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IMopsinka ocymecTBICHH MOHHTOPHHTIA ABHKEHHS H yUeTa B cyObeKTax
Poccuiickodl @egepaliii aHTHBHPYCHBIX JIEKaPCTBEHHBLIX NIPEeNapaToB
AJISE MEIHIIHHCKOr0 NpHMMeHeHH s, BKJIIOYCHHDIX B NepevyeHb
JKH3HEHHO He00XOAHMBIX H Ba)KHEHIIHX JIEKAPCTBEHHbLIX NIPENapaTos,
npeIHA3HAYECHHBIX AJis ofecnedeHHs Jull, HHPHIHPOBAHHBIX BHPYCOM
HMMYHOAe(pHIHTA YeJIOBEKA, B TOM YHCJIe B COYeTAHHH ¢ BHPYCAMH
renatuToB B n C, 10BeeHNHs 10 CBeleHAsI OPraHOB HCIOJIHATE/ILHOI BJIaCTH
cyonexToB Poccuiickoit @eaepanun, onpeaesieHHbIX BLICHIHMH J0/KHOCTHBIMH
Jaunamu cyobexToB Poccniickoii @eaepanun (pyKoOBOAUTEISIMH BbICIIHX
HCIOJIHATE/ILHBIX OPraHOB rOCYyAapPCTBEHHOI BJIAaCTH cy0beKTOB
Poccuiickoii ®enepanun), PegepajbHOro MeqHKO-0H0TOrHYECKOr0 areHTCTBA,
®enepaabHOi CIyKObl HCIIOJHEHHS HAKA3aHHH NOJYYEHHBIX 110 pe3yibTaTaM
MOHHTOPHHIA JAHHBIX H COIJIACOBaHHS Nepepacnpene/ieHHs YKa3aHHbIX
JIeKapCTBEHHBIX MpenapaToB Mexay cyonbekramu Poccuniickoil Pegepanun,
®enepajbHbIM MeAHKO-0HONOIHYECKHM areHTCTBOM,
®egepaabHOH CaIyx00H HCIOHEHHs HAKa3aHHH

B coorBercTBUM ¢ IMyHKTOM 15 ITonoxkeHus o6 opraHu3zauuu OOGeCIICUYEHHS JHII,
UHPUIIPOBAHHEIX BUPYCOM HMMMYyHOAe(UIMTa 4YelIOBEKa, B TOM YHCIE€ B COYCTaHHH
c BupycamMu rematutoB B u C, aHTMBHDYCHBIMHM JI€KapCTBEHHBIMH IIpe€lapaTaMu
VIS MEIHWLUHCKOTO IIPUMEHEHHs, YTBepXKIeHHOro rmnoctaHoBieHueM IlpaButenscTBa
Poccuiickoit ®enepamun ot 28 nexabps 2016 r. Ne 1512 (Cobpanue 3akoHOZaTeNbCTBa
Poccuiickoit ®enepanum, 2017, Ne 2, ct. 344; 2021, Ne 27, c1. 5408), ipu K a3 BI B a10:

VrBepmute 1mpuinaraeMeiii [Iopsnok OCyIECTBIIEHHS MOHHMTOPHHIA —JIBIHDKCHHS
U yuyera B cyOnekrax Poccuiickoit denepaliuy aHTUBMPYCHBIX JIEKAPCTBEHHBIX IPENapaToB
V11 MEOWLIMHCKOTO INpPWMEHEHMd, BKIIOYEHHBIX B IIepedYeHb JKH3HEHHO HEOOXOIMMBIX
¥ BaOKHEHIIMX JIEKAPCTBEHHBIX MpENapaToB, NpeJHA3HAYECHHBIX U1 OOecHeYeHHs JIHI],
MHQUIMPOBAaHHEIX BHPYCOM HMMYyHOAe(QHLTAa YeNoBeKa, B TOM YHCIE€ B COYETAHUH
¢ Bupycamu renatutoB B u C, noBeneHus N0 CBECHHS OPraHOB HCIIOJHWTEIBHON BJIACTH




