEHIIMX JIEKAPCTBEHHBIX [IPENaparoB, NpeAHa3HAYEHHBIX M OOecreueHus
nun, OONBHBIX TYOEpKyJe30M C MHOXECTBEHHOH JIEKapCTBEHHOM YCTOMYMBOCTBHIO
Bo30yaMTens (manee COOTBETCTBEHHO — MOHMTODHHI, JICKAPCTBEHHBIE MpPENapartsl,
OOJIBHEIE);




6) mOBeleHHMS [0 CBEJEHHS OPraHOB HCIONHHUTENLHOX BIAacTH CyOBEKTOB
Poccuiickoii ®eziepaliuy, oNpeeeHHbIX BBICIIHMU JODKHOCTHBIMH JIMI[aMH CyOBLEKTOB
Poccuiickoii ®enepaiyii  (PYKOBOAUTEISMH  BBICHIMX  HCIIOJIHUTENBHBIX OpraHOB
rocyJapcTBeHHOM BmacTH cyObektoB  Poccuiickoii ~ ®ezmepaunn)  HOJTYyYCHHBIX
Mo pe3yjbTaTaM MOHHTOPHHIA JaHHBIX, B TOM 4HC/e CBEACHHH O HOMEHKIAType,
KOJIMYECTBE M CTOMMOCTH JIEKAPCTBEHHBIX IIpErapatoB, 00 OTCYTCTBUH MOTPEOHOCTH
B OT/JeNbHBIX JIEKAPCTBEHHBIX Mpemaparax JHOO O TOABICHHH JOIOJHUTEIBHOM
MOTPeOHOCTH B JIEKAPCTBEHHBIX IIpeliapaTax B CBA3M C H3MEHEHHWEM B CyObekTe
Poccuiickoii @Defepalld YHUCICHHOCTH OOJNBHBIX, M3MEHEHMSIMH B Ha3HaYCHUAX
MeIUIMHCKMMH paOOTHHKAMH JIEKapCTBEHHBIX IpenaparoB 0OJbHBIM;

B) COIIAacOBaHHWA IepepaclpeseleHHs JIEKapCTBEHHBIX TMpenapaToB  MexIy
cyobrektamu Poccuiickoit @egepalum.

2. OpraHH3alMOHHO-TEXHUYECKOE COMPOBOXKIECHHE OCYIIECTBICHUS! MOHUTOPHHIA
obecneunBaetcs OeaepalibHbIM LIEHTPOM.

3. MOHHUTOPHHI OCYIIECTBIAETCA B OTHOIICHMH JIEKApCTBEHHBIX Ipenapartos,
3aKyIUIEHHBIX M II€peJaHHbIX B cobcTBenHOCTh CyOBekTOB Poccuiickoil Penepanyu
B cOOTBeTcTBUHM ¢ IlojoxkeHHMeM 00 opranusauuu obecmedeHuss 1ML, OONBHBIX
TyGepKyle3oM C MHOXKECTBEHHOM JIeKapCTBEHHOH YCTOHYMBOCTBIO —BO30yIHUTENs,
aHTHOAKTepHANIbHBIMH W IIPOTUBOTYOEpKYNE3HBIMU JIEKAPCTBEHHBIMH IIpenapaTamu
IS MEIWIHMHCKOro INPHMEHEHUsS, YTBep)KAEHHBIM TNocTaHoBleHueM IIpaBuTenbcTBa
Poccuiickoii ®enepauun ot 28 nexabps 2016 r. Ne 1512.

4. OpraHbl HCTIONHUTENBHOI BiacTi cyobexToB Poccuiickoit Menepamuu B chepe
OXpaHbI 3/J0POBbS HE TO3/HEE 5 YHCIIa KaXI0T0 MECAIa Pa3sMEIAOT B HHGOPMALMOHHOM
pecypce «ITapyc-bromxker» (manee — nHGOPMALMOHHBIN pecypc) CBEIEHUS
0 JIeKapCTBEHHBIX NpenapaTax (peKoMeHyeMbiii 00pasel] mpuBesieH B NprioxkeHANn Ne |
k [Topagaky).

5. MemepanbHBIi LEHTP  OCYLIECTBISET  paccMoTpeHHe M oboOumweHue
pa3MellleHHBIX OpraHaMH WCIIONHUTENBHOH BIacTH cyOnexToB Poccumiickoit Penepauyu
B cdepe OXpaHbl 3I0pPOBbS CBEIECHUM O JIEKApPCTBEHHBIX IpenaparaXx M He IO031HEe
20 uypcna KaKAOro Mecdla pasMmenjaer B HH(OpPMALMOHHOM pecypce MONy4YeHHBIE
10 pe3yJIbTaTaM MOHUTOPHHIA 0000IIEHHbIE JaHHBIE O JIEKapCTBEHHBIX NpenapaTax.

