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O6 yTBepxKIeHHH
Tlopsaka ocyuecTB/IeHHss MOHHTOPHHTA ABHXKCHHS U y4eTa B cyObeKTax
Poccuiickoii @enepaniy JeKapcTBEeHHBIX NpenapaTos, NpeiHa3HAYEeHHBIX
AJIA o0ecrevyeHus Jull, 60JbHBIX reMo(pHniIneii, MyKOBHCIIHI030M,
runo¢Hu3apHbIM HAHH3IMOM, O0oJe3HbI0 I'ome, 3/10KA4YeCTBEHHBIMH
HOBOOOpa3oBaHHAMH JHMPOHIHOI, KPOBETBOPHOIi H POACTBEHHbIX UM TKaHEH,
PACCEeAHHBIM CKJIEPO30M, FeMOJHTHKO-YPEMHYECKHM CHHAPOMOM, IOHOLIECKHM
APTPHTOM C CHCTEMHBIM Ha4uaJioM, MykonoJncaxapuao3om L, II n VI tunos,
aNJIACTHYEeCKOil aHeMHell HeyTOYHEeHHOil, HacJlIeACTBEeHHbIM AeHIHTOM
¢akropos 11 (pudpuuorena), VII (;1abnannoro),
X (Croapra — Ilpayspa), I nocJie TPAHCIUVIAHTALMH OPraHoB
H (M)IH) TKaHeH, J0BeeHHs 10 CBeIeHHH YIIOJHOMOYEHHbIX
OpraHoB HCIOJIHHTE/ILHOH BaacTn cyobexToB Poccuiickoii ®enepanun
MOJIy4eHHBIX 10 pe3yJibTaTaM MOHHTOPHHIa JaHHBIX
H COTJIaCOBaHHA NMepepacnpeaeseHHs JIeKapCTBEHHbIX NpenapaToB
Mexnay cyobekramu Poccuiickoii ®eaepaunu

B coorBerctBuM ¢ 1nyHkroM 15 IIpaBun opraHmsanuu  obecriedeHHs
JIEKapCTBEHHBIMHM  IIperapaTaMd JIAL, OOJIBHBIX TIeMOQUIHEH, MYKOBHUCIHAO30M,
runoQU3apHEIM HaHU3MOM, Gone3Hbio ['ole, 310KaueCTBEHHBIMH HOBOOODPa3OBaHHSIMH
nMMGOMIHON, KPOBETBOPHOW M POACTBEHHBIX MM TKaHEW, PAaCCEAHHBIM CKIIEpO30M,
T€MOJINTHKO-YPEMHUYECKHM CHHJIPOMOM, IOHOLIECKHM apTPUTOM C CHCTEMHBIM Ha4ajioM,
mykomnonucaxapugosom I, II u VI Tunmos, amnactuyeckoil aHeMued HEYTOYHEHHOM,
HacleACTBeHHbIM JIeduuutom ¢akropoB I  (dpubpunorena), VII (;1abunbHOro),
X (Crroapra — Ilpayspa), nuu mocie TPAHCIUIAHTAllMM OpPraHoB M (MJIM) TKaHEH,
YTBEPKIAECHHBIX nocraHoBienueM  IlpaButensctBa  Poccuiickoit ®enepauuu
or 26 HosiOpsi 2018 r. Ne 1416 (Cobpanue 3akoHomaTenbcTBa Poccuiickoi ®enepauuy,
2018, Ne 49, ct. 7620; 2020, Ne 14, c1. 2101),npu ka3 s Bao:

