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MWHUCTEPCTBO 3[PABOOXPAHEHUSA POCCUNCKOW ®EOQEPALINA
PEOEPAJIbHASA CITYXKBA NO HAA30PY B COEPE 3PABOOXPAHEHUA

NMPUKA3
OT 17 UIOHSA 2024 TOA Ne 3518

OB YTBEPXOEHNN NOPANKA ®APMAKOHAN30PA JIEKAPCTBEHHbIX MPEMNAPATOB ONA
MEOWLMUHCKOIO NPUMEHEHWUA

B cootBetcTBUM cO cTatbamu 64 n 65 ®denepanbHoro 3akoHa or 12 anpena 2010 . Ne 61-03 "O6 obpalleHuu
NeKapcTBeHHbIX cpeacts”, noanyHkTom 5.8(7)_nyHkta 5 [MonoxeHnus o ®PenepanbHon cnyxbe no Haaszopy B cdepe
3[paBoOXpaHeHns, yTBEPKAEHHOrO nocTtaHoBneHuem MpaeuTtensctBa Poccuiickon Penepauun ot 30 utoHa 2004 . Ne 323,
npuKasblBato:

1. YTBepauTb npunaraemMslin [lopanok chapmMakoHaa3opa NekapcTBEHHbIX NpenapaToB ANS MEANLMHCKOrO NPUMEHEHNS.

2. MpuaHaTb yTpatuBWwWmMu cuny npukassl PegepansHon cnyx6bl N0 Haa30py B cdpepe 34paBOOXpaHEHUs:

o1 15 cheBpang 2017 r. Ne 1071 "O6 ytBepxaeHun [Mopgaka ocyulecTBhneHuns chapmakoHaazopa” (3apermctpupoBaH
MuHuctepcTBomM tocTuummn Poccuinckon ®eaepaumm 20 mapta 2017 r., pernctpaunoHHbin Ne 46039);

oT 16 mons 2020 r. Ne 6252 "O BHeceHuM n3MeHeHun B [opsaok ocyulecTBneHus dhapmMakoHansopa, YTBEeRKAEHHbIN
npukasom PeaepanbHom cnyxObl N0 Haa30pY. B cdhepe 3apaBooxpaHeHus ot 15 dheepana 2017 . Ne 1071" (3apermctpmpoBaH
MuHuctepcTBom tocTuummn Poccuinckon ®eaepaumm 10 ceHTabps 2020 r., pernctpaumoHHbin Ne 59745).

3. Hactoswumi npukas sctynaet B cuny ¢ 1 mapta 2025 r. n gencteyet go 1 mapta 2031 r.

PykosoguTens
A.B.Camorinosa
3apernctpupoBaHo

B MuHuctepctae tocTuumm
Poccuinckon ®egepauuu
5 ceHTAbps 2024 roaa,

perncTpaunoHHbIn Ne 79394

YTBEPXOEH

npukasom PenepanbHOm Cryxobl
no Hag3opy B cdhepe 30paBOOXPaAHEHNS
oT 17 uioHa 2024 roga Ne 3518
NnoPAAOK ®APMAKOHAL3O0OPA NEKAPCTBEHHbIX MPEMNAPATOB AnA MEAULUUHCKOIoO NPUMEHEHUA

1. Hactosawmn lMopsgok yctaHaeBnmBaeT TpeboBaHMs K OCYLLECTBMNEHMIO hapMakoHag3opa Ha Tepputopun Poccuinckon
depepauuu (aanee - Mopagok).

2. ®apmakoHaasop - BUA AeATernbHOCTU MO MOHUTOPUHTY 3PdEKTUBHOCTU U BE30NacHOCTN NeKkapCTBEHHbIX Npenaparos,
HanpaBreHHbI Ha BbISIBIEHWE, OLEHKY W MpeaoTBpalleHne HexenarterbHbIX MOCNeACcTBUA MPUMEHEHUS neKapCTBEHHbIX
npenapaTtoBl.

1 MyHkT 52.1 cTatbun 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-93 "O6 obpalleHnmn NekapcTBEHHbIX CpeacTB”.

3. ®epepanbHas cnyxba no Hag3opy B cdepe 3ApaBOOXPaHEHWsI OCyLLeCcTBNseT dhapmMakoHazs3op2 nyTemM aHanusa
npencraensieMorn cybbektaMmm obpalleHuss NekapCTBEHHbIX CPEACTB MHAOPMaLumM O NOBGOYHbIX OENCTBUSAX, HeXenaTenbHbIX
peakuusix, Cepbe3HblX HexXenaTenbHbIX peakuusX, HenpeaBuAeHHbIX HeXenaTenbHbX peakuusax npu  npuMeHeHuu
nekapcTBeHHbIX npenapatoB, 00 WHAUBMAOYANbHOW HEMEPEeHOCUMOCTU, OTCYTCTBMM 3(PAEKTUBHOCTU NEKAPCTBEHHBIX
npenapaToB, a Takke 00 WHbIX hakTax M 0BCTOATENbCTBAX, NPEACTABMSAOLWMNX YIPO3Y XU3HU UMK 340POBbLI0 YeroBeka npwu
NPYMEHEHMN NEKapCTBEHHbIX NpenapaToB (4anee - Hon nHcgpopmaumm no 6esonacHoCTU 1 3hPEKTUBHOCTU), BbISIBIIEHHOW Ha
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BCEX 3Tanax obpalleHunst iekapCTBEHHbIX NpenapaToB B Poccuiickon degepaumm n apyrmx rocygapctsax.

2 MNopnyHkT 5.1.4.3 nyHkta 5 [MonoxeHns o PepepanbHon chyxbe no Haaszopy B cdepe  34paBOOXpaHeHud,
yTBepXXaeHHoro noctaHosneHnem Npasutenscrea Poccumnckon ®eaepaumm ot 30 nioHa 2004 r. Ne 323.

4. [OMKHOCTHBIMY NML @MU, YNONTHOMOYEHHBIMM OCYLLECTBNSATL hapMakoHaa30p, SABMSOTCS:

pykoBoauTens (3amectutenu pykosoautensl) PocsgpaBHaasopa;

PYKOBOAMTENW CTPYKTYPHbIX NogpasaeneHuii PocagpaBHaasopa, X 3aMecTUTENN, AOMMKHOCTHLIMW perflaMmeHTaMmm KoTopbIX
npeaycMOTPEHbI NOSTHOMOYUS MO OCYLLECTBEHNIO hapMakoHaa3opa;

WHble TrOCYyAapCTBEHHblE rpaXdaHckue crniyxawme Poc3gpaBHaz3opa, [AOMKHOCTHLIMW — perfaMeHTaMu  KOTOpbIX
npeaycMOTpeHbl NOFIHOMOYUSA MO OCYLLIECTBEHNIO hapMakoHaa3opa.

5. ®apmakoHag3op ocyllecTensercs PocsgpaBHaa30poOM Ha OCHOBaHMU CBeOEHUI, NONYyYEeHHbIX B BUAE:

coobueHnn cybbekToB obpalleHnst NekapCTBEHHbLIX CPeACTB (aarnee - coobLeHuin);

neprogmyecknx obHoBNSEMbIX OTHETOB Mo 6e30MacHOCTM NeKkapCTBEHHbIX npenapaTtos (aanee - NOOB), HanpasnsembIx B
PocsgpaBHaasop Aepxartensmu (BnagenbLamun) perucTpaumMoHHbIX YOOCTOBEPEHWM FeKapCTBEHHbIX npenapaToB  Wnu
YNOSTHOMOYEHHBIMU UMW UHBIMW KOPUAMYECKUMN Nuuamm (aanee - OPY);

nepuoamMyeckux otyeToB no HGeszonacHocTu pa3pabaTbiBaemMoro (MccregyemMoro) rnekapcTBeHHOro npenapara (ganee -
POOB), HanpaBnsembix B Poc3gpaBHaa3op OpUAMYECKUMU NuLaMm, Ha MMs KOTOPbIX BblAaHbl paspelueHns Ha npoBedeHune
KnuHu4eckux uccnegosanun B Poccunckon ®epepaunn, nmbo ApyruMy ynorHOMOYEHHbIMU IOPUANYECKUMI NULaMmn (panee -
ropuanyeckme nuuamMm, Ha MMs KOTOpbIX BblAaHbl pa3peLUeHnst Ha NpoBeAeHne KIMHNYECKUX UCCreqoBaHni);

WHpopMaumm, MONyyYeHHOW B XOA4E OCYLLECTBEHUs depepanbHOro rocyqapCTBEHHONO KOHTpons (Hagsopa) B cdepe
obpalLeHns NekapcTBEHHbIX CPEACTB;

nnaHoB ynpaeneHus puckamu (aanee - MNMyP);

cneumarnbHbIX YyBeAOMIIEHUI, B TOM Yucre yBegomneHuin ob akCTpeHHbIX npobnemax 6e3onacHocTu.

6. B uensax oOueHKM MHGOPMaLMM Hay4yHOro W KIIMHWUYECKOro XxapakTepa, coepXallencd B [OKYMEHTaxX W OaHHbIX,
yka3daHHbIX B nyHkTe 5 lMopgaaka, Poc3gpaBHagsop npuBnekaet denepanbHble rocyaapCTBEHHblE OIOMKETHbIE yUYpexaeHus,
nogBedoMcTBeHHble PocaapaBHaa3opy (Aanee - akcnepTHas opraHusaums).

7. CoobLueHns HanpaBnsawTca cybbekTamu obpallleHnss nekapCcTBeHHbIX cpeacTts B ®enepanbHyto cnyx0y no Hag3opy B
cdepe 34paBOOXpaHEHUsI NOCPEACTBOM aBTOMaTU3MPOBAHHOW MHGOPMAaLMOHHON cnuctemMbl Poc3gpaBHaasopa (ganee - AUC
PocsgpasHaasopa)3 .

3 NoanyHkT 5.8(1) nyHkTa 5 MNonoxeHus o PenepansHom cnyxbe no Haa3opy B cdepe 34paBoOXPaHEHSs, YTBEPKOAEHHOIO
nocraHoBneHuem [NpaButensctBa Poccunckon Peneparimm ot 30 mnoHsa 2004 r. Ne 323.

8. B cny4ae BO3HUKHOBEHWsi TexHWYeckux npobrnem B pabore AUC PocsgpaBHagsopa coobLueHus HanpaenskoTcs Mo
afpecy aneKTpoHHOM nouThl: pharm@roszdravnadzor.gov.ru. [1py BO3HUKHOBEHNM TEXHUYECKUX Npobnem B paboTte 6a3 faHHbIX
OPY wvnu opuguyecknx nuy, Ha MMS KOTOPbIX BblAaHbl pa3pelleHUss Ha MpPOBeAEHME KIMHUYECKMX WUCCReAoBaHuMn, Takke
cooblLeHns HanpaBnAwTCA MO afpecy 3MNeKTPOHHOW nouvTbl pharm@roszdravnadzor.gov.ru ¢ ykasaHvem uHdopMauum o
NpeanonoXuTENbHbIX CPOKax BO30OHOBINEHNS (PYHKLMOHUPOBAHUS yKa3aHHbIX 6a3 AaHHbIX.

9. Coo0bLeHus, HanpaBneHHbIE MO afpecy 3MeKTPOHHOW NoYvThl pharm@roszdravnadzor.gov.ru B criyyasix, ykasaHHbIX B
nyHkTe 8 Mopsaka, [omkHbl 6biTb BHeceHbl [IPY B AVIC PocagpaBHagsopa cpa3sy nocre BOCCTaHOBMNEHUS paboTocnocobHOCTU
6asbl AaHHbIX CyObekTa obpalleHnst nekapcTBeHHbIX cpeacTs unu AVNC PocsapaBHagsopa.

10. Ons MeguUMHCKUX OpraHu3auui, cneumanucToB 34paBOOXPAHEHUsl, MAUMEHTOB MMM UX npeacTaBuTenent npu
OTCYTCTBUM TEXHUYECKOW BO3MOXHOCTM HanpaeneHus coobuieHuin yeped AVC Poc3gpaBHaasopa coobLueHus HanpaBnsiioTcs
no agpecy aneKkTPOHHOW NoYThI npr@roszdravnadzor.gov.ru.

11. HanpaeneHue coobuieHnin B cooTBeTcTBMM C NyHkTamu 8 m 10 [Mopsaka B OTHOLUEHUM 3aperMcTpUpoBaHHbIX B
Poccuiickon ®Pepepaumm NekapcTBEHHbIX MpenapatoB, a Takke IeKapCTBEHHbIX npenapatoB, obpalleHne KoTopbiX
JoMycKaeTcs B COOTBETCTBMM C 3aKkoHodaTenscTBoM Poccuiickon ®egepaunm B chepe obpalleHms nekapcTBEHHbIX CPpeacTs,
32 WUCKMOYEHMEM JIEKApPCTBEHHLIX MpenapaToB, MpedHa3HaJYeHHbIX Ans  NPOBEAeHUst  KIMHUYECKUX UCCredoBaHuM,
OCYLLECTBNSAETCS MO 3MEKTPOHHOM MOoYTE U3BELUEHMEM O HeXenaTenbHOW peakuMM Wnu OTCYTCTBUMU TepaneBTU4ECKOro
achbcbekTa nekapcTBEHHOro npenapara (pekomeHayemblin obpasel npveedeH B npunoxeHun Ne 1 k Mopgaaky). B oTHoweHun
nekapcTBeHHbIX npenapaTtoB, NpeAHa3Ha4YeHHbIX N8 NPOBEAeHUS KMUHUYECKUX MCCnefoBaHui - coobLieHneM O Cepbe3Hon
HenpeaBUOEHHON HexenaTenbHOW peakuMyM Ha NeKapCTBEHHbIN npenapaTt, u3yvyaembld B KAMHWYECKOM WCCNeaoBaHum
(pekomeHayembIi o6paseL npueeaeH B npunoxeHun Ne 2 k Mopgaaky).

12. Cwncrtema dapmakoHagsopa, opraHusyemasi [OPY, gormkHa cooTBeTcTBOBaTb [lpaBunam Hagnexauleh NpakTukm
chapmakoHangzopa EBpasuiickoro SKOHOMWYECKOro coko3a, yTBepXKaeHHbIM PewerHnem CoBeTa EBpasvmnckon 3KOHOMWMYECKOW
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komuceun o1 3 HosAbpsa 2016 . Ne 874 (manee - Hagnexawas npaktvka cpapmakoHaasopa). NMopsgok npeacrtaBneHust
UHcopmaumm no 6e3onacHOCTM B XOAEe KIMHUYECKUX WUCCreaoBaHWi [OOMMKEeH COOTBETCTBOBaTh [lpaBunam Hapmexaulen
KNWHWNYECKOW MpakTukM EBPasMNCKOro 9KOHOMMWYECKOro cok3a, YTBepXaeHHbiM Pewennem CoseTta EBpasuiickon

3KOHOMMYecKom komuceun ot 3 HoAbps 2016 . Ne 795 (ganee - Hagnexawasa knMHMdeckas npakTmka).

4 OdwmumanbHbii cant EBpasuiickoro akoHommyeckoro cotosa http://www.eaeunion.org/, 21 Hosbps 2016 r. C
U3MeHeHnsMn, BHeceHHbIMU PewieHnem CoBeTta EBpasunckon akoHomudeckor kommceuu ot 19 masa 2022 r. Ne 81. Betynuno B
cuny gns Poccuiickon ®epepauun 6 maa 2017 r. Aensietcs obssatensHbiM Ans Poccuiickon denepauumm B COOTBETCTBUM C
[oroBopom o EBpasuiickom 3KoHOMMYEcKOM coto3e oT 29 mas 2014 r., patnduumpoBaHHbiM PenepanbHbiM 3akOHOM OT 3
okTa6pa 2014 r. Ne 279-®3 "O patudimkaumun [loroBopa o EBpasMinckom 3KOHOMUYECKOM cotose". Betynun B cuny Ans
Poccuinckon ®enepaumm ¢ 1 aHBapsa 2015 1.

5 OdwmumanbHbii canT EBpasninckoro akoHommuuveckoro cotosa http://www.eaeunion.org/, 21 Hos6pst 2016 r. Bectynuno B
cuny ana Poccuickon ®enepaumm 6 masa 2017 r. Aensdetca obsasatenbHbiM ans Poccuiickon depepaumm B COOTBETCTBUM
[oroBopom o EBpa3snMnckoM 3kOHOMUYECKOM coto3e oT 29 mag 2014 r., patudmumpoBaHHbiM PeaepanbHbiM 3akOHOM OT 3
okTs6psa 2014 . Ne 279-03 "O patudimkaumm [oroBopa o EBpasniickoM 3KOHOMMYECKOM cotose". Betynun B cuny ans
Poccuinckon ®eanepaumm ¢ 1 aHBapsa 2015 .

13. OPY B TeyeHne 3 paboumx gHen HanpaensitoT B Poc3gpaBHagsop uHdopMaumio, Noanagatollyo nog onpeaeneHune
3KCTpeHHON npobnembl 6e30MacHOCTM, B COOTBETCTBMM C NyHKTamMu 756 n 757 Hapnexaulen npakTuki dapmMakoHaasopa, no
afpecy anekTpoHHon noutbl ESI@roszdravnadozr.gov.ru, ¢ 06s3aTenbHbIM OCLINTOM Ha ByMaXHOM HocuTene.

14. [dokymeHTbl nepuognyeckon otdeTtHocTn - [OOB, POOB, a Ttakke [MYP, Hanpaenstotca B PocagpaBHan3op
nocpeacteoMm AVC PocagpaBHag3opa 1 permcTpupyoTcs aBToMaTU4eCcKu.

15. [OPY npeactaensawt B PocsgpaBHagsop MOOB, cooteetcTBylowmnin TpeboBaHuam pasgena VI "TMepuoanyeckuin
obHoBnsgeMbI oT4eT No 6e3onacHocTn" Haanexalllen npakTuku chapMakoHaasopa.

16. TMopspok npeactaeBneHus NMOOB B cooTBeTCTBMM C NyHKTOM 698 Hapanexaulen npakTvkv dhapmakoHaasopa
pacnpoCTpaHsIETCA Ha NekapCTBEHHbIE Npenaparsbl, NpoLleaLlne nNpoLeaypy perctpaumm unu npuBegéHHbIE B COOTBETCTBUE C
TpeboBaHMaAMKN pervcTpaumm EBpasuinckoro sKOHOMMYECKOro corsa. B octanbHbix criydasx TpeboBaHMs K NepUoaMYHOCTU U
cpokam npegocTaeneHus NMNOOB onpegensoTca nyHkTaMmm 696 1 697 Hagnexallen npakTnki dpapmakoHaasopa.

17. MNpwn BbISIBNEHUM HeXenaTenbHbIX peakuui Npyu NpUMEHEeHUN NeKapCTBEHHOro npenaparta v UHoW MHdopMauuu no
6esonacHoCTM M 3h(PEKTMBHOCTU, HE COAEpXallMxcs B OOLle XapakTepUCTUKE IeKapCTBEHHOro npenapara v (Mnu)
WHCTPYKUUN MO MEAMLIMHCKOMY MPMMEHEHWIO NEKApCTBEHHOMO Mpenaparta M U3MEHSIHLLNX OTHOLLUEHWE OXMOAEMOW MONb3bl K
BO3MOXXHOMY PMUCKY NMPUMEHEHUSI NEKapCTBEHHOrO npenaparta, a Takke npu HecobniogeHun TpeboBaHMIM K NPeacTaBneHuto
MOOB, yctaHoBneHHbIX nyHkTamu 14, 15, 16 Mopsaka, Poc3gpaBHaasop B TeveHue 5 pabounmx OHeEW CO OHsI BbISIBNEHUSI
yKa3aHHbIX CBEAEHUI paccMaTpyBaeT BOMPOC O HeobxoaumocTu 3anpoca y OPY BHeouyepegHoro MNOOB, B COOTBETCTBMU C
nyHkToMm 701 Hagnexauien npakTukmn hapmakoHaasopa.

18. NHbopmaums 0 cepbesHbIX HEMPEABUOEHHbIX HEXenaTeNbHbIX Ppeakuusix Ha uccreayemblil NekapCTBEHHbIV Npenapat
1 nHas nHdopmMauus no 6e3onacHOCTV B paMkax UHTEPBEHLIMOHHOIO KIMHUYECKOTO NCCNEAOBaHUS NekapCTBEHHOMO nNpenapaTa
HanpaenswTcs B Poc3apaBHag3op B COOTBETCTBUM C TpeboBaHuaMM OyHKTOB 1 1 2.2 npunoxeHus Ne 11 k Haanexauien
KIMHUYECKOW NpaKTuKe.

19. KOpugndeckne nuua, Ha UMSA KOTOPbIX BblAAHO paspelleHne Ha MNpoBedEeHME KITMHUYECKUX WCCNeaoBaHWUN,
npeactaenstoT B PocaapaBHaasop POOB B cooTtBeTcTBMM € TpeboBaHuaMU npunoxenua Ne 12 k Hagnexallen KnMHu4Yeckomn
MPaKTUKK.

20. OpraHusauma cybbektamy oOpalleHus NeKapCTBEHHbIX CpeacTB (MeQUUUHCKMMKU opraHusaumsmy) paboTbl no
BbISIBNIEHWIO HEXenaTemnbHbIX Peakunin Npu NpMMEHEHUN NIeKapCTBEHHbLIX NpenapaTtoB ANs MEAULMHCKOTO NPUMEHEHNSA U NHOWN
MHopMaumm no 6esonacHoCcT M IPAEKTUBHOCTU MPU MPUMEHEHMN NEKAPCTBEHHbIX MpenapatoB Ans MeOULMHCKOro
NPUMEHEHNS pernaMeHTUpyeTcst X BHYTPEHHUMWN AOKYMEHTaMM (BKNOYas AOKYMEHTbI Mo obecnevyeHmnto kadecTBa NpoLEeccoB,
BHYTPEHHME NpoLeaypbl).

21. CybbekTbl 06palleHms NeKkapCTBEHHbIX CPEACTB (MeOUUUHCKME opraHu3aummn) obssaHbl B CPOK He Gonee 3 paboumx
OHen coobLaTtb B Poc3gpaBHag30p O Cepbe3HbIX HeXenaTernbHbIX peakumsax npu NpMMeHEHUN NieKapCTBEHHOTO npenapara ans
MELMLMHCKOIO MPUMEHEHMS C NeTanbHbIM WUCXO4OM WM YIPO30M KM3HW, CO OHA HACTYMNMEHUs YyKasaHHbIX COObITWMIA, 3a
WCKITIOYEHMEM HeXenaTenbHbIX peakuui, BbISIBIEHHbIX B XOA4e MNPOBEAEHUSI KIMHUYECKUX MCCNeaoBaHUi, NPOBOAMMLIX B
[aHHON MEeANLMHCKOW OpraHu3aumu.

22. CybObekTbl ODpalleHusi fnekapCTBEHHbIX cpeacTB (MegUUMHCKME OpraHvM3auuu) B CPOK, He npeBbiwarowun 15
KaneHgapHbIX OHEW CO OHSA HaCTYMNEHUS1 HDKENEPEYUCIIEHHbIX COObITMIA, coobwiaoT B Poc3gpaBHag3op O Crepylowmx
HeXenaTtemnbHbIX peakunsx npu NPUMEHEHWM NeKapCTBEHHOro npenapata Aansg MeOULMHCKOTO MNPUMEHEHMST U WHOW
UHopmaumm no 6GesonacHoCT M 3(PPEKTUBHOCTU, BbISIBMEHHOW AaHHOW MEOULUMHCKOW opraHv3aumer, 3a WCKMYeHUeM
HexenaTenbHbIX peakumWii, BbIiIBNIEHHbIX B X04€ NMPOBEAEHMUST KNMMHUYECKNX UCCIEA0BaHNN:
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CepbesHbIX HexenaTenbHbIX peakunsax npy NpYMeHeHUM NekapcTBEHHOro npenapara Ans MeguuuHCKOro npMMeHeHusl, 3a
MCKIOYEHMEM Cepbe3HbIX HexenaTernbHbIX peakumin, ykasaHHbIX B NyHKTe 21 Mopgaaka;

cnyyasix nepefayn MHPEKLMOHHOrO 3aboneBaHnst Yepes nekapCTBEHHbIV NpenapaTt Ans MeauUMHCKOro NPUMEHEHMS;

crnyyasix OTCYTCTBUSI 3asiBNEHHOM 3(dEKTUBHOCTM NEKApPCTBEHHbIX MpenaparoB ANd MeAWLMHCKOro MNpUMEHEeHWus,
NpYMeHsAeMbIX Npu 3aboneBaHUsAX, NPEACTaBNALLMX YrPO3y ANs XMU3HW YernoBeka, BaKUMH AN NpounakTukn MHAEKLNOHHbIX
3aboneBaHuin, NekapCcTBEHHbIX NpenapaTtoB Ans npefoTBpalleHus 6epeMeHHOCTU, Korda OTCYTCTBUE KIMHMYECKoro adpdekTa
He BbI3BaHO MHAMBMAYarnbHBIMU OCOBEHHOCTAMY NauueHTa u (unu) cneumdurkon ero sabonesaHus;

HexenaTenbHbIX peakUuMsaX, BO3HUKLINX BCNEACTBME 3MoynoTpebneHuss nekapCcTBEHHbIM MpenapartoM Ans MeAWLMHCKOro
NpUMEHeHWs, B Crydasx yMbILWSEHHON Nepefo3npoBKN NeKkapCTBEHHOro npenapata, Npu BO3AeWCTBUM, CBA3AHHOM C pPOOOM
3aHATUN, UNU B CriyYasx UCMOMb30BaHUA fleKapCTBEHHOro npenapaTa AN MeQUUUHCKOro MPUMEHEHUS B LiernsX YMbILWEHHOro
NPUYMHEHNS Bpeada XU3HU U 300POBLI0 YernoBeka.

23. HanpaBneHue cooblieHunin B Poc3gpaBHag3op B paMkax TpeboBaHui noanyHkTa 4.8 nyHkTa 4 nopsaka co3aaHus v
OeaTenbHOCTU BpavyebHOM KOMUCCUN MEOULIMHCKOW ORraHmn3auuu, yTBepXaeHHoro npukasom MyHUCTepCcTBa 3paBOOXPaHEeHUs
U _coumanbHoro passutusa Poccuiickon ®enepaumm o1 5 maa 2012 . Ne 502H "O6 yTBepxAeHWM Nopsaka cosnaHvs u
0edatenbHoCcTV BpadYebHOM KOMWCCUU MEOMLIMHCKOW OpraHm3auun” 6, OCyLLEeCTBISETCSs B COOTBETCTBMM C OyHkTamu 7 1 10
MNopsaka, B CpoK, He NpeBbiWwaoLmi 5 pabounx AHen co OHS NPUHATUSA peLleHns O Ha3HayYeHUU NekapCTBEHHbIX NpenapaToB
AN MeQULMHCKOTO NPUMEHEHUS MPU Hanm4ymMnm MeauLMHCKMX NokasaHuin BpayebHon koMmccren.

6 3apernctpupoBaH MunuctepcTBom toctuummn Poccuiickon depepaummn 9 mnioHa 2012 r., pernctpaumoHHbein Ne 24516, ¢
N3MeHeHnsiM1, BHECEHHbIMU NpukasoM MuHucTepcTBa 3apaBooxpaHeHuns Poccuiickon Penepaumu o1 2 Aekabps 2013 r Ne
886H (3apernctpupoBaH MuHnctepcTBom tocTuummn Poccuickon ®enepauun 23 nekabpsa 2013 r., pernctpauunoHHbii Ne 30714).

24, Cpok ans coobLUeHNst 0 HexenaTternbHbIX peakuusix Npy NpMMEHEHUU NeKapCTBEHHOMO npenaparta Ans MeauumMHCKOro
NPUMEHEHUS U MHOW MHAopMauum no 6e3onacHoCcTU U 3hPEKTMBHOCTU, Yka3aHHOro B NyHkTax 21, 22 MNopsaaka, ucumcnsercs
CO [OHs, Korga OTBETCTBEHHOMY Mo dhapMakoHaA30py AOMMKHOCTHOMY Ny cyObekTa obpalleHusi NeKapCTBEHHbIX CPEACTB
(MeoMUVHCKON opraHusauun) ctanu U3BECTHbI CreaylLINe CBEAEHUS O HEXernaTeNbHOW peakumMn Unm MHon MHdopmaummn no
6esonacHoCT U 3DPEKTUBHOCTU:

TekcT/Pegakuymna apokymeHTa noarotoeneHsl AQ "Kopekc"

MH(OpMaLMs, MO3BONAKLAS UASHTUDOULNPOBATL HOPUAMYECKOE UMK (PU3NYECKOEe NULO, BbISIBUMBLUEE HEXenaTerbHy
peakuuo unm ocobyro cUTyaumio;

MHGOpMaLIMs, NO3BOMSOLWAN NaeHTUULUUPOBaTh rnsmdeckoe NnLo, y KOTOporo Habrnganace HexenaTtenbHas peakuus;

MHdOpMaLMs, NO3BOMSOLWAN NAEHTUMOULUPOBATL NEeKapCTBEHHbIN Npenapar;

WHGOpMaLMS, NO3BOMSOLWLAN NAEHTUDOULUPOBATL CUMNTOMbI HEXXENATENbHON peakunm.

25. Konuu coobLueHunii, HanpaeneHHbIx B PocaapaBHaa30p MeAULIMHCKOM OpraHu3almen B COOTBETCTBMU C NyHkTamu 21-23
Mopsaka, CoXpaHATCA B MEAULMHCKOM JOKYMEHTaLMM NaLMeHTOB.

26. CooOLeHnsa, nocrtynawwme OT MeAULMHCKUX OpraHusauui, cneuuanuctoB 30paBOOXpPaHEHUs, NaUMEHTOB UMK KX
npeacTaBuTenen NO ANEKTPOHHON NoyTe unu Ha BymaHOM HocuTene PernucTpupyroTcs B COOTBETCTBUM C YCTAHOBMEHHbLIM B
Poc3apaBHaa3ope NnopsiakoM Aenonpons3BoacTsa.

27. OueHka MHGOPMaLUN Hay4yHOrO M KIMHWYECKOro XapakTepa, copepallenca B cooblieHusax, noctynawowmx 8 AVNC
PocsgpaBHaasopa, ocyLleCTBNSAETCS 9KCNePTHOW opraHnsaumnen B TedyeHre 5 paboumnx gHer co AHA UX NOCTYNNEeHUs.

28. OueHka wHGOPMaLMM HaAy4yHOrO W KIIMHWYECKOro Xapaktepa, cogepxawenca B [MOOB n POOB, nposoauTtcs
3KCMepTHOW opraHusaLmen B TedeHne 60 pabounx gHen co AHA UX NOCTYNMNEHUS B 9KCNEPTHYIO OpraHmn3auuto.

29. PesynbraTbl OUEHKM WHGOPMaLMM HaAyYHOro M KIMHUYECKOro XapakTepa, cogepXalwencs B COOBLLeHUsX,
HanpasnswTca B PocagpaBHaa3op 3KCNepTHOW opraHM3aumen B COCTaBe exXeHeaernbHbIX OTHETOB.

30. PesynbraTbl OUEHKM MHOPMaLMM Hay4yHOrO M KMMHMYECKOro Xxapaktepa, cogepxawewnca B MNOOB, POOB, IMYPR,
HanpasnswTca B PocagpaBHaas3op B cOCTaBe eXeHeaenbHbIX U eXeMeCsYHbIX 0TYETOB 3KCNEePTHON opraHu3aunm.

31. lNpw BbISBNEHNN 3KCNEPTHON OpraHm3aumnen HecooTBeTcTBna npeacrasneHHoro NOOB TpeboBaHuam nyHkToB 587-687,
690 Hapnexauien npaktukm dapmakoHaasopa unu POOB TpeboBaHunsam npunoxenua Ne 12 k Hagnexaiien KnvHWYecKom
npakTuke, nHgopmauus o6 OTKIMOHEHMM NpeacTaBreHHOro AoKymeHTa BHocuTcs B AVC PocsgpaBHagsopa B TeyeHue 5
pabounx OHen CO [AHA BblHECEHUSI IKCMEPTHOrO 3aKkriyYeHus C OonucaHvem nNpuYnH OTKNoHeHusi. CooTBeTcTByloLlee
yBeioMneHne o6 OTKMOHEeHWW AOKYyMEeHTa aBToMaTtuyecku Hanpasnsetcs OPY wnnu opuanyeckoMmy nuuy, Ha MMsi KOTOPOro
BblAaHO paspeLleHne Ha NpoBeaeHNE KIMMHUYECKUX NCCreqoBaHuii, B NYHbIN kabnHeT AVC PocaapaBHagsopa.

32. IPY nekapCTBEHHOro npenapara wunu topuandeckoe nuuo, Ha MMSA KOTOPOro BbldaHO paspelueHuMe Ha npoBefeHue
KITMHUYECKNX UCCNEAOBaHUN, B CPOK, He npesbiwatowmii 30 pabounx OHen Co AHSA MONy4YeHUs SNEKTPOHHOrO YBEAOMIEHUS
PocaapaBHaasopa, ykasaHHoro B nyHkTe 31 Mopsaaka, HanpaensieT B PocagpasHansop NMOOB, npuBeneHHbI B COOTBETCTBUE C
TpeboBaHuaMKn nyHkTOB 587-687 Haanexallen npakTtuki papMakoHaz3opa, C y4eToM 3aMeyaHuin SKCMepTHOW opraHu3auuu,
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unn POOB, npuBedeHHbI B COOTBETCTBME C TpeboBaHuaMu Opunoxenvs Ne 12 Kk Hapnexallen KNMHUYECKOW MpakTuke, C
y4EeTOM 3aMeyaHui IKCNepTHOW opraHn3auuu.

33. B cnyyae TpexkpaTHOro Mnoapsig BbIsIBNEHWUs] 3KCNEPTHOW opraHu3aumen HecooTBeTCTBUsi npeacTtaeneHHoro NMOOb
TpeboBaHuam pasgena VIl "lMepuoaunydecknii  obHoBNsSeMbIi — oT4eT no  ©e3onacHocty" Hapnexauwlen —npakTuku
chapmakoHaagopa unu TpexkpaTHOro nogpsig HecooTBeTcTBUS npeactaBneHHoro POOB TpeboBaHuaM npunoxernuns Ne 12 k
Hapgnexawen knuHWYEcKoW MpakTMKe Ha OOWH NEKapCTBEHHbIM npenapat, MHdopmauus ob 3ToM O0BOAUTCS 3KCNEpPTHON
opraHusaumen oo PocagpaBHag3opa B TedeHne 5 paboymx AHE CO AHSI BBIHECEHUS SKCMEPTHOrO 3aKIYeHus.

34. PocsgpaBHag3op npy nonyvyeHun uHgopmaumu, ykasaHHon B nyHkTe 33 [lopgaka, NpuvHMMaeT pelueHue o
HeobXoaMMOCTM NPOBEAEHMST BHEMMAHOBOW MHCMNEKUMM cucTeMbl hapmakoHaasopa [PY aaHHOro nekapcTBeHHOro npenapata
B COOTBETCTBMM C pasaenom |V "MHcnekTnpoBaHve cucteMbl oapmakoHandopa” Hagnexaulen npaktukn dpapmMakoHaasopa.

35. lMpu BbIIBNEHUN 3KCNEPTHOW OpraHu3auuen B XOA4e OLEHKM MHGOPMaLUM Hay4yHOro WM KIMHUYECKOro XapakTepa,
copepxawuxca B coobuweHusix, NMOOB, POOBE cBeneHwiA, OTCYTCTBYHOLUMX B OOLLEN XapakTEPUCTUKE JeKapCTBEHHOrO
npenapata v (Mnn) NHCTPYKLMM NO MEAMLUHCKOMY MPUMEHEHUIO NEKApCTBEHHOTO Npenapara UnvM 4OKyMeHTauun KIMHUYECKOro
uccnefoBaHnsa, U U3MEHSIOWUX OTHOLLUEHWE OXuaaemol Mnomnb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS JieKapCTBEHHOMO
npenaparta, 3KCrnepTHas OpraHu3auusi HanpaensieT 3aknioyeHve o6 sTom B Poc3gpaBHag3op B CPOK He no3gHee 5 paboumx
OHen Co OHA BbIHECEHUS SKCMEPTHOro 3aKmioyeHus.

36. B cny4yae BbISIBNEHMS SKCMEPTHOM OpraHm3auueln HecobnogeHns cybbekToMm obpalleHnsi NekapCTBEHHbIX CPEACTB
JencTByoWmnX Ha Tepputopun Poccuiickon ®epepaumm obszatenbHbix TpeboBaHum B obnactu  dapMakoHagsopa
Poc3gpaBHaa3op NpuMHUMaeT pelleHne o HeobXoAMMOCTU MPUOCTaHOBMEHUS NPUMEHEHUsI NeKapCTBEHHOro npenaparta Ans
MEOMLIMHCKOrO MNPUMEHEHUS W NPOBEOEeHUW BHEMMaHOBOW WHCNeKumMuM cuctemMbl ¢apmakoHaasopa [OPY pgaHHoro
nekapCcTBEHHOro npenapara.

37. B cnyyae, ecnun cornacHoO 3akmo4eHU0 SKCNepTHOW opraHusaumn, BEpPOSTHOW MPUYUHON pasBUTUS HexenaTernbHON
peakuuy npu NpUMEHeHWW NeKapcTBEHHOro npenapata ANng MeauUMHCKOro NPUMEHEHUS MOrNOo SBMATLCA HECOOTBETCTBUME
nekapcTBeHHOro npenapata TpeboBaHWSAM K KayecTBy, YCTaAHOBMEHHbIM apMakonenHon cTaTbel WM HOPMaTMBHON
AOKyMeHTauuen (HopMaTuBHbIM [OKyMeHTOM), Poc3gpaBHag3op MpUHUMAET pelleHue O MpoBedeHUM MeponpusaTUn,
nNpeaycMOTPEHHbIX cTatbamun 69, 74, 84 denepanbHoro 3akoHa ot 31 mnong 2020 r. Ne 248-d3 "O rocyaapCTBEHHOM KOHTPOMe
(Hap3ope).n MyHMuMnanbHOM kKoHTRone B Poccuiickon ®enepaummn’.

38. MNpw nocTynneHMn 3aknioyYeHUs aKCNepTHON opraHu3aumn, cogepxallero MHAOpPMaLmnio O BbISIBIEHUW HOBbIX OaHHbIX
no 6e3onacHoCTM U 3MEKTUBHOCTM NEKapCTBEHHbIX MNpenapaToB, He coAepXallmxca B 0OLWen XxapakTepucTuke
nekapcTBeHHOro npenapata M (UNW) UHCTPYKUMU MO MEAULMHCKOMY MNPUMEHEHUIO UMM AOKYMEHTauun KiMHUYEeCKOro
nuccnenoBaHvs, U3MEHSIIOLLMX OTHOLLEHUE OXMAAEeMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHUS NeKapCTBEHHbIX NpenapaTos
(oanee - HoBble gaHHble nNo GesonacHocTu), Poc3gpaBHaasop yBegomnsieT o6 atom [PY nekapcTBEHHOro npenapara wnu
ropuanyeckoe nuuo, Ha UMSA KOTOPOro Bbi4aHO paspeLleHne Ha NpoBefeHne KIMMHUYECKUX uccrneaoBaHui, B MMYHOM KabuHeTe
AWNC PocsagpaBHagsopa B TedeHne 5 paboumnx gHEN CO AHS BbIHECEHUS AKCNEPTHOMO 3aKIYeHMs.

39. Ha ocHOBaHMM 3aKnOYeHUs 9KCMEPTHOM OpraHM3aumm, copepalliero BbIBO4 O TOM, YTO fleKapCTBEHHbIM npenapar
AIBMSETCA ONacHbIM (HAHOCUT CEPbE3HbIN UMW HenonpaBUMbIA Bpea 340pPOBbI0 YernoBeka, NMbo gokasaHo HebnaronpuaTHoe
COOTHOLWIEHNEe "monb3a - puck" WNM BbISBNEHa [JOKYMEHTanbHO MOATBEPXAEHHAas HeaocTaTodHasd TepaneBTudeckas
3 heKTUBHOCTb NEKAPCTBEHHOTO Npenapara npu cobniogeHnn yCrioBUn ero NPUMEHEHNS, ONMUCaHHbIX B YTBEPXKAEHHOW 00Len
XapaKTepucTuke neKapCTBEHHOro mnpenapara, nMbo He BbINoMnHeHbl obs3atenbcTBa no dapmakoHazsopy [OPY, nubo He
BbinornHeHsl [IPY TpeboBaHMs ynonMHOMOYEHHOro opraHa B COOTBETCTBMM C nyHkTamu 116 mn 118 [lMpaBwun pervcrpauuu u
9KCMEepTU3bl MEKAPCTBEHHbIX CPEACTB AN MEAMLIMHCKOrO MpPUMEHEeHUs, YTBepXAeHHbIX Peuwenvnem CoBeTta EBpasuiickon
3KOHOMMYECKOW komMuccumn OT 3 Hoabps 2016 r. Ne 787, ecnu TakoBble TpeboBaHMSA ObINM YCTAHOBMEHbI NPU perucTpaumu,
Poc3gpaBHaasop B TedeHue 5 paboumx gHEN cCO OHS NOCTYNMEHUSA 3aKNYeHUs 3KCMEepPTHOW OpraHvM3auuu HanpaensieT B
MuHucTepcTBO 3apaBooxpaHeHns Poccuiickon ®efepauunn nHdopmMaumio Ans NpUocTaHOBNEHNs ENCTBUSA permcTpaLMoHHOro
YAOCTOBEPEHUSA NeKapCTBEHHOrO npenapaTta UnuM orpaHuyeHus NpUMEHeHUs fekapCTBEHHOro npenapaTta C MNpUnoXeHnem
KOMUK 3aKNoYeHNs 3KCMEePTHOW opraHn3aummn, B COOTBETCTBMU C NYHKTOM 76 Haanexallen npakTtuki papmakoHansopa.

7 OcpuuymaneHbin canT EBpasniickoro 3aKoOHOMMYECKOro coto3a http://www.eaeunion.org/, 21 Hosbpa 2016 r. C
M3MeHeHnaMu, BHeceHHbIMM Peluennem CoseTa EBpasuiickor skoHoMmmuyeckon kommcceuun ot 14 moHa 2018 . Ne 55, ot 30
anBaps 2020 r. Ne 9, ot 23 nekabpsa 2020 r. Ne 128, ot 5 mapTta 2021 r. Ne 14, ot 23 anpens 2021 r. Ne 34, ot 17 mapTta 2022 .
Ne 36, ot 23 ceHTA6pa 2022 . Ne 141, ot 22 mas 2023 r. Ne 60, ot 20 okTa6ps 2023 r. Ne 114, ot 29 mas 2024 Ne 43. Bctynuno
B cuny ansa Poccuiickon ®enepaunm 6 masa 2017 r. Asnsetca obsizatensHeiM ansa Poccuiickon ®enepauny B COOTBETCTBUM
[orosopom o EBpasnMnckoM 3kOHOMUYECKOM cotose oT 29 maga 2014 r, patudwmumpoBaHHbiM PeaepanbHbiM 3aKOHOM OT 3
okTabpsa 2014 r. Ne 279-®3 "O partudpmkaumm [loroBopa o EBpasuiiCKOM SKOHOMMYECKOM cotose". Betynun B cuny ans
Poccuinckon ®enepaumm ¢ 1 aHBapsa 2015 1.

40. [1PY nekapcTBEHHOro npenapata UNu KPUANYECKOe NNLO, Ha UMS KOTOPOro Bbl4aHO paspelleHne Ha npoBedeHue
KIMHUYECKUX MccneaoBaHun, B TedyeHne 10 paboumx gHew co OHSA nonyyeHus yBedomneHust PocagpaBHagsopa, ykasaHHoro B
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nyHkTe 38 lMopsaaka, NPOBOAUT aHanmM3 AOCTOBEPHOCTM NOMyYEeHHON MHGOPMAaLUKN O HOBbIX AaHHbLIX MO 6Ge3onacHocTK (aHanu3
AOCTOBEPHOCTU MHdopMmauun) n pesynstatel NpeacraenseT B PocsgpaBHaasop. lNMpu HeobxogumocTn npoeedexus OPY unu
IOPUANYECKUM MNLIOM, HA MMsi KOTOPOrO BbiAAHO paspelleHne Ha NpoBeaeHMe KIMHUYECKUX uccreaoBaHui, bonee getansHom
NpoBepKN kavecTBa, 3peKkTUBHOCTM U He30nacHOCTWN fiekapCTBEHHOro npenapara, B TedeHne 10 paboumx gHewn co AOHs
nonyyeHus yesegomnenus PocsgpasHagsopa APY wnu wopuanyeckoe nuuo, Ha MMSA KOTOPOro BblAaHO paspellueHne Ha
npoBeAeHNe KIMHUYECKUX uccreaoBaHui, npeacraBsngaet B Poc3gpaBHaasop npeaBapuTenbHbIN OTBET O HEODXOAMMOCTM UNn
OTCYTCTBUM HEOBXOOUMOCTY NPUHATUS CPOYHBIX MEP MO AanbHerweMy obpalleHuo nekapcTBEHHOrO npenapara.

41. B nepuoa npoBegeHWs aHanusa [JOCTOBEPHOCTUM WHGOPMauuK, YykasaHHoro B nyHkte 40 [lopgaaka, OPY
neKkapCTBEHHOro npenapara unu puaudeckoe nuuo, Ha UMS KOTOPOro BbiJAaHO paspelleHue Ha npoBefeHue KIMHUYECKUX
uccrnenoBaHviA, NPUHUMAET Mepbl Ansl onpefeneHus pyucka, CBsI3aHHOro ¢ obpallleHMeM COOTBETCTBYHOLLIETO NEeKapCTBEHHOMO
npenapata, a TakkKe KOMMEeKC MEepOonpuUSaTUN, HanpaBfneHHbIX Ha MpefoTBpalleHue WM YMeHblUeHUe BepoATHOCTU
BO3HWKHOBEHMS HeXenaTerbHbIX peakuui, CBsI3aHHbIX C BO3AENCTBMEM FEKaApCTBEHHOro npenaparta, NMbo Ha yMeHblUeHne
CTENEeHN TSHKECTU UMK BNAHUS HeXenaTemnbHbIX peakuuin Ha naumeHTa B cryvyae ux passuTtums.

42. B teueHne 10 pabounx OHEN CO OHS MOCTYMIEHNst pe3ynbTaToB aHanm3a JOCTOBEPHOCTU MHOpMaLMK, yKa3aHHON B
nyHkTe 40 lMopaaka, npoeaeHHoro [PY, unu co aHs nctevyeHusa cpoka, oteegeHHoro [IPY Ha npoBedeHve ykazaHHOro aHanuaa
OOCTOBEPHOCTM WHGopmaumm, nubo B TeveHne 10 paboumx OHel co OHSA noctynneHus B Poc3gpaBHags3op pesynbraToB
KOHTPOSbHOro (Hag30pHOro) MeponpusaTus, ykasaHHoro B nyHkTe 37 [Nopsaka, PocsgpasHaasop yBegomnaeT MuHUCTEPCTBO
30paBooxpaHeHus Poccuiickon ®efgepaumm 0 BbISIBIEHUM HOBBLIX AaHHbIX MO 6€30nacHOCTU U 3EKTUBHOCTM NEKAPCTBEHHbIX
npenapaToB, He coaepXallMxcs B OOLLEN XapaKTepUCTMKe NeKapCTBEHHOrO npenapata u (Mnun) MHCTPYKUMU N0 MEeQULUHCKOMY
NPUMEHEHMIO U JOKYMEHTaUMU KIIMHNUYECKOrO UCCNeaoBaHUs, U3MEHSIIOLWMX OTHOLLIEHNE OXMAAEMOM NOSb3bl K BO3MOXHOMY
PUCKY NPUMEHEHUs] NeKapCTBEHHbLIX NpenapaToB, B TOM 4ucCNe Mpu BbIIBNEHUN HEOOXOOUMOCTM BHECEHUS U3MEHEHWA B
WHCTPYKUMIO MO MEOMULMHCKOMY MNPUMEHEHUIO NEKAPCTBEHHOro npenapara B OTHOLUEHWW CBEAEHWA O MOKa3aHuax Ans
NPUMEHEHUs U MNPOTMBOMOKAa3aHWAX ANs NPUMEHEHUS IeKapCTBEHHOro npenapaTta, BbISBMEHHbIX MOBOYHBLIX OENCTBUSX,
HexenarenbHblX peakumsix npu NpUMEHEHUMU feKapCTBEHHOro npenapata Ans MeguumHCKOro MpUMEHEeHUs, U Hanpasnset
COOTBETCTBYIOLLYIO MHPOPMaLMIO NS PacCMOTPEHUss BONpoca O HEOBXOAMMOCTU BHECEHUS U3MEHEHUN B perncrpaluoHHoe
AoCbe MnekapCTBEHHOro npenapata, OTMeHbl roCyAapCTBEHHON perncrpauuun, npoBedeHUn AOKMUHUYECKUX UM KITMHUYECKUX
uccrnenoBaHuU fiekapcTBEHHOrO Mpenapara, NMbo WHbIX AONOMHUTENbHbLIX WCCNefoBaHWA KavecTBa, 3(PAEKTUBHOCTU W
6e30nacHOCTN nekapcTBEHHOro npenapata (fanee - AONofHUTENbHbIE UCCReaoBaHWs), a Takke 0 HeobxogumocTu, Nnbo ob
OTCYTCTBUM HEeoBXOOUMOCTU MPUOCTAHOBMEHUS MNPUMEHEHUsA feKkapCTBEHHOrO npenapata Ha nepuoa nposedeHus
JOMOMHUTENbHBIX UCCnefoBaHWA, nMbBo Ha nepuod, HeobxoauMbI ONS BHECEHWS W3MEHEHUW B PerncrpauyoHHYyHo
OOKYMEeHTaLuio nekapcTBEHHOro npenapara.

43. Mo ntoram paccMOTpeHUs1 pesynbTaToB aHanmsa JOCTOBEPHOCTU MHopmaLumu, ykasaHHoro B nyHkte 40 [Mopsaka,
npeactaeneHHblx [OPY nekapctBeHHoro npenaparta, PocsgpaBHagsop B TedeHnme 30 paboumx OHEW co OHA MonyyeHust
pesynbTaToB aHanusa 4OCTOBEPHOCTM MHpopMaL MM Unu co AHA uctedeHns cpoka, oteegeHHoro [PY Ha npoBedeHne aHanusa
AOCTOBEPHOCTN MHGOPMaLUKN, MPUHUMAET pelleHne O HanpaeneHun [PY 3anpoca o HeobxogumocTu paspabotku MYP B
COOTBETCTBMM C NyHKTOM 352 Haanexaulen npakTukn dpapmakoHaasopa.

44. MYP pomkeH cooTBeTcTBOBaTb TpeboBaHusAM nogpasaenoB 5 "O63op dopmaTta M coaepxaHus nnaHa ynpaBneHus
puckamu" 1 6 "MoapobHoe onucaHue KaXkaowm YacTu nnaHa ynpasnexHuns puckamu” pasaena VI "Cuctema ynpaBnenuns puckamm”
Hapnexallen npaktmku doapmakoHaasopa.

45. TIYP nognexut HanpaeneHuto B Poc3gpaBHags3op B TeyeHve 60 paboumx gHer co OHA MornyyYeHust 3anpoca
PocsapaBHaa3sopa, ykasaHHoro B nyHkTe 43 Nopsaka.

46. MNpu BoiseneHun [PY B xoAe npoBedeHUs aHanu3a JOCTOBEPHOCTU UHopMaumu, ykasaHHow B nyHkTe 40 [Mopsaaka,
WHoOpMaLUMM O HEeCOOTBETCTBUM IeKapCTBEHHOro npenapata TpeboBaHuaMm addekTnBHOCTM U Be3onacHoctu, LOPY
NeKapCcTBEHHOro npenapaTta BhnpaBe caMocTosTernbHO paspabotats [MYP u npeactasutb ero B Poc3gpaBHagsop B
COOTBETCTBMM C NoAMmyHKTOM "0" nmyHkTa 233 Haanexaulen npakTuku dpapmakoHaazopa. BosmoxHo npepoctaenenue MYP B
PocagpaBHag3op Ha OCHOBaHMM AaHHbIX, BbISIBIIEHHbIX camum [1PY.

47. MYP BkntoyaeT nogpobHOe onncaHme BaXHbIX PUCKOB NEKApCTBEHHOMO npenapata U OTCYTCTBYHOLEN MHGOPMaLMmn o
ero 6e3onacHocTy, a Takke NOAPOOHOE OMMCcCaHWe MepPONpUATUIA Mo hapMakoHaA30py, HanpaBrneHHbIX Ha BbISIBIIEHNE HOBbLIX U
OLEHKY uMerowmxcs npobnem no Ge3onacHocTu, M nogpobHoe onucaHue Mep MWHUMU3ALUMU PUCKOB, BKIHOYAs OLIEHKY
3 PEKTUBHOCTU AaHHbLIX MeP, B COOTBETCTBMM C NyHKTamu 237-344 Hagnexallen npakTmkm doapmMakoHaasopa.

48. 3aknioyeHne 9KCMNepTHOM opraHuMsauMmM O AOCTaTOMHOCTU MHopmMaumm o npeactaBneHHblx B [TYP komnnekce
MEpPONPUSATUIA, HanNpaBreHHbIX Ha NPeaoTBpaLLEeHNE UMW YMEHbLLEHWNE BEPOSTHOCTU BO3HUKHOBEHUSA HeXenaTenbHbIX peakumi,
CBA3aHHbIX C BO3OENCTBMEM FEeKapCTBEHHOrNo npenaparta, nMBO Ha yYMeHbLUeHWe CTeneHu TSKEeCTU WnuM  BAUSHUSA
HexenaTenbHbIX peakuuin Ha NauMeHTa B cnydae ux pasButus (aanee - Mepbl MMHUMMU3aLMM PUCKOB) pa3meLlaeTcs B NMMYHOM
kabuHete AUC PocsapaBHansopa B TedeHne 30 pabounmx gHen co AaHA nonydenus MYP akcnepTHow opraHusauuen. Mepbl
MWHMMM3ALUMN PUCKOB OCYLLECTBIIAIOTCS B COOTBETCTBMM C nOyHkTamu 307-324 Hapnexallen npaktukn chapmakoHaasopa.
PocsgpaBHaasop B crniydyae HeobxogumocTy nybrnvkyeT Ha cBoeM oduumanbHOM canTe MHGOPMAaLMOHHbIE NUCbMa B LEnsX
yBeAOMMEHUS CrneumnanucToB 3apaBooxpaHeHus n apyrux JPY o BHeapeHUM HOBbIX Mep MUHUMU3ALMU PUCKOB.
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49. B cnyyae nonyyeHunss ygegomneHus 0 HeobxogumMocTy BHeCceHNst nameHeHnun B NYP [PY nekapcTBeHHOro npenapara B
CpOK, He npeBblwatowmii 30 paboymx AHEN CO OHS NONyYeHUs 4aHHOro yBeAOMIIEHUs], npeacTaenseT B PocagpasHansop MNMYP ¢
YY4ETOM BHECEHHbIX U3MEHEHWI.

50. B cnyyae TpexkpaTHOro noapsia BbISBIEHUSI 3KCMEPTHOW OpraHM3aumMen HeCOOTBETCTBUS npeacTaBneHHbix [OPY
MaTepuarnoB B paMKax LOMOMHUTENbHbIX MEpP MUHMMMU3ALMM PUCKOB MEKapCTBEHHbIX MpenapartoB, uUHdopmauus o6 aTom
3KCMepTHOW opraHu3auuen gosoauTtcst Ao PocsgpaBHag3opa B TedeHue 5 paboumx OHeW CO OHS BbIHECEHWS 3KCMEepTHOro
3aKnoYeHus.

51. PocsgpaBHag3op npu nonyYyeHun wuHgopmaumu, ykasaHHon B nyHkTe 50 [lopgaka, NpvHMMaeT pelueHue o
HeobXo0AMMOCTM NPUOCTAHOBMNEHUS NPUMEHEHWS NEKapCTBEHHOIO Npenapara v NpoBeAeHUsl BHEMMAHOBOW MHCNEKLUN CUCTEMBI
dapmakoHagsopa [PY gaHHOro nekapcTBEHHOro npenapaTta B COOTBETCTBMM C pasgenom |V "MHcnekTMpoBaHue CUCTEMBbI
chapmakoHaazopa" Haanexatllen npakTuki hapMakoHaasopa.

MpunoxeHue Ne 1

k Mopsaaky dpapmakoHansopa
NlekapCTBEHHbIX NpenapaToB Ans
MeOVLWNHCKOrO NPUMEHEHNs,
YTBEPXAEHHOMY Npukasom denepanbHoi
cnyx6bl No Hag3opy B cdepe
30paBOOXpPaHEHNs!

ot 17 nioHa 2024 roga Ne 3518
PekomeHayembIi 06pasel

WU3BELLUEHME O HEXENATENIbHOM PEAKLIUN
Ui OTCYTCTBUU TEPANEBTUYECKOIO 3PDEKTA JIEKAPCTBEHHOI'O NMPEMAPATA

MepBu4HoE [ononHuTtenbHasa nHdopmaumsa K CoobLLeHNnto

Ne oT

JaHHble nayneHTa

MHuumanbl nauneHTa (ko naumeHTa) Mon M K Bec  «kr
Bospact BepemMeHHOCTb , CpOK Hegenb

Anneprus Het Ectb, Ha

JleyeHuve ambynaTtopHoe CTauuoHapHoe camorneyeHune

JNlekapcTBeHHble NpenapaThbl, NPeANONOXUTENbLHO Bbi3BaBLUME HeXenaTenbHylo peakumio (HP)

HanmeHoBaHue nekapctBeHHoro [lpoussogutens Homep [o3a, nyTb [Jarta Hata lMokasaHue
npenapara (ToproBoe cepuv  BBEAEHUS Havana OKOHYaHUS
HauMeHoBaHue) Tepanuu Tepanum

1

2

3
HexxenatenbHas peakuus Oara Hayana HP
OnucaHue peakuuu (ykaxuTe Bce AeTanu, BKNoYas AaHHble NabopaTopHbIX UccreoBaHWm) KpuTtepun cepbesHocTH

HP:
CwmepTb
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Yrposa un3Hu

locnuTanusauus
unm ee
npoaneHne
MHBanuaoHoCTb
BpoxgeHHble
aHomanuu
KnuHmnyeckm
3Haunmoe
cobbITne
[arta paspeweHus HP He npumeHumo
MpeanpuHaTbIe Mepbl
Bes nevexuns OTMeHa Nojo3peBaeMoro nekapcTBEHHO CHuxeHue gosbl
npenapara neKapCcTBEHHOro npenapara
HemegnkameHTO3Hast Tepanus (B TOM YMCre XMpypruyeckoe BMeLLaTeNbCTBO)
JlekapcTBeHHas Tepanus
Ucxop
BrizgopoeneHune 6e3 nocneactemn YnyJdlieHne CoCTosiHMA CocTosiHne 6e3
N3MeHeHn
Bbi3gopoBneHune ¢ nocneacTenamm (ykasatb)
CwmepTb HewussecTHO He npumeHumo
TekcT/Pepakuyma apokymedTa noarotoeneHsl AQ "Kopekc"
ConpoBoxganacb Nin OTMeHa NekapCTBEHHOrO npenapara Het [a 1eKapCTBEHHbIN Npenapat He

OTMeHANCcA

NCYE3HOBEHMEM HexenaTternbHom peaKLl,I/IVI? He NPUMEHNMO
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HasHa4anock nu nekapcTeo Het Oa Pesynerat He
NMOBTOPHO? NPUMEHMUMO

D,pyme NeKapCcTBeHHbIe npenapaTtbl, N(PUHNMaemMblie B Te4eHne nocnegHux 3 MecsueB, BKnto4as JNIeKapCTBeHHbIe
npenapartbl, nPUHUMaemMble NalMeHTOM CaMOCTOATESIbHO (I'IO COGCTBeHHOMy )KeﬂaHVIIO)

HaunmeHoBaHve MpoussognTene Howmep Josa, nyte [arta Havyana [darta okoHuyaHus [lokasaHue
neKkapCcTBEHHOro npenapara cepuu BBeAEHUs Tepanuu Tepanuu
(Toproeoe)

g~ WON -

[laHHble coobLuatoLlero nuua

Bpau [pyroi cneunanucT cucTemsl MaunenT NHon
3[1paBoOXpaHeHus

Cyb6bekT Poccuiickon ®epepaumm (MM MHOCTPaHHOE rocyaapcTBo)

KoHTakTHbIM HOMep TenedoHa (aapec aNeKTPOHHOM NOYTbI):
damnnus, umsl, 0TYECTBO (NPU HaNU4un)

[lormKkHOCTb 1 MeCTo paboTbl

[ata coobuieHus

CoobLieHne MoxXeT ObiTb OTNPaBNEHO:
e e-mail: npr@roszdravnadzor.gov.ru,
e OH-NanH Ha canTe: external.roszdravnadzor.ru
e noytoBbIn agpec: 109074, rMocksa, CnassaHckas nnowagb, 4.4, ctpoeHuve 1.
MpunoxeHue Ne 2

K Mopsaky dhapmakoHagsopa
neKkapcTBEHHbIX NpenapaToB Ans
MELMLMHCKOIO NpUMEHEHWS,
yTBEpPXXAEHHOMY Npukazom denepanbHom
cnyx6bl No Haa3opy B cdepe
30 paBOOXPaHEHNS
oT 17 unioHsa 2024 roga Ne 3518
PekomeHayembi obpasely
COOBLWEHUE O CEPLE3HON HENPEABUAEHHOW HEXENATENbHON PEAKLIMU HA NEKAPCTBEHHbIU
NMPENAPAT, U3YYAEMbINA B KNTMHUWYECKOM UCCNEOOBAHUU

Ne npoTokona KNMHUYEeCKoro nccneaoBaHus

HaumeHosaHue nekapcmeeHHo20 npenapama

HaumeHosaHue npomokona

Ne paspeweHus Ha npogedeHue KIuHU4Yecko20 uccrnedoeaHus 8 Poccutickol ®edepayuu

HanmeHoBaHue neveGHOro yypexaeHusi, B KOTOPOM BbisIBIieHa HexernaTtenbHas peakumsi (ecnv peakums nponsowuna B
Poccuiickon ®enepaumn)

I. AHOOPMALIUA O HEXENATEJIbHON PEAKLIUN

1. MHuuymansl 1a. 2. [ata 2a. 3. 4-6. [lata Ha4yana 8-12. OTmeTbTE BCE, UYTO
nauneHTa CtpaHa poxageHus Bospact [Non HexenatenbHOM peakuun (4eHb/ COOTBETCTBYET HexXenaTenbHom
mecsu/roa) peakuun
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CwmepTb
7-13. OnncaHve HexenaTenbHOW peakumm (BKnoYast aHHble nabopaTopHbIX U locnutanusaumsa
WHCTPYMEHTasbHbLIX UCCNEefoBaHuN) Unu ee NpoaneHue

Crovikas yTpata
TpyoocnocobHOCTN unm
WHBaNUAHOCTb

Yrpo3sa XusHu

Il. AHOOPMALIUA O NOOAO3PEBAEMOM JIEKAPCTBEHHOM MNMPENAPATE (NMPENAPATAX)

14. Nogo3peBaeMblIi TeKapCTBEHHbIN Npenapart (BKNoYas MexayHapogHoe 20. Ncyesna nu peakums nocrne oTMeHbI
HenaTeHTOBaHHOE HauMeHOBaHWe Ny rpynnMpoBOYHOE HaMMEHOBaHME) neKkapcTBeHHOro npenapara?
[a Het
HenprumeHumo
15. CyTouvHas gosa (gosbl) 16. MNyTb (NyTH) BBEAEHUSA 21. Bo3HuKna nv peakums BHOBb Nocne
17. NokasaHne (NnokasaHusa) K Ha3HaYEeHNIO: NMOBTOPHOIO NPUMEHEHUSI NEKAPCTBEHHOIO
npenapara?
[a Het
HenprumeHumo
18. [latbl neyeHus c fo  19. MpoaonknTenbLHOCTb Tepanum

lll. CONYTCTBYOLWASA NEKAPCTBEHHAA TEPAINNA U AHAMHE3

22. ConyTcTBYIOLLMIA NIeKapCTBEHHEI npenapart (npenapartbl) 1 AaTbl BBeAEHUS (32 UCKMIOYEHNEM TeX, KOTopble NMpUMEHSINU
ANs NieYeHnst HexenaTernbHON peakumm)

23. [ipyrve peneBaHTHblE AaHHblE aHaMHe3a (Hanpumep, AMarHo3bl, anneprumn, 6epeMeHHOCTb C ykasaHWeM BPEMEHM
nocneaHen MeHcTpyaumm)

lil. AHOOPMALIUA O NPOU3BOAUTENE

24. HaumeHosaHue u adpec npousgodumers

24a. ipeHTumrKaLMOHHbIN HOMep criyyas 246. [lata nony4eHnss MHOPMALIMKN O HEXENaTENbHON peakumn
npoussoguTenem

24B. ACTOYHUK MHGOPMALIMK O HEXenaTeNbHON peakuum

WNccnepoBanve Jlutepatypa Cneuuanuct 3gpaBoOXpaHeHns PerynaTopHble opraHbl Opyron

JokyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro doHaa u3 6onee 100 000 000 HOpMaTUBHO-MPaBOBbIX 1 HOPMATUBHO-TEXHUYECKUX [OKYMEHTOB


http://docs.cntd.ru/

06 yTBepxaeHuu MNopsaaka hapMakoHaA3opa NekapcTBEHHbIX NpenapaToB AN MeAMLMHCKOrO NpUMeHeHUs Crpanuua 11
lMpuka3 Poc3dpasHaosopa om 17 utoHsa 2024 e. Ne 3518

25. [lata coobuieHus
26. Tvn coobLLeHns

MepBuyHOE [MoBTOpHOE

OnNeKTPOHHbIN TEKCT AOKYMEHTa
nogrotoBrieH AO "Kogekc" 1 ceepeH no:
OduumnanbHbIN MHTEPHET-NOPTAN
npaBoBoOKv MHdOpMaLnn
www.pravo.gov.ru, 09.09.2024,

Ne 0001202409090010
Tekct/Pepakuma apokymedTa noarotoenersl AQ "Koaekc"
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