cyonexToB Poccumiickoit ®enepaiyy, ONpeeIeHHBIX BBICIIMMH JODKHOCTHBIMH JIMIIAMH
cyonexToB Poccuiickoit Depepaiiy (pyKOBOAUTESIMH BBICIIMX HCIIONMHUTENBHBIX OpraHOB
rOCYIapCTBEHHOM  BiacTd cyOpekTtoB  Poccuiickoit  ®epepammm), DenepanpHOro
MeIHKO-OMONIOrMeCKoro areHTcTBa, DemepanpHOi CmykObl UCHONHEHHA HaKa3aHWUM
TIOJTy9IEHHBIX [0 pe3yJbTaTaM MOHHUTOPHMHIA JAHHBIX W COINIACOBaHWS IepepacrpeacieHust
yKa3aHHBIX JIEKAPCTBEHHBIX IIpemapaToB MexAy cyOpektaMu Poccuiickoil ®enepauun,
DepepaIbHBIM MeIUKO-OMOJIOTHYECKMM areHTCTBOM, PenepaibHON £y OoH HCHOTHEHUS
HaKa3aHWH.

MusucTp M.A. Mypaiko
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npukazoM MuHUCTepCcTBa 3ipaBOOXpaHEHUS
Poccuiickoil @enepauuu
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Iopsiaok
OCYIIleCTBJICHHSI MOHMTOPHHIA IBH2KEeHHS M yUeTa B cy0beKTax
Poccuiickoii Pelepannii aHTHBHPYCHBIX JIEKAPCTBEHHBIX MpenapaToB
/ISl MEAHIIHHCKOTO PHMEHEeHH, BKJIIOYEHHBIX B nepedeHb
’KA3HEHHO He00XOAHMBIX H BaXKHEHIIHNX JieKapPCTBEHHBIX Npenaparos,
npeaHa3sHA4YEHHBIX 1)1 o0ecneveHus: Jul, HHPHIHPOBAHHLIX BHPYCOM
HMMYHOAe(HIIHTA YeT0BeKa, B TOM YHCJ/Ie B COUETAHHH C BHPYCaMH
renatuToB B u C, 1oBeieHHs 10 CBeleHHS OPraHOB HCNOJHHUTEIbHOMN BJIACTH
cyonexToB Poccniickoii Peepannn, onpeaeieHAbIX BEICHIHMH J0/KHOCTHBIMH
Jannamu cybobekToB Poccniickoii @enepannu (PyKOBOAHTEIAMH BHICIIHX
HCNOJHUTENLHBIX OPraHOB rocyAapcTBeHHOH BI1acTH Cy0beKTOB
Poccuiickoit @egepannu), @enepaibHOro MeanKo-0HOIOrHIECKOro areHTCTBA,
PenepanbHOH Ci1yk0bI HCIOJIHEHHS HAKA3AHHI NMOJYYeHHBIX N0 pe3yabTaTaM
MOHHTOPHHIA JaHHBIX H COIJIACOBAHHA Nepepacnpee/ieHHs YKa3aHHBIX
JIeKapCTBEeHHbIX NpenapaToB Mexay cyorekramu Poccuiickoit @enepannmu,
DegepanbHBIM MEANKO-0HOIOrHYE€CKHM areHTCTBOM,
PenepanbHOi c1yk00i HCIIOIHEHHS HaAKa3aHHH