1. YrBepauts npuiaraembiii Ilopsnok ocyliecTBIEHMs MOHHUTOPHMHIAa ABMKCHHUS
u ydera B cyOmekrax Poccumiickoii @egepannu J1e€KapCTBEHHBIX IPENapaTos,
npeJHa3sHaYeHHbIX [UIA ofecreuyeHus UL, OONBHBIX TreMO(HINeH, MyKOBHUCLHHUIO30M,
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runou3apHeIM HaHU3MOM, Oone3Hbio [omie, 31MOKa4YeCTBEHHEIMH HOBOOOPa30BaHHUAMH
NTAM(OHNIHOM, KPOBETBOPHOH M DPOJACTBEHHBIX MM TKaHei, pacCessHHBIM CKJIEPO30M,
TFeMOJIUTUKO-YPEMUYECKUM CHHAPOMOM, IOHOIIECKHMM apTPUTOM C CHCTEMHBIM HaYalioM,
Mykononucaxapugo3oM I, II u VI TunoB, ammactudeckod aHeMHell HEyTOYHEHHOM,
HacleACTBeHHBIM neuuutoM PaktopoB II (pubpunorena), VII (1aGuieHOrO),
X (Crroapra - IIpayapa), JIAI] nocie TpaHCIUIaHTALIUK OpraHoB
U (WIH) TKaHeW, JOBeNEHHUs IO CBEICHHs YITOJHOMOYEHHBIX OPraHOB HMCIIOJHHUTEILHOMI
BiacTH cyobekToB Poccuiickoit Mepepanuy MoMydeHHBIX IO Pe3y/IbTaTaM MOHHTOPHHIA
IaHHBIX M COIJIaCOBaHUS IlepepacrpencieHus JIeKapCTBEHHBIX IMpernapaToB MeEXIy
cyopektamu Poccuiickoit ®enepanuu.

2.Ilpu3HaTh YyTpaTHBIIUM CWIY MpUKa3 MHHHCTEPCTBA 30PaBOOXPaHEHHS
Poccuiickoit ®Penepanuu ot 13 aBrycra 2019 r. Ne 6351 «O6 yrBepxnaenuu I[lopsaka
OCYILIECTBIICHHSI MOHUTOPHHIA IBIKEHUA U y4eTa B cyObekTax Poccuiickoii @enepanuu
JIEKapCTBEHHbIX IIPENAapaToB, IpeAHA3HAYEHHBIX M1 OOecHedYeHHs JUL, OONBHEBIX
reMopuiIMeli, MYKOBHCHIHAO30M, THNO(GU3apHBIM HaHHU3MOM, Ooje3nsio [ ome,
37I0Ka4Y€CTBEHHBIMH HOBOOOPa30BaHUAMH JTUM(OUIHOM, KPOBETBOPHON M POICTBEHHBIX
UM TKaHed, pacCesHHBIM CKJIEPO30M, TI'€MOJIUTUKO-YPEMHYECKAM CHHAPOMOM,
IOHOIIECKUM apTPUTOM C CHCTEMHBIM HadarioM, Mykononucaxapuaosom I, IT u VI tunos,
JMI IMOClie TPpaHCIUIaHTalMd OpraHoB M (WIH) TKaHed, MOBENEHHA OO CBEACHUSA
YIIOJTHOMOYEHHBIX OPraHOB HUCIIOJHUTENBHOM BlacTu cyOobekToB Poccuiickoit Mepepanyu
ITOJIy4E€HHBIX 110 pe3yIbTaTaM MOHUTOPHHIA JAaHHBIX M COTJIACOBAaHUS IepepacipeeIeHIs
JIeKapCTBEHHBIX  IIpenapatoB  Mexay cybsekramu  Poccmiickoit ~ @epepanumy
(3apeructprpoBaH MuHucCTepcTBOM IocTulu Poccuiickoit @enepanuu 5 Hos6pa 2019 r.,
perucrpauuoHHbH Ne 56399).

Munuctp ~ M.A. Myparmiko




VTBEPXEH

npuka3oM MUHHCTEpPCTBA 3paBOOXPaHEHUS
Poccuiickoit ®enepanuu
OT €2/ » wuore  2020T.No 576"

Iopaaok
OCYIIEeCTBJICHHSI MOHUTOPHHTIA ABH)KEHHHA M y4eTa
B cyOonekTax Poccniickoii @enepanuu JeKkapcTBeHHbIX NPeNaparos,
npeaHa3HAYeHHbIX 1J1s o0ecnieueHHs JiHl, 60JLHBLIX reMopuIHei,
MYKOBHCLH030M, runo¢gH3apHbIM HAHU3IMOM, 6os1e3HbI0 [Nome,
3J10Ka4YeCTBEHHbIMH HOBOOOPa30BaHHAMH JIMM(pOHIHOI, KPOBETBOPHOIA
H POACTBEHHbIX HM TKAaHEeH, pacCeTHHBIM CKJIEPO30M,
reMOJIMTHKO-YPEMH4€CKHM CHHAPOMOM, IOHOIIIECKHM apTPHTOM
€ CHCTEMHBIM Ha4aJI0M, MyKomnoaucaxapuao3oMm L, I1 u VI Tunos,
amJIaCTHYeCKOH aHeMHeH HeYyTOUHEHHOH, HacJieACTBEHHBIM Ae(pHunTOM
¢axropos II (pubpunorena), VII (1aéuabnoro), X (Ctioapra — Ilpayspa),
JIHII 110CJ1€ TPAHCIVIAHTALHN OPTraHoOB M (WJIM) TKaHel, 1oBeJeHHus
A0 CBeJIecHHS YNIOJIHOMOYEHHbIX OPraHOB HCMOJIHUTEIbHOM BJIACTH
cyonexToB Poccniickoii @enepanus noiy4eHHbIX M0 pe3yabTaTaM
MOHHTOPHHIA JAHHLIX H COIVIACOBAHHA NepepacnpeaeeHus:
JICKapCTBEHHbIX MPENapaToB MeXAY CyObeKTaMHu
’ Poccuiickoii @enepannn

1. Hacrosmmii Ilopsinok perynupyer BONPOCHI OCYLIECTBIEHHS MHHHCTEPCTBOM
3apaBooxpaneHus Pocculickort @enepaunu (nanee — MUHHCTEPCTBO):

a) MOHMTODHHIa JBIDKGHMA M ydera B cyObextax Poccuiickoit Pemepauuu
JIEKApCTBEHHBIX IIPENapaToB, MpeAHAa3HAYEHHBIX MJIA oOecreYeHHs JHIl, OOJIBHBIX
reModuner, MyKOBHCHHZO30M, THIIOQHU3apHBIM HaHM3MOM, Oone3Hplo [ome,
3JI0KaY€CTBEHHBIMH HOBOOOPa30BaHUAMH JTUM(OUIHOH, KPOBETBOPHOM ¥ POACTBEHHEIX
MM TKaHEW, pacCesHHBIM CKJIEpO30M, TIE€MOJMTHKO-YPEMHYECKAM CHHIPOMOM,
IOHOIIECKAM  apTPUTOM €  CHCTEMHBIM  HayajioM, MYKOIOJHCAaXapHUI030M
I, I m VI Tunos, amnactuyeckoll aHeMHel HEYTOYHEHHOHM, HACIE€ICTBEHHBIM
nedunuToM ¢paxTopoB II (¢pubpunorena), VII (;1abunpHoOTO),
X (Crroapra — Ilpayspa), nuu mocie TpaHCIUIAHTAlMM OPraHOB W (MJM) TKaHel
(ayilee COOTBETCTBEHHO — JIeKapCTBEHHbIE Npenaparsl, 00JbHbIE, MOHUTOPHHT),

0) noBeleHUs] 10 CBElNEHHS OpraHOB HCIIOJHHTENBHOW BIACTH CYOBEKTOB
Poccuiickoii Denepaluy, OINpENEICHHBIX BBICIUMM JOJDKHOCTHBIM JIMLOM CyOBeKTa
Poccuiickonn ®enepaiun  (pPyKOBOAHMTENEM BBICHIEr0 HCIOJHHTEIBHOIO OpraHa
roCy/JapCTBEHHOM BIIAaCTH cyObekTa Poccuiickoii ®enepanun)
(nanee — yMOJIHOMOYEHHBIE OpPraHbl), NMONYYEHHBIX MO pe3yJbTaTaM MOHHMTOPHHIA
HaHHBIX, B TOM uMclIe cBefleHMiI O HOMEHKJIAType, KOIMYECTBE M CTOMMOCTH
JIEKapCTBEHHBIX  MpenapaTtoB, 00 OTCYTCTBHM TIOTPeOHOCTH B  OTHENBHBIX
JIEKapCTBEHHBIX Iipenaparax 00 O TOSBIIEHHWH ONOJHHUTEIBHOM MMOTPeGHOCTH
B JICKapCTBEHHBIX IMpenapaTax B CBS3HM C H3MEHEHHeM B cyObekTe Poccuiickoit
@Depepallud YUCICHHOCTH OONBHBIX, M3MEHEHHSMH B HAa3HAYEHHUSAX MENULMHCKUMU
pabOTHHKAaMH JIEKAPCTBEHHBIX MpeNapaToB GOJLHEIM;




B) COTJIACOBaHMA IepepaclpejieieHdss JIEKApCTBEHHBIX [MPErnapaTtoB  MEXIy
cy6nrextamu Poccuiickoit denepanuu.

2. OpraHu3alMOHHO-TEXHUYECKOe COMPOBOXKACHUE OCYIIECTBICHHUS MOHUTOPUHIA
obecrnieunBaeTcs JlemapTaMeHTOM JIEKapCTBEHHOrO0 O0eCleueHUss U peryJlupOBaHUs
obpalieHuss MEIMIIMHCKUX u3enuit MuHucTepcTBa (nanee — [lemapTaMeHT).

3. MOHHMTOPHMHI OCYILECTBIAETCS B OTHOLUEHMH JIEKAPCTBEHHBIX Iperaparos,
3aKyIUICHHBIX MMHUCTEPCTBOM M TIEpellaHHBIX B COOCTBEHHOCTh CyOBEKTOB
Poccuiickoit ®enepanm B COOTBETCTBHM C MocTaHoBieHWeM IIpaButenscTBa
Poccutickoit ®enepaimu ot 26 HosOps 2018 r. Ne 1416 «O mopsiake opraHuzauluu
obecrieueHHs  JIEKAPCTBEHHBIMH  IIpelapaTaMu JiML, OONBHBIX reModuiIHeH,
MYKOBHCI[MIO30M, THIO(U3apHBEIM HaHU3MOM, Oone3Hbro [ oile, 370KaueCTBEHHBIMU
HOBOOOpa30BaHUAMH JMM(OUIHON, KPOBETBOPHOM U POJICTBEHHBIX MM TKaHeEH,
pacCcessHHBIM  CKJIEPO30M, TE€MOJWTHUKO-yPEMHYECKHM CHHIPOMOM, FOHOLUECKHM
apTpUTOM C CHUCTEMHBIM HaudaioM, Mykomnosnucaxapugosom I, II u VI THnos,
armIacTU4ecKou aHeMHen HEYTOUHEHHOM, HacJleJICTBEHHBIM nebunuToM
daxropos Il (pubpunorena), VII (1abunsnoro), X (Crroapra — Ilpayspa), nun nocie
TPaHCIUIAHTALlUd OpPraHoB U (WJIM) TKaHEH, a TakKe O IPU3HAHUHU YTPATUBLIIMMHU CHILY
HekoTopbix akToB [IpaBuTenscTBa Poccuiickoit denepauumn».

4. YioJIHOMOYEHHEBIE OpTaHbl HE IMO3HEe S5 YHclia KaXXJOoro Mecsla HaIpaBlIsIioT
o omnpeneleHHOMy JlemapTaMeHTOM aJipecy OJJIEKTPOHHOM IIOYThl CIEAYIOLLUE
CBelIecHHSA O JIEKApCTBEHHBIX Tpernapatax (pekoMeHAyeMblii obpasel MNpHUBeAeH
B mpuioxeHud Ne 1 k HacrosimeMy Ilopsaky): MeXIyHapOIHOE HENaTEHTOBAHHOE
HanMEHOBaHHe, JIEKapCTBEHHas (opma, JO3UPOBKA, KOJIHUYECTBO J03 B YIIAKOBKE,
TOProBO€ HaWMEHOBaHUE, Cepys, laTa OKOHYaHMA CpOKa I'OAHOCTH, LIEHA 3a €IUHHILY
TOBapa B COOTBETCTBUH C FOCYJaPCTBEHHBIM KOHTPAKTOM Ha MOCTABKY JIEKApPCTBEHHOIO
mpenapara, KOJMYECTBO YNAKOBOK JIEKapCTBEHHOIO Ipenapara Ha JaTy IIOCTaBKH
opraHuzalgu-nonyyaremo B  cyobpekre  Poccuiickod — denepanud,  OCTaTOK
JIeKapCTBEHHOTO mpernapara B cyObekTe Poccuiickoil @enepanuu Ha 1 YUCII0 OTYETHOTO
nepuoza.

5. OrBercTBeHHOe  JulO  JlemapTrameHTa  OCYIIECTBISE€T  PAacCMOTPEHME
H  0o0o0lIeHHe  MpeACTaBICHHBIX  YNOTHOMOYEHHBIMM  OpraHaMd  CBEICHHM
O JIEKapCTBEHHBIX Mpenaparax M He mnoszaHee 20 4Yucia KaXxAoro Mecsna IOBOAMT
JIO CBEJICHHS YIIOJHOMOYEHHBIX OpPraHOB IOJyY€HHBIE II0 pe3yjbTaTaM MOHHTOPHHIA
JlaHHBIE O JIEKapCTBEHHBIX Ipenaparax.

6. YIOTHOMOYEHHbIE OpraHbl paccMaTpUBalOT IIpe/iCTaBICeHHbIE
IlenapraMeHTOM 0000ILEHHBIE JaHHBIE O JIEKAPCTBEHHBIX Mpenaparax ¥ NpH HAIUIUu
noTpeOGHOCTH
B OTJENBHBIX JIEKAPCTBEHHBIX MpenapaTax HamnpaBisioT B JlemapramMeHT B (opme
3JIEKTPOHHOTO JOKyMeHTa M (MJIM) 3JeKTPOHHOTO 00pa3a HOKyMeHTa M Ha OyMaXXHOM
HocuTeNne (B TpeX OK3eMIUIsipax) Ha pPAacCMOTPEHHME U COIVIaCOBaHHE 3asBKY
0 mMepepacrmpelelieHMH  JIeKapCTBEHHBIX  MpermapaToB  (dajee —  3asBKa)
(pexoMeHIyeMBIii 0Opa3el puBesieH B npuioxeHun Ne 2 k Hactosmemy [lopsaky).

7. PaccMoTpeHHe 3ajdBKH OCYIIECTBISETCS IyTeM COIOCTaBIEHUS 3asBICHHOIO
KOJIMYECTBA JIGKAPCTBEHHOrO0 mperapara ¢ [IOJIy4eHHBIMH IO  pe3yJibTaTaM
MOHUTOPHHIA JaHHBIMH YIIOJTHOMOYEHHOTO OpraHa, Iepedarollero JeKapCTBEHHbBIN
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npernapar, MOATBEP)KIAIOIIMMH OTCYTCTBHE IOTPEOHOCTH B IepepacnpenesieMoM
JIEKAPCTBEHHOM IIpemnapare. IIpuHATHE pelleHHs O COIJIaCOBaHWM 3asABKH JIUOO
ee OTKJIOHEHHH ocyllecTBisercsa [{emaprameHTom B TedeHue 3 paboumx AHeH cO OHS
MOCTYIUIEHHS B MHHHCTEPCTBO 3asBKU B DJIEKTPOHHOH (opme.

8. OcHOBaHMEM JyIS OTKJIOHEHHS 3asBKU SABJIAETCS YCTAHOBJICHHE MO pe3yJibTaTaM
IpOBEeIEHHOTO MOHUTOPUHIa OTCYTCTBUS MOTPEOHOCTH B 3asiBIEHHBIX JIEKAPCTBEHHBIX
npemnaparax.

9.B cnyuae ykazaHHsA B 3asBKe JIEKQpPCTBEHHOTO IIperapara B KOJUYECTBE,
HE COOTBETCTBYIOLIEM AaKTYalIM3MPOBAHHBIM CBEJEHHMSM YITOJHOMOYEHHOTO OpraHa,
Mepelalolero JIEKApCTBEHHBI  TpemapaT, 3asBKa IOMJIEXUT KOPPEKTHpPOBKE
OTBETCTBEHHBIM JHLOM JlemapraMeHTa B CTOPOHY YMEHBIIEHHS U MOCIEAYIOLIEMY
COTrJIACOBaHHIO.

10. CornacoBanHas aupektopoM JlemaprameHTa JIHOO JIMLIOM, €ro 3aMellaloIIuM,
3adBKa HaMpaB/sgeTCs B YIOJHOMOYEHHBIE OpraHel Ha OyMaXHOM HOCHTENe
U B 2JIEKTpOHHOH dopme.

B cnyuae npuHATHA pelueHus o0 OTka3ze B COrjlacOBaHUM 3asBKU JlemapTamMeHT
HampasJiieT Ha OyMaXHOM HOCHTeNle H B JJIEKTPOHHOH (opMe B YHOJIHOMOYEHHBIH
opraH MOTHBHPOBAHHOE IMMCHMO C YKa3aHUEM MPUYHMH OTKa3a.
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