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Iopsaka ocyuecTBIeHHsI MOHHTOPHHTA JBH:KEHHS B yueTa B cy0beKTax
Poccuiickoit @enepanun JieKapcTBEHHLIX NPeNapaToB, NpeIHa3HAYeHHbIX
1JIA o0ecnevyeHns JHI, 60JbLHBIX reMOGHIHEeH, MyYKOBHCIMI030M,
runo¢Hu3apHbIM HAHU3MOM, OoJ1e3HbIO I'ole, 3JI0KaYeCTBEeHHBIMH
HOBOOOpa3oBaHHAMH JIHM(ONIHONH, KPOBETBOPHOI H POACTBEHHBIX UM TKaHEi,
PacCessHHbIM CKJIEPO30M, FéeMOJIHTHKO-YPEMHYECKHM CHHAPOMOM, IOHOLIECKHM
apTPUTOM ¢ CHCTEMHBIM HadajoM, Mykonoancaxapugosom L, II n VI tunos,
anjiacTH4eckoi aHeMHeii HeyTOYHEHHO#H, Hac/IeACTBEHHbIM AePHIUTOM
¢akTopos 11 (pudpunorena), VII (1abnabHoro),
X (Croapra — Ilpayspa), Jinl nocje TPAHCIJIAHTAIHH OPraHoB
H (MJIH) TKaHeH, 1oBeleHHs 10 CBeAeHHs YIIOJIHOMOYEHHBIX
OpraHoB MCIOJIHATENLHOI BiacTH cy0bekToB Poccuiickoii @enepanunn
MOJIy4eHHBIX 10 Pe3yJibTATAM MOHHTOPHHIA JAHHBIX
H COrJIacOBaHHA NMepepacnpeae/eHUs JeKapCTBEHHLIX NpenapaToB
Mexay cyobexramu Poccuiickoii @eaepauun

B coorBerctBuM ¢ myHktoM 15 TlpaBun opranmsauuu  obecredeHHs
JIEKapCTBEHHBIMH  TIperapaTaMd JHL, OOJBHBIX TeMO(UIHeH, MYKOBHCIHIO30M,
runoQU3apHEIM HaHM3MOM, 0ojie3Hblo [olle, 3710KayeCTBEHHBIMH HOBOOOPa30BaHUAMH
nMMGOHUIHON, KPOBETBOPHOM M PpOJACTBEHHBIX MM TKaHEW, DPAaCCESHHBIM CKIIEPO30M,
IeMOJIMTHKO-YPEMUYECKHMM CHHIPOMOM, IOHOLIECKMM apTPUTOM € CHCTEMHBIM HavajioM,
mykomnosaucaxapugozom I, II u VI Tumos, amactMdeckodl aHeMuel HEyTOYHEHHOW,
HaclleACTBEHHbIM geduuutoM dakropoB II  (¢pubpunorena), VII (abunabHOrO),
X (Crroapra — Ilpayspa), aul mocne TPaHCIUIAHTaLUKM OPraHoB W (WMJIM) TKaHEW,
YTBEPKICHHBIX MOCTaHOBJICHUEM [IpaBuTenbcTBa Poccuiickoi ®enepauun
ot 26 Hos6pst 2018 r. Ne 1416 (CoGpanue 3axkoHonarenbcTBa Poccuiickoin @enepauuu,
2018, Ne 49, ct. 7620; 2020, Ne 14, cT. 2101),npu ka3 I Ba1o:

1. YTBepautey npunaraemslii [lopsnox ocymiecTB/IeHHSS MOHHTOPHHIA IBHXKCHHS
U ydera B cyObekrax Poccuiickoii @enepannu J1eKapCTBEHHBIX IPENaparoB,
npeaHa3HaYeHHbIX Ui obecriedeHHus JHL, OOIbHBIX TeMO(HUIHEH, MYKOBHCUHAO30M,
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runou3apHelM HaHU3MOM, Oose3Hbpio [olle, 310Ka4eCTBEHHBIMH HOBOOOpPA30BaHHUAMM
JTAMQOHNIHOH, KPOBETBOPHOH M PpOJCTBEHHBIX MM TKaHel, pacCesHHBIM CKJIEPO30M,
TeMOJINTUKO-yPEMUUECKUM CHHAPOMOM, IOHOIIECKMM apTPUTOM C CHCTEMHEIM HayajoM,
Mykononucaxapugosom I, II m VI Tunos, amnactudeckoif aHeMHeld HeyTOYHEHHOH,
HacleACTBeHHBIM JepuuuroM ¢akrtopoB II (dubpunorena), VII (;1abunsHoro),
X (Ctroapra -  Ilpayspa), JIUI] nocJie TpaHCIUIAHTALIUU OpraHoB
¥ (WIM) TKaHe#, JOBeJeHUs N0 CBEACHUSA YIIOJHOMOYEHHBIX OPraHOB HCIIOJIHHMTEIBLHOM
BIacTH cyOBbekToB Poccuiickoit @enepaiiiy MoOydeHHBIX 1O pe3y/IbTaTaM MOHHTOPHHIA
IAHHBIX M COIJIACOBaHMs IepepaclpelelieHus JIEKApCTBEHHBIX IMpPEnapaToB MeEXIY
cyobektamu Poccuiickoii eneparium.

2.Ilpu3HaTe YTpaTUBIIMM CWJIy MpHKa3 MHMHHCTEPCTBA 3ApPaBOOXPaHEHHUSA
Poccuiickoit @enepauun ot 13 aBrycta 2019 r. Ne 6351 «O6 yrBepxkaenuu Ilopsaka
OCYILIeCTBIIEHUSI MOHUTOPHHTA JBI)KEHUSA U ydeTa B cyObekTax Poccuiickoit ®eneparuu
JIEKapCTBEHHBIX IIpernapaToB, NpeAHA3HAYEHHBIX MJIA oOecledeHHs IHul, OOJbHBIX
remModunreii, MYKOBHUCIMZO30M, THNO(DHU3apHBEIM HaHHW3MOM, Oone3Hsio [ ome,
3JI0Ka4€CTBEHHBIMH HOBOOOpa30BaHUSAMH JTUMGOHUIHOM, KPOBETBOPHOH M POJCTBEHHBIX
UM TKaHel, pacCesHHBIM CKJIEpO30M, TI€MOJMTUKO-YPEMHYECKHM CHHIPOMOM,
IOHOIIIECKMM apTPUTOM C CHCTEMHBIM HadanoM, MykononucaxapumosoM I, II u VI tumnos,
JUI [OCJie TpaHCIUIAaHTallMM OpPraHOB W (WMJIM) TKaHeH, JOBEICHHA 10 CBEICHUA
YIIOJTHOMOYEHHBIX OpraHOB MCIIONHUTENBHOU BiacTu cyObekToB Poccuiickoii Menepauuu
IIOJIyYEHHBIX 110 pe3yJIbTaTaM MOHUTOPUHTA JaHHBIX M COTJIACOBAHHA IepepacipeaeieHus
JEKapCTBEHHBIX  IIperapatoB  Mexay cyOwekramu  Poccumiickoit  ®emepanum»
(3apeructprpoBaH MunuctepctBoM octuivu Poccuiickoit @enepauuu 5 Hos6pa 2019 r.,
peructpanroHHbiid Ne 56399).

MuHnuctp ' M.A. Mypartiko



VTBEPXIEH

IpUKa3oM MUHHUCTEpCTBA 3/IpaBOOXPaHEHHUS
Poccuiickoit @®enepanuu
OT KO/ » wuorew 2020 r. Ne 5.76°+

Iopanok
OCYIIeCTBJ/ICHHSI MOHUTOPHHIA IBHKEHHS U y4yeTa
B cyObekTax Poccuiickoii @enepainuu JiekapcTBeHHBIX NPeNaparTos,
npeaHa3HAYeHHBIX IS o0ecnedeHus JuL, 60IbHbIX reMouIHei,
MYKOBHCLHA030M, rHNOGH3APHBIM HAHH3MOM, GoJie3HbI0 'ome,
3JI0Ka4Y€CTBEHHbIMH HOB0O0OOpa30BaHHAMH JIMMGOHIHOI, KPOBETBOPHOI
H POACTBEHHbIX HM TKaHeil, paccessTHHBIM CKJIEPO30M,
reMOJIMTHKO-YPEMHYECKHM CHHAPOMOM, IOHOLIECKHM apTPUTOM
¢ CHCTEMHBIM Ha4ajioM, MyKonoaucaxapuaosom I, II u VI tunos,
amJIacTHYecKoH aHeMHell HeyTOYHeHHOH, HacJleICTBEHHBIM JepHIHTOM
¢axtopos II (pudpunorena), VII (1abunsnoro), X (Crroapra — Ilpayapa),
JIHII 110CJI€ TPAHCIVIAHTALMH OPraHoB U (HJIH) TKaHeH, JoBedeHUs
A0 CBEAEHHS YNOJHOMOYECHHbIX OPraHOB HCIOJHHUTEIbHOMH BJIACTH
cyobexToB Poccuiickoli @enepanun noJjiy4eHHbIX M0 pe3yJbTaTaM
MOHHTOPHHIA JAHHBIX H COIIACOBAHUSA MepepacnpenesieHus
JIEKapPCTBEHHBIX NMPEeNapaToB MeXKAYy CyObeKTaMHu
’ Poccuiickoii @eaepauun

1. Hacrosmuii Ilopsiaok peryiaupyer BOIpPOCHI OCYLIECTBJIEHHS MHUHHMCTEPCTBOM
3apaBooxpaHeHus Poccuiickoit @enepannu (nanee — MUHHCTEPCTBO):

a) MOHMTODUHIa JBIJKEHMA M ydera B cyOwbekrax Poccuiickoit ®enepauuu
JIEKapCTBEHHBIX IIpeNaparoB, MpeAHa3HaYeHHBIX i obecredeHHs JIHI, OOJbLHBIX
reMounuel, MYKOBHCUHUAO30M, TUNOGH3APHEIM HAaHU3MOM, OoJe3Hbl0 [ oie,
3JI0KaY€CTBEHHBIMH HOBOOOPA30BaHUAMHM TUMOPOUTHOM, KPOBETBOPHOM U POICTBEHHBIX
UM TKaHE#, pacCesHHBIM CKJI€pO30M, TI'EMOJUTHKO-YPEMHUYECKAM CHHIPOMOM,
IOHOIIECKMM  apTPUTOM C  CHCTEMHBIM  HayajoM, MYKOIOJHCAXapHI030M
I, I m VI Tunos, amnactuyeckoii aHeMuell HEYTOYHEHHOM, HACIIEJACTBEHHBIM
neuIITOM (bakTopoB I (¢pubpuHoreHa), VII (mabunsHOTO),
X (Crroapra — Ilpayspa), nui mociie TpaHCIUTAaHTALMH OPraHOB M (WJIM) TKaHel
(manee COOTBETCTBEHHO — JIEKapCTBEHHBIE Mpenaparsl, 00IbHbIE, MOHUTOPHHT);

0) loBelleHUs] 1O CBeJIeHUS OpraHOB HCIONHHUTENBHON BJIAaCTH CyOBEKTOB
Poccuiickoit Denepanyy, ONpeAeIeHHBIX BBICIIMM JOJDKHOCTHBIM JIHIIOM CyOBeKTa
Poccuiickoii ®enepauun (pyKOBOIUTENEM BBICIIETO HCIIOJHUTENLHONO OpraHa
rocy1apCTBEHHOM BJIAaCTH cyObekTa Poccuiickoii ®enepaiun)
(mamee — YMOJIHOMOYEHHBIE OpraHbl), NOITYy4YEHHBIX IO Pe3y/IbTaTaM MOHHTOPHHIA
JaHHBIX, B TdM uMcIe CBeleHHil O HOMEHKIATYpe, KOIMYECTBE H CTOMMOCTH
JIEKapCTBEHHBIX  MpemnapaTtoB, 00 OTCYTCTBHH IIOTPEOHOCTH B  OTHAEIbLHBIX
JIEKapCTBEHHBIX Mpernaparax 00 O TMOSIBIEHHH IOIOJHUTEIBHONH MOTPeGHOCTH
B JIEKapCTBEHHBIX IMIpenaparax B CBSI3H C H3MeHeHHeM B cyObekTe Poccuiickoii
@enepallud YUCICHHOCTH OONBHBIX, W3MEHEHUSAMH B HA3HAYEHHSAX MENMLMHCKUMU
pabOTHHUKAMH JIEKAPCTBEHHBIX TPENapaToB OONIBLHBIM;




B) COIIaCOBaHUsl IepepaclpelesieHdusl JIEKApCTBEHHBIX MpenapaToB  MEXAY
cyorextamu Poccuiickoit @eneparuu.

2. OpraHu3alMOHHO-TEXHUYECKOE COMPOBOXKJIEHUE OCYILECTBICHUS! MOHUTOPUHIA
obecrnieuuBaeTcs JlemapraMeHTOM JIeKapCTBEHHOrO0 OOECTeUeHHs] W pPeryIupOBaHUs
oOpaleHus: MeIUIMHCKUX u3enuidi MuHuctepeTBa (nanee — JlenapraMeHt).

3. MOHUTOPUHI OCYILIECTBISETCS B OTHOWICHHWH JICKAPCTBEHHBIX [IPENaparos,
3aKyIUICHHBIX MMHHUCTEPCTBOM H TIEpellaHHbIX B COOCTBEHHOCTb CYOBEKTOB
Poccuiickoii ®enepauud B COOTBETCTBHM C MOCTaHOBiIeHHEM lIpaBurtenbcTsa
Poccuiickoit ®@enepauun ot 26 HosiOps 2018 r. Ne 1416 «O mopsiake opraHu3alyu
obecrieueHUs  JIEKapCTBEHHBIMH  IIperapataMd  Juil, OOJNBHBIX TreMoQuIneH,
MYKOBHCIIHAO30M, THIIOGU3ApPHBIM HaHW3MOM, Oone3Hbio [ollle, 3710Ka4yeCTBEHHBIMU
HOBOOOpa3oBaHUAMHU JIUM(OUAHON, KpPOBETBOPHOW M POACTBEHHBIX WM TKaHEH,
paccesHHbIM  CKJIEpPO30M, TE€MOJUTUKO-yPEMHYECKHM CHHIPOMOM, FOHOLUECKUM
apTpUTOM C CHUCTEMHBIM HayajloM, MykomnosucaxapugosoMm I, II m VI T1unos,
anIacTU4eCcKOM aHeMUen HEYTOYHEHHOM, HacJeACTBEHHBIM ne(pUIUTOM
daxtopoB Il (pubpunorena), VII (nabunsuoro), X (Crroapta — [Ipayspa), aun mocie
TPaHCIUIAHTAIlM OPraHoB U (WJIM) TKaHEH, a TakKe O NPU3HAHUM YTPaTUBLIMMH CHITY
HEKOTOpbIX akToB IIpaBuTtenscTBa Pocculickoi Penepauun».

4. YIonTHOMOYEHHBIE OpraHbl HE MO3JHEe 5 YMciia KaXAO0ro Mecsla HallpaBIsioT
o omnpeaejeHHoMY JlemapTaMeHTOM aJpecy JNEeKTPOHHOM MOYThl CIEAYIOILHe
CBelleHMs O JICKQpCTBEHHBIX TMperapaTtax (peKkoMeHIyeMblii o0pasel] NpuBeAeH
B mpuiokenud Ne 1 k Hacrosiuemy [lopsaxy): MexayHapoIHOE HENaTeHTOBAHHOE
HauMEHOBaHHe, JieKapcTBeHHas (opMa, O3UPOBKA, KOJIMYECTBO 03 B YIIAKOBKE,
TOProBoe HaMMEHOBAaHUE, CEpUd, JlaTa OKOHYAHUS CPOKa NOJHOCTH, LiEHA 33 €IUHUILY
TOBapa B COOTBETCTBUHU C FOCYJapCTBEHHBIM KOHTPAKTOM Ha TIOCTaBKY JIEKAPCTBEHHOTO
mpernapara, KOJUYECTBO YHAKOBOK JIEKapCTBEHHOIO IIpernapara Ha JaTy ITOCTaBKH
OpraHu3aldu-moydateiio B  cyOobekre Poccuiickoi  Penmepaumu,  0CTaTOK
JIeKapCTBEHHOTO Mpernapata B cyobekTe Poccutickoit denepanyu Ha 1 4YHCII0 OTYETHOTO
nepuoja.

5. OrBercTBeHHOe  auio  JlemapTamMeHTa  OCYIIECTBISIET  pacCMOTPEHHE
H  000OmeHHe  TMpeJCTaBICHHBIX  YINOJHOMOYEHHBIMM  OpraHaMu  CBEJICHUH
O JIEKapCTBEHHBIX Mpemnaparax W He mozaHee 20 Yuclia KaXIOro Mecsla TOBOIMT
JIO CBEJICHHS YITOJIHOMOYEHHBIX OpPIaHOB IOJyYEHHBIE IO pe3yJbTaTaM MOHHUTOPHHIA
JaHHBIE O JIEKAPCTBEHHBIX MpenapaTax.

6. YoTHOMOYEHHbBIE Oprassl paccMaTpUBalOT 1pe/iCTaBlIeHHBIE
JlenaprameHTOM 000OLICHHBIE JaHHBIE O JIEKAPCTBEHHBIX Npenaparax U MpH HAIHYUU
noTpeOHOCTH
B OTJENBHBEIX JIEKApCTBEHHBIX MMpernaparax HampasisfioT B JlemaprameHT B ¢opme
3JIEKTPOHHOTO JOKYMEHTa U (WIM) 3JIEKTPOHHOTO 00pas3a NOKyMeHTa W Ha OyMaKHOM
HocHTelle (B TpeX OK3EeMIUISIpax) Ha pacCMOTPEHME U COIVIaCOBaHHE 3asBKY
0  TmepepacnpeleieHHH  JIEKApCTBEHHBIX  MperapaTtoB  (Jajzee —  3asBKa)
(pekoMeHIyeMbIii 0Opa3el nprBeneH B mpuioxeHun Ne 2 k Hactosuemy [lopsaky).

7. PaccMOTpeHHe 3afBKH OCYLIECTBISIETCS IyTEM COIIOCTABJICHMS 3asiBICHHOIO
KOJIMYECTBa JIEKAPCTBEHHOro mpernapara C IOAYy4YEeHHbIMH II0  pe3yJibTaraM
MOHHTOPHHTA JAaHHBIMH YIIOJTHOMOYEHHOTO OpraHa, IEepeiaroliero JeKapCTBEHHBIN
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npernapar, MOATBEPKIAIOIIUMH OTCYTCTBHE IOTPEOHOCTH B MepepacnpencisieMoM
JIEKapCTBEHHOM IIpernapare. [IpuHSATHE pelleHWs O COIVIACOBAaHMU 3aiBKM JHOO
ee OTKIOHEHHH ocylecTBisgercs JlemapraMeHToM B TeueHue 3 pabouux AHEH cO AHS
NOCTYIUIEHHS B MUHHCTEPCTBO 3asBKH B SJIEKTPOHHOH (opMe.

8. OcHoBaHHMEM ]I OTKJIOHEHHUS 3asBKH SBJIIETCS YCTAaHOBJIEHUE IO pe3yJibTaTaM
NPOBEJACHHOTO MOHUTOPUHIA OTCYTCTBHUS MOTPEOHOCTH B 3asBIIEHHBIX JIEKapCTBEHHBIX
npernaparax.

9.B cnyuyae yka3aHus B 3asBKe JIEKapCTBEHHOro IMpemnapara B KOJIHYECTBE,
HE COOTBETCTBYIOIIEM AKTYyaJH3WPOBAHHBIM CBEAECHHSAM YIOJHOMOYEHHOIO OpPraHa,
Mepelarollero JIEKapCTBEHHBI  IpemapaT, 3asBKa MOMJIEKHUT KOPPEKTUPOBKE
OTBETCTBEHHBIM JIMIIOM JlemapTamMeHTa B CTOPOHY YMEHbIIEHMS U MHOCIEAYIOLEMY
COTrJIaCOBaHHIO.

10. CornacoBanHas gupektopoMm JlemapraMmeHTa JU0O JTUIIOM, €ro 3aMeIlalolIuM,
3a9BKa HalpaBisdeTcs B YIMOJHOMOYEHHbIE OpraHbl Ha OyMaXXHOM HOcHUTese
Y B 2JIEKTpOHHOH (hopme.

B cinydae npuHsTHS peieHHs 00 OTKa3e B COIJIaCOBaHMM 3asiBkH JlermapTameHT
HarpasiisieT Ha OyMaXHOM HOCHTENe W B JJEKTPOHHOW ¢opMe B YNOTHOMOYEHHBIN
Ooprad MOTHBHPOBAHHOE MICHMO C YKa3aHHEM MPUIHH OTKa3a.
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