1. Hacrosmuii Ilopsaok oOCylieCTBI€HHS MOHHTOPHHIA JBIDKEHHS M Yy4eTa
B cyObekrax Poccuiickoii ®enepaunn aHTUBHPYCHBIX JIEKQPCTBEHHBIX IIPeNapaToB
IUIE MEOWIMHCKOTO NPHMEHEHHS, BKIIIOYEHHBIX B IepedeHb >KU3HEHHO HeoOXONUMBIX
¥ BaXHEHIINX JIEKAPCTBEHHBIX IIPeNapaToB, NpeAHa3HAYeHHBIX i obecreueHus
KL, AHQUIMPOBAaHHEIX BUPYCOM MMMYHOZE(HUINTA YeJIOBEKa, B TOM YHCIIe B COYCTaHUH
¢ Bupycamu renatutoB B u C, 1oBeieHHs 10 CBeJIEHUsI OPraHOB MCIIOJIHUTE/IBHOM BJIACTH
cy6nexkToB Poccuiickoit @enepaluy, onpeeNeHHbIX BRICIIMMHU JODKHOCTHBIMH JIMIIAMH
cyopekToB Poccuiickoit ®Denepanyu  (pyKOBOAMTENSIMH BBICIIMX HCIOJHHUTENbHBIX
OpraHoB IocyJapcTBeHHO# BiacTu cyobekToB Poccuiickoit @enepanyn), OenepapHOro
MeIMKO-OHOIOrHYecKOro areHTcTBa, MenepanbHOM Ciay OBl HCIONHEHUS HaKa3aHH
MOJTYYEHHBIX T10 pe3ylbTaTaM MOHUTOPHHTa AAHHBIX H COIIaCOBaHUs NEpepacipeneIeHus
yKa3aHHBIX JIEKapCTBEHHBIX IpenapaToB MexAay cyowekramu Poccuiickonn ®enepaium,
MDenepalbHBIM ~ MEIUKO-OMOJNIOTHYECKAM  areHTCTBOM,  DenepanbHoit  ciyxxOoi
HCTIOJIHEHHs Haka3aHuii (nmanee — [Topanok) peryiaupyeT BOMNPOCHl OCYILUIECTBICHHS
¢enepabHBIM  Ka3eHHBIM  yupeXXIAcHHEM «DelnepalbHbli LEHTP IUIAHHPOBAHHUA
M OpraHm3alMd  JieKapcTBeHHoro  ofecmeyeHuMs  rpaxjgaH»  MHHUCTEpPCTBa
3apaBooxpaHeHus Poccuiickoit Penepanuu (nanee — OenepanbHelil IEHTD):

a) MOHMTOpPHMHra JABIDKEHHS W yuyera B cyOwpekTax Poccuiickoii ®enepauuu
AHTUBHUPYCHBIX JICKQPCTBEHHBIX [penapaToB s MEIMLMHCKOIO  IPHUMEHEHMS,
BKIIIOYEHHBIX B TepedYeHb J>XM3HEHHO HEOOXOJMMBIX M BaXHEWIIWX JeKapCTBEHHBIX
IpenaparoB, MpeJHa3HAYeHHbIX Uil oOecliedeHUs JHL, WHQUIMPOBAHHBIX BUPYCOM




AMMyHOepHLIUTA YeloBeKa, B TOM 4YHCJI€ B COYETAHHH C  BHPYCaMH
renatuToB B u C (nanee — MOHMTOpHHT, JIEKapCTBEHHbIE NIPENAPATh, GONBLHEIE);

6) moBeneHWs IO CBeJIEHUsS OPraHOB MCMONHHUTENBLHON BlacTH cyonekToB Poccuiickoii
depepanyy, ONpeAeNeHHBIX BHICIIAMHU JODKHOCTHBIMH JIMIIaMH CyObekToB Pocchiickoii
®epeparmy (PyKOBOAUTESIMHA BBICIIMX HCIIONHHUTEIBHBIX OPraHOB TOCYJapCTBEHHOM BJIaCTH
cyorekToB Poccmiickoit @enepauun) (nanee — ynmoqHOMOYEeHHbIe opraHsl), ®enepanbHOTO
MEeINKO-OHOJIOrHYecKoro areHtcTBa, PenepanbHON CiIyXObl HCIIONHEHHS HaKa3aHUMN
ITOJTYYEHHBIX 10 pe3yIbTaTaM MOHHTOPUHIA TaHHBIX, B TOM YHCJIE CBEACHUI O HOMEHKIIATYpe,
KOJIMYECTBE M CTOMMOCTH JIEKAPCTBEHHBIX TIIpenaparoB, 00 OTCYTCTBMHM HOTpeOHOCTH
B OT/IEJIbHBIX JIEKAPCTBEHHBIX Ipenaparax JU0o O MOSIBIEHHH JIOMONHUTENBHOM MOTpeOHOCTH
B JIEKAPCTBEHHBIX IIperapaTax B CBS3U ¢ M3MEHEHHEM YHCIICHHOCTH OONBHEBIX, H3MEHEHUSMU
B Ha3HAYEHMAX MEIUIIMHCKUMH pabOTHUKAMH JIEKapCTBEHHBIX IIPENIapaToB OONBHBIM;

B) COINaCOBaHMS  MEpEpacrpeleNeHUs]  JICKAPCTBEHHBIX  MpenaparoB  MEXKIY
cyopektamu Poccuiickoii Depepauyn, PenepanbHbM MeaUKO-OHMONOTMYECKHM areHTCTBOM,
®denepanbHOii CITy)00it HCTIOMHEHMS HAKa3aHMI.

