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3apeructpupoaHo B MuHiocte Poccum 5 cenTsabps 2024 r. N 79394

MWHUCTEPCTBO 3PABOOXPAHEHUA POCCUANCKOW ®EOEPALINU
®EAEPAJIbHAA CNTY>KBA MO HAA3OPY B COEPE 3[1PABOOXPAHEHUA

NMPUKA3
oT 17 o 2024 r. N 3518

OB YTBEPXXOEHUN NMOPAOKA
DAPMAKOHAO3OPA JIEKAPCTBEHHbIX MPENAPATOB
Aansa MEAMUUHCKOro NPUMEHEHUA

B cootBeTtctBMM cO cTatbamu 64 n 65 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6
obpalleHnn nekapcTBeHHbIX cpeacTts”, nognyHkTom 5.8(7) nyHkta 5 [NonoxeHua o degepansHonm cnyxbe no
Haa3opy B cdpepe 3apaBOOXpaHeHusi, yTBePXOAEHHOro noctaHosneHnem lNpasuTtenbcTBa Poccuiickon ®epepaunn
ot 30 noHa 2004 r. N 323, npukasbiBato:

1. YTBepanTb npunaraembin Nopsaok apmakoHag3opa NekapCcTBEHHbIX NpenapatoB Ans MeAMLