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00 yTBepxkaAeHHH
Iopsiika ocymecTBIEHHsI MOHHTOPHHIA IBH)KEHHs H y4eTa B Cy0beKxTax
Poccuiickoii @egepanun jJeKapcTBeHHBIX NPENapaToB, NPeAHA3HAYECHHbIX
AJ1s o0ecneyeHns Jinil, 00 ibHBIX reMoguianeil, MyKOBHCIHI030M,
runo¢Hu3apHLIM HAHH3MOM, Gose3Hb10 T'owe, 3/10Ka1eCTBEeHHBIMH
HOB0OGpa30BaHHAME JTHM(OHIHONH, KPOBETBOPHOH H POACTBEHHBIX HM TKaHei,
paccesiHHBIM CKJIEPO30M, FeMOJIUTHKO-YpeMHYeCKHM CHHAPOMOM, IOHOIIECKHM
apTPHTOM C CHCTEMHBIM HaYa/ioM, Mykonoaucaxapugosom L, IT u VI Tunos,
JHI N0cjIe TPAHCILUIAHTAIIHE OPTraHOB H (MJIM) TKaHeil, 10BeJeHHs 10 CBeAeHHs
YNOJTHOMO4YEHHBIX OPraHOB HCIOJTHHTENLHOMH BIaCTH
cyobekToB Poccutickoii @enepanuu noy4eHHbIX N0 pe3yjbTaTaM
MOHHTOPHHIA JAHHBIX H COTJIACOBAHHA NepepacnpeeeHHs JeKapCTBEHHBIX
npenapatos Mexay cyobekramu Poccniickoii ®@eaepannu

B cootBerctBuE ¢ myHktoM 15 TlpaBun opraHmsanuu  obecreveHus
JIEKAPCTBEHHBIMA  TIpelaparaMd JIUL, OONBHBIX TremMoQuineif, MyKOBHCLHIO030M,
runoGU3apHEIM HaHH3MOM, GosesHbio ['olle, 3I0Ka4eCTBEHHBIMH HOBOOODa30BaHHAMH
TIMQOUTHON, KPOBETBOPHOM ¥ POJCTBEHHBIX MM TKaHeH, PacCesHHBIM CKJIEPO30M,
I'€MOIUTHKO-YPEMUYECKHM CHHIPOMOM, IOHOIIECKHM apTPUTOM C CHCTEMHBIM HAdallOM,
‘mykomonucaxapugozoM [, II m VI Twmos, nun mocie TPaHCIUIAHTallMY OpPraHOB
W (WIM) TKaHel, YTBEpPXICHHBIX IIOCTaHOBIeHHEM IIpaBUTENbCTBA Poccutickoit
®eneparyu ot 26 HosxOps 2018 r. Ne 1416 (Cobpanue 3aKOHOIATENBCTBA Poccuiickoit
denepanuu, 2018, Ne 49, ct. 7620), npu K a3 bl B a o:

1. YTBepautp npumaraembiii Ilopsgok oCymiecTBICHHS MOHUTOPHHIA JBIDKCHHSA
u yuera B cyOpektax Poccumiickoii @enepaiuy JICKapCTBEHHBIX Ipelaparos,
TIpeJHA3HAYEHHBIX i o0ecredeHus Jul, OGONBHBIX reMOQUINeH, MYKOBHCIHAO30M,
runodu3apHEIM HaHHM3MOM, GoJie3Hp0 [Ollle, 370Ka4eCTBEHHBIMH HOBOOODA3OBAaHHAMH
TAMQOUTHON, KPOBETBOPHON H POJCTBEHHBIX MM TKaHEH, DACCEIHHBIM CKIIEPO30M,
I€MOJINTHKO-YPEMUYECKUM CHHIPOMOM, IOHOIIECKMM apTPUTOM C CHCTECMHBIM Ha4dalloM,
mykornonucaxapunozoM I, II m VI Tunos, nui rmocne TPaHCIUIAHTallMH OPraHOB
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u (Win) TKaHeH, JOBENEHHs O CBEJEHHs YIOITHOMOYEHHBIX OPTaHOB HCIOIHUTETLHOH
BiIacTH CyObekToB Poccuiickoil denepanuu IMOMYyYSHHBIX MO Pe3yJIbTaTaM MOHHTOPHHIA
IAaHHBIX M COIJIACOBAHHSA Iepepachlpee/ieHus JIEKapCTBEHHBIX IIPENapaToB MeEXAy
cyobexTamu Poccuiickoi Penepanuu.

2. IlpusHaTh yTpaTHBIIMUM CHIy IpHkKa3 MHHHCTEpCTBAa 3[paBOOXPAHCHUS
Poccuiickoit ®eneparun ot 21 mexabps 2016 r. Ne 983u «O6 yreepxaenuu Ilopsaka
OCYILIECTBIICHHS] MOHHTOPHHIA ABIKEHUS U yueTa B cyOnektax Poccuiickoii denepannu
JIEKapCTBEHHBIX TpENapaToB, MNpeIHA3HAYEHHBIX NS OOecreyeHHus JUL, OOJBHBIX
reMobunuedi, MyKOBHUCIHAO30M, THUIOGU3apHEIM HaHH3MOM, Gonesnpio Ioire,
3I0KAYEeCTBEHHBIMM HOBOOOPA30BaHUAMH JTUM(OUIHON, KPOBETBOPHOM W POJCTBEHHBIX
UM TKaHe#l, pacCesHHbHIM CKJIEpPO30M, JIMI[ IIOCJe TPAHCIUIAHTAllMM OpraHoB
u (WIK) TKaHe#, JOBEIEHHs 1O CBENEHHs YIONHOMOYCHHBIX OPraHOB HCIIONHHTCIBHOH
BacTH cy0bekToB Poccuiickoit @efepanyi MOMYyYEHHBIX MO pe3ysbTaTaM MOHMTOPHHIA
JaHHBIX M COITIACOBAHMs 3aSBOK YIIOJHOMOYEHHBIX OPTaHOB MCIIOIHUTENIBHOH BIACTH
cy6pekToB Poccuiickoit Pepepaiy o nmepepacnpeesieHUH JIeKapCTBEHHBIX NPETapaToB
Mexay cy6wextamu Poccuiickoit ®epmeparum» (3apeructpupoBaH MuHHCTEPCTBOM
roctrnmy Poccuiickoit ®eneparuu 21 ampens 2017 r., peructpanioHHbI Ne 46458).

Munuctp Wq’é B.U. CksopoBa
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npuKa3oM MUHKCTEPCTBA 30PaBOOXPaHEHHUS
Poccuiickoii @egepanuu
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Iopanox
OCYyUIeCTBJICHHSI MOHHTOPHHIZ ABHKCHHHA H y4eTa
B cyOobexTax Poccuiickoil @egepanny JeKapcTBEeHHBIX IPeNapaToB,
npexHA3HAYEHHBIX /15 o0ecmeyeHUs UL, 00JILHBIX reMopuInei,
MYKOBHCIHI030M, rHNO(H3aAPHBIM HAHU3MOM, 60./1e3Hb10 Tome,
3JI0Ka4eCTBeHHBIMHM HOBOOOPa30BaHUSIMH JTUM(OHIHOH, KPOBETBOPHOH
H POACTBEHHbIX HM TKaHel, pacCesiHHbIM CKJIEP030M, N'¢éMOJHTHKO-yYPeMHYE€CKHM
CHHAPOMOM, IOHOILIECKHM APTPHTOM ¢ CHCTEMHBIM HA4YaJIOM,
mykonoaucaxapuaosom I, II u VI Tunos, jiun nocJjie TpaHCIVIAHTAIHH OPraHOB