2. OpraHn3alOHHO-TEXHHYECKOE COIMPOBOXIEHUE OCYIIECTBICHUS MOHHUTOPHHIA
obecneunBaercs PenepanbHBIM LEHTPOM.

3. MOHUTOPUHT OCYHIECTBISIETCSI B OTHOLIEHHHM JIEKApPCTBEHHBIX IIPENaparos,
3aKyIJIeHHBIX DenepaibHBIM LEHTPOM M TEPEJaHHBIX B COOCTBEHHOCTh CyOHEKTOB
Poccutiickoit @enepannn, OeaeparsHoMy MeAUKO-OHoIOrmieckoMy areHTcTBy, denepanbHoil
ciyxbe HCIONMHEHHWs Haka3aHMH B CcOOTBeTcTBUM ¢ [lonoxeHmeM 00 opraauzanyuu
obecriedeHus JHL, WHOUIMPOBAHHBIX BHPYCOM HMMyHOJe(HIMTa YeJOBEKa, B TOM YHCIE
B COYETaHHHU ¢ BHpycaMu renatutoB B u C, aHTMBHPYCHBIMU JIEKapCTBEHHBIMU IIpenapaTamMmy
JUI1  MEOWLIMHCKOTO TIPUMEHEHMs, YTBEPXKACHHBIM TOCTaHOBICHUEM [lIpaButesnscTBa
Poccutickoit @eneparmmu ot 28 nexadbpst 2016 . Ne 1512,

4. VYnonHoMoueHHble opraHbl, DenepanbHOe MEAUKO-OHONIOTMYECKOE AareHTCTBO,
DepepanpHast ciryx0a HCIONHEHHWs Haka3aHW HE IO3[HEE 5 4YHCla KaKIOro Mecsila
pasmerator B uH(popMaioHHoM pecypce «Ilapyc-Bromker» (manee — MHpOpMaLOHHBIH
pecypc) CBeIEHHS O JIeKapCTBEHHBIX Ipenaparax (peKOMEHIyeMblil oOpasel INpHBEACH
B npunoxxeHuu Ne 1 k Iopsaky).

5. ®enepanbHBIi UEHTP OCYIIECTBISET PacCCMOTpEeHHE H 0000IIeHHE pa3sMEIEeHHBIX
YIIONHOMOYEHHBIMHA ~ opraHamy, @DefiepanbHEIM — MeAUKO-OMOJIOTMYECKMM  ar€HTCTBOM,
®epepanpHOit CiTy00l HCTIONHEHWsS HAKa3aHWIl CBEJCHUH O JIEKapCTBEHHBIX INpenaparax
1 He nosmHee 20 uMClIa KaXIOro Mecsla pasMemiaeT B HH(OPMALMOHHOM pecypce
MOJMydYeHHBIE 10 pe3yJbTaTaM MOHHMTOpPHMHTa OO0OOIIeHHbIE [MaHHBIE O JIEKAPCTBEHHBIX
npenaparax.

6. YnomHoModeHHble opraHbl, DenepanbHOoe MeIUKO-OHONOTHYECKOE AareHTCTBO,
®enepanbHas ciry)x06a UCMIONHEHHUS HaKa3aHUil paCCMaTpUBalOT pa3MeLleHHbIe DeiepabHBIM
LIEHTPOM O0OGILEHHBIE JaHHBIE O JIEKApCTBEHHbIX Mpenaparax ¥ IpH HATUYHH IOTPEOHOCTH
B OTAEJBHBIX JIEKAPCTBEHHBIX IIperapaTax (GopMHUpPYIOT B HHPOPMALMOHHOM pecypce 3asdBKy
0 TmepepacnpeneieHNd JIeKapCTBEHHBIX IIpernaparoB (aajiee — 3asBKa) (PpeKOMEHIyeMbIH
obOpasen npuBeeH B npuitoxeHU: Ne 2 k [opsiaxy).

7. PaccMmoTpeHHMe 3asBKM OCYLUECTBISICTCS ITyT€M COIIOCTAaBJICHHS 3asBJIEHHOI'O
KOJIMYECTBA JIEKAPCTBEHHOTO Mpenapata ¢ MOTyYEHHBIMH ITI0 pe3ylbTaTaM MOHUTOPHHTa
JaHHBIMM YIIOJJHOMOYEHHOTO oOpraHa, DenepalbHOr0 MeEAUMKO-OHONOTMYECKOr0 areHICTBa,




DenepanbHOii CTy)XObI HCTIONHEHHS HaKa3aHWH, IepeJalolMX JICKapCTBEHHBIM IIpenapar,
NOATBEPXKIAIOUIMMHA OTCYTCTBUE IOTPeOHOCTH B TepepaclpenesieMOM JIEKapCTBEHHOM
pernapare.

IlpunsiTie pelneHHs O COITIACOBAHHMM 3asBKU JIHOO €€ OTKIOHEHHH OCYIIECTBIIETCA
QenepabHBIM LIEHTPOM B TE€YEHHE TPeX pabOuMx AHEH CO OHA pasMEILECHHUsS 3asiBKH
B HH(OPMAILIMOHHOM pecypce.

8. OcHoBaHHeM [Jii OTKIOHEHHs 3afBKH SBISETCS YCTAaHOBJIEHHE IO pe3yabTaTam
IPOBEJICHHOTO MOHHMTOPWHIA OTCYTCTBHS MOTPEOHOCTH B 3asBICHHBIX JIEKApCTBEHHBIX
Ipenaparax.

9. B cnydae ykasaHus B 3asBKe JICKapCTBEHHOIO Iipemapara B KOJIMYECTBE,
HE COOTBEICTBYIOIEM aKTyaJIM3MpOBaHHBIM CBEICHUSAM YIIOJHOMOYEHHOIO OpraHa,
®denepalbHOIO MeaUKO-OMONIOTHYECKOr0 areHTcTBa, MenmepanbHON CIyXObl HCIOTHEHUS
HaKa3aHW#, MepefalolX JIEKAPCTBEHHBIM MpenapaT, 3asBKa NOMJIEKHT KOPPEKTHPOBKE,
IIOBTOPHOMY pa3MEIlIEeHHI0 B MH(POPMAMOHHOM Pecypce U IOCIEAYIOLIEMY COITIACOBAHHIO
®OenepanbHBEIM HEHTPOM.

10. B cmyuae mpunATHS penieHHs 00 OTKase B cOrylacoBaHUM 3asBku DenepanbHblii
IIEHTP OTKJIOHSET 3aj9BKy B HH()OPMAIIHOHHOM PECypce ¢ yKa3aHHeM MPUYHH OTKa3a.

11. IlepepacmpenenieHre  JI€KapCTBEHHBIX  MpeNaparoB  MeXOy CyObeKTaMu
Poccuiickoit @enepaunn, @enepajbHbIM MEAUKO-OHOIOTMYECKHM areHTCTBOM, DenepaibHoi
cy00il  HCIIONHEeHWs HaKa3aHMi OCYINECTBISETCS IIOCIE€ COITIACOBAaHUS  3asIBKH
DenepalbHBIM LIECHTPOM.

12. depepanbHblii HEHTp eXeKBapTanbHO, A0 10-ro umciaa MecdAla, CIEIYIOLIETO
332 OTUETHHIM KBapTaJioM, MPEACTAaBIIET CBEJEHUSA O TepeAaye JIEKapCTBEHHBIX IpeIapaTroB
cyobektam Poccuiickoit @enepaumn, DenepanbHOMYy MeIUKO-0MOJIOTMIECKOMY arcHTCTBY,
denepanbHOl  CiTy)kOe MCTIONHEHWS HaKa3aHWW M COIVIACOBAHHBIX IepepaclpeleNeHMsIX
JIEKApCTBEHHBIX MpEMapaToB, B TOM 4HCIEe MEXIy cybbexkramu Poccuiickoit Penepaiiuy,
DenepaTbHBIM MeMKO-OHONIOTHYECKHM areHTCTBOM, DeziepanbHOM Ciyx00if HCHOMHEHUS
Hakasaumii, B PenepanbHylo cinyxOy mo Hag3opy B cdepe 3ApaBOOXpaHEHHS B LEIISX
OCYILIECTBIEHMS KOHTPOJIi 3a MLeleBbIM HCIIONb30BaHMEM JIEKapCTBEHHBIX IPENapaToB,
a Taioke B MUHHCTEPCTBO 3/ipaBooxpanenus Poccuiickoit enepariyi.
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