6. OpraHbl HCTIOJHUTENBHON BiIacTH cyObekToB Poccuiickoit @enepannu B chepe
OXpaHbI 3J0POBbS PACCMATPUBAIOT pasMellleHHble DelepalbHEIM UEHTPOM 0000IIeHHbIE
JaHHBIE O JIeKapCTBEHHBIX TNpemaparax M NpPHM HaJMYMH HOTPeOHOCTH B OTAEIBHBIX
JNIeKapCTBEHHBIX ~Mpemapatax (OpMHPYIOT B HH(POPMALMOHHOM pecypce 3asaBKy
0 Tepepacrpesie/leHMH JIEKapCTBEHHBIX IpenaparoB (najee — 3asBKa) (peKOMEeHIyeMbIi
obpaszen npuBeeH B npuinoxkeHnr Ne 2 k Iopsaky).

7. PaccMOTpeHHe 3asBKH OCYILECTBIISETCS ITyTEM COMOCTAaBIICHUS 3asABIIEHHOIO
KOJMYECTBA JIEKAPCTBEHHOTO Ipenapara ¢ IMONyYeHHBIMH MO pe3yjibTaTaM MOHMTOPHHIA
J@HHBIMK OpraHa HCIIOJIHUTENbHON BiacTh cyObekra Poccmitckoit ®enepaunn B chepe
OXpaHbl 3I0pOBbs, Ilepe/lalolIero JIEKapCTBEHHBIH IpenapaT, MHNOATBEPKIAIOIIMMU
OTCYTCTBHE HOTPEOHOCTH B IIEpePacIpeNeieMOM JISKapCTBEHHOM Npenapare.

I[NpuHATHE pellieHrs O COTNIACOBAHUHU 3aABKH MO0 €€ OTKIIOHEHHH OCYIIECTBIIAETCS
denepanbHEIM LEHTPOM B TEeUYeHHE Tpex pabouMx [Hei cO IOHA pasMELICHHSA 3asBKH
B HHGOPMAIMOHHOM pecypce.




8. OcHoBaHHEM [JIsI OTKIOHEHHS 3a9BKH SBII€TCS YCTAHOBJICHHE 110 pe3ynbTaTam
TIPOBEJEHHOTO0 MOHHTOPHMHIA OTCYTCTBHS NMOTPEOHOCTH B 3asBICHHBIX JEKapCTBEHHBIX
npenaparax.

9. B cinyyae yka3zaHMs B 3asdBKe JIEKapCTBEHHOIO IIpemapara B KOJIHMYECTBE,
HEe COOTBETCTBYIOLIEM aKTyalN3UPOBAHHBIM CBEIECHHSAM OpPTaHA MCIIOJHMTEIBHON BIACTH
cyosekta Poccumiickoii @enepauuu B cdepe OXpaHbl 310pOBBS, IIEPENAOLIETO
JIeKapCTBEHHBIN [penapar, 3asBKa MOUIEKUT KOPPEKTHPOBKE OPraHOM HMCIIOIHHUTEIHHOHN
BracTH cyonekta Poccuiickoit ®enepamuu B cdepe OXpaHbBl 3[40POBbs, IOBTOPHOMY
pasMeIlleHHI0 B HMH(OPMAlMOHHOM pecypce ¥  IIOCIeAYIOIEMY COIIacOBaHMIO
®enepallbHBIM LIEHTPOM.

10. B cnyyae mnpuHATHA pemieHHs 00 OTKase B COIVIACOBAaHMU 3asBKU
denepanbHblii LEHTP OTKJIOHAET 3asBKy B HMH(OPMAIlHOHHOM pecypce ¢ yKa3aHHeM
NpPUYUH OTKa3a.

11. TIlepepacmpeseieHde JIeKapCTBEHHBIX IpenapaToB Mexay CyObexTamu
Poccuiickoii ®efepanuy OCYyLIECTBISIETCS HOCHE COINIacOBaHHsA 3asBKu DenepaibHbIM
LEHTPOM.

12. ®epnepanbHEBI LEHTp €XeKBapTanbHO, A0 10-ro 4Ymcma Mecsua, cleAyrolero
3a OTYETHBIM KBapTajloM, TMpPEeICTaBIseT CBEACHHA O Ilepefade JeKapCTBEHHBIX
npenaparoB B COOCTBEHHOCTh cyOBbekTa Poccuiickoit ®enepallii M COTNIACOBAHHBIX
TepepacipeeieHisX JIeKapCTBEHHBIX IIPENapaToB Mexay CyObekramMu PocchicKod
®enepaunu B Denepanbhyio ciyx0y 1o Haazopy B cdepe 3ApaBOOXpaHEHHS B LEIAX
OCYIIECTBJIEHUS KOHTpOJA 3a LieJIEBBIM HCIIOJb30BaHUEM JIEKapCTBEHHBIX MPENapaTos,
a Takke B MunHKCTepCTBO 3ApaBooxpaHeHus Poccuiickoin PemepaliiH.
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