H (MJIH) TKaHei, 10BeJeHHsl 10 CBeIecHHs YIIOJJHOMOYCHHBIX OPraHoOB

HCIIOJIHATEJIbHOM BJIacTH cy0bekToB Poccniickoll ®eaepanun mojry4eHHbIX
10 pe3y/JIbTATaM MOHHTOPHHIA JAHHBIX H COIVIaCOBaHHS NepepacnpeaeieHusi

JIEKAPCTBEHHBIX NMpenapaToB Mexny cyobekramu Poccniickoii ®@eaepanuu

1. Hacrosmuii TlopsAmox perynupyeT BOIPOCH OCYIIECTBICHHS MHHHCTEPCTBOM
3npaBooxpanenus Poccuiickoit @eneparmu (nanee — MUHHCTEPCTBO):

a) MOHHUTOpUHra [OBHW)KEHHS UM ydeTa B cybObekrax Poccumiickoii @exepanuu
JIEKAPCTBEHHBIX IIPEHapaToB, MNpeAHA3HAYeHHBIX A OOECIedeHHS L, OOJBHBIX
remModuineii, MyKOBHCLHIO30M, THMO(U3apHEIM HaHH3MOM, Ooje3npio [I'omme,
3JI0Ka4YeCTBEHHBIMH HOBOOOPa30BaHUAMH JIUM(ONIHON, KPOBETBOPHOM M POJICTBEHHBIX
UM TKaHeHW, pacCesHHBIM CKJIEpO30M, TI'E€MOJUTUKO-YPEMHUYECKHM CHHAPOMOM,
IOHOIIECKUM  apTPUTOM C  CHCTEMHBIM  HAuajoM,  MYKOIIOJIMCAaXapH1030M
I, I u VI Tumos, JMI[ MOCTE TPAHCIUVIAHTAMM OpPraHoB M (MJIM) TKaHeW
(manee COOTBETCTBEHHO — JIEKAPCTBEHHbIE IperapaThl, 601bHbIE, MOHUTOPHHT);

6) JOBelEeHH [0 CBEJEHUS OPraHOB HCIIONHHUTENBHOH BIAacTH CyOBEKTOB
Poccuiickoii ®enepaliny, ONpeleNeHHBX BBICUIAM JODKHOCTHBIM JIMIIOM CyObhekTa
Poccuiickoii ®@epepanuu (PyKOBOAMTENEM BBICIIENO0 MCIOIHUTEIBHOIO OpraHa
roCyZapCTBEHHOU BJIACTHU cybnpekTa Poccuiickoit ®denepaiun)
(manee — yIOJTHOMOYEHHBIE OpraHbl), NOJNyYEHHBIX II0 pe3yIbTaTaM MOHHTOPHHIA
JaHHBIX, B TOM WYHCII€ CBEJEHH O HOMEHKIAType, KOJIMYECTBE H CTOMMOCTH
JEeKapCTBEHHBIX  IIpPemapaTtoB, 00 OTCYICTBHHM IIOTPeOHOCTM B  OTHENBHBIX
JIEKapCTBEHHEIX IIpenaparax MO0 O TMOSBICHHH JONONHUTENBHOM NOTpebHOCTH
B JICKaPCTBEHHBIX IIpelaparax B CBA3d C HM3MEHEHHeM B cybopekre Poccuiickoi
denepalldd YUCIEHHOCTU OOJBHBIX, W3MEHEHHSAMHM B HA3HAYCHHAX METUIMHCKUMH
pabOTHHKaMH JeKapCTBEHHBIX PENapaTtoB 60JILHbIM;

B) COTJIaCOBAHHSI pepacmpeleNeHusl JIeKapCTBEHHBIX IIPEIapaToB  MEXIy
cy6pextamu Pocculickoi denepariuy.

2. Opraau3aliOHHO-TEXHUYECKO® CONPOBOXIECHHE OCYIIECTBIICHHS MOHUTOPHHIA
obecrieunBaercs JlemapTaMeHTOM JIEKAPCTBEHHOI'O OOECIICYEHHUs] U DPEeryIMpOBaHUA
o6paleHyss MEIUIMHCKUX U3enuiit MuHucTepcTBa (fanee — JlemapramMeHT).
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3. MOHUTOPHHT OCYILIECTBISAETCS B OTHOLICHUHW JIEKApCTBEHHBIX IIPENapaTos,
3aKyIUIEHHBIX ~MUHHCTEPCTBOM M IIEPElaHHBIX B COOCTBEHHOCTb CYOBEKTOB
Poccuiickoit ®Denepanmn B COOTBETCTBUHM € 1nocTaHOBieHHeM IIpaButenscraa
Poccuiickoit @enepanmu ot 26 HosOps 2018 r. Ne 1416 «O mopsake opraHusaivu
obecrieueHusi JIEKapCTBEHHBIMH  IpelapaTaMd JIHMI, OOJNBHBEIX TreMo¢HIHeH,
MYKOBHCLMII030M, THIIOPH3apHEIM HaHU3MOM, Ooje3Hpro [olle, 3710KauyeCTBEHHBIMHA
HOBOOOpPa30BaHUAMH JMMGOUTHOW, KPOBETBOPHOH M PpOICTBEHHBIX HM TKaHEM,
pacCessHHBIM  CKJIEpO30M, TI'E€MONHUTHUKO-ypEMUYECKHMM CHHAPOMOM, FOHOIIECKUM
apTPUTOM C CHCTEMHBIM HadajioM, MykononucaxapugosoM I, II u VI tumos, nuir mocie
TpaHCIUIAaHTAITUM OPraHoB U (WJIM) TKaHEH, a TakxKe O NMPU3HAHUH YTPATHUBIIAMH CHITY
HEKOTOphIX  axkToB  IlpaBurenbctBa  Poccmiickoit  ®emepamum»  (Cobpanue
3akoHozaTenscTBa Poccuiickoit ®emeparmu, 2018, Ne 49, cr. 7620).

4. YIomTHOMOYEHHBIE OpraHbl HE MO3AHEE 5 4YMciIa KaKAOro MecsAla HanpapisaloT
no ompeneireHHoMy JlemapTaMeHTOM aJpecy JIIEKTPOHHOM IMOYTHI ClIeAyIOIIne
CBEJIEHHA O JIEKAPCTBEHHBIX IMpenaparax (peKOMeHIyeMblii obpasenl NpHBeNeH
B npwiokeHnd Ne 1 x HacrosmeMy Ilopsaaky): MexIyHapoaHOe HEMATEHTOBaHHOE
HaHMEHOBaHHe, JIeKapCTBeHHas (opma, JO3MPOBKA, KOJHMYECTBO J03 B YIAKOBKE,
TOProBO€ HaWMEHOBaHUe, cepys, JaTa OKOHYaHMs CPOKa FONHOCTH, LIEHA 3a eIUHHMITY
TOBapa B COOTBETCTBHH C rOCYJapCTBEHHBIM KOHTPAaKTOM Ha IIOCTaBKY JIEKapCTBEHHOI'O
npenapara, KOJHMYECTBO YIAaKOBOK JIEKapCTBEHHOro Ipenapara Ha JaTy IIOCTaBKU
OpraHu3aluu-norydaremo B cyOobekre Poccmiickoit ~ @enmepanuy,  OCTaToK
JIEKapCTBEHHOTO Ipernapara B cyobekte Poccuiickoil ®enepanuy Ha 1 9UCI0 OTIYCTHOTO
IIEpHUOAA.

5. OtBerctBeHHoe  Jjmio  JlemaprameHTa ~— OCYLIECTBISAET  PacCMOTPEHHE
u  000OleHHe TNpe[CTAaBICHHBIX  YIOJHOMOYEHHBIMH OpraHaMM  CBEJCHHH
0 JIEKAapCTBEHHBIX MpemapaTax U He mo3gHee 20 yucaa KaKAOro MecsAna AOBOIUT
110 CBEJEHHs YIIOJHOMOYEHHBIX OPTaHOB IONyYEHHEIE II0 pe3yJibTaTaM MOHMTOPHHIA
JaHHBIE O JIEKAPCTBEHHBIX IIpenaparax.

6. YIIOTHOMOYEHHBIE OPraHbl PacCMATPHUBAIOT MpeICTaBlIeHHbIe JlemapTaMeHTOM
0606IIeHHbIe JaHHBIE O JeKapCTBEHHBIX INpenaparax ¥ NPH HalH4uM IOTPeGHOCTH
B OTHENBHBIX JIEKApCTBEHHBIX IIpENapaTax HAmpaBisioT B JlemapraMeHT B Qopme
3]IEKTPOHHOTO JIOKYMEHTa ¥ (WJIH) 3JEKTPOHHOro o0pasa JOKyMEHTa M Ha OyMaxxHOM
gocuTene (B TpeX OK3EMIUIApax) Ha pPacCMOTPEHHE U COIVIAaCOBAHME 3aiBKY
0  IepepaclpeieNeHMM  JIEKApCTBEHHBIX  [pellapaTtoB  (majee —  3asBKa)
(pexoMeHJTyeMBIit 06pasel MpUBeeH B IpHIoKeHHH Ne 2 K HacTosmeMy [1opsiKy).

7. PaccMOTpeHMEe 3asBKH OCYIIECTBISETCS ITyTEM COIIOCTABICHHUS 3asBICHHOIO
KOJMYECTBA JIEKAPCTBEHHOrO IIpernapara C IOJy4YeHHbIMH IO  pesyibTaram
MOHHTOPHHTA JAHHEIMH YIOJHOMOYEHHOTO OpraHa, NEpeNaroIIero JeKapCTBEHHBIH
penapar, NOATBEPKIAOMMMH OTCYTCTBHE MHOTPEOHOCTH B IlepepaclpeneisieMoM
JIeKapCTBEHHOM Tmpernapare. IIpuHATHE peIeHUs O COITACOBAaHHH 3asBKU 6o
ee OTKJIOHEHHMH OCYyIHIecTBIseTCs JlemapraMeHTOM B TeueHHe 3 pabovux IHeH co JHA
IIOCTYILIEHHS B MUHHICTEPCTBO 3aBKH B 3JIEKTPOHHOU (opMe.

8. OcHOBaHHEM I OTKJIOHEHHS 3as4BKU SBISETCS YCTAHOBIICHHE IO pe3ynbTaTaM
IPOBEICHHOTO MOHHTOPHHTA OTCYTCTBHS HOTPEOHOCTH B 3asBICHHBIX JE€KapCTBEHHBIX

mpenapaTax.
9.B cinyuae ykazaHHWs B 3asBKe JIEKapCTBEHHOro Iipenapara B KOJUYECTBC,
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HE COOTBETCTBYIOIEM AaKTYaIM3HPOBAaHHBIM CBEJEHHUSIM YIOJIHOMOYEHHOIO OpraHa,
Iepealomero  JIEKapCTBEHHBIH IperapaT, 3asBKa MOUIEXHUT KOPPEKTUPOBKE
OTBETCTBEHHBIM JHMIIOM JlemapTaMeHTa B CTOPOHY YMEHBIUCHHs H IOCIEAYIOMIEMY
COTJIaCOBaHMIO.

10. CornacoBanHas qupekropoM JlemapTameHTa au00 JHIIOM, €0 3aMEINAONIHM,
3afBKa HAlpaBlsgeTCsd B YMOJHOMOYEHHblE OpraHbl Ha OyMaXXHOM HOCHTEIE
¥ B 9JIEKTPOHHOU (hopMe.

B cnywae mpuHsATHS pemieHus o0 OTKa3e B COITIaCOBaHHMHM 3asiBKM JlemapraMeHT
HampaBjiseT Ha OyMaKHOM HOCHTENe W B JIICKTPOHHOH (opMe B YNOIHOMOYEHHBIN
Opral MOTHBHPOBaHHOE ITUCHMO C yKa3aHHEM IIPUYHH OTKa3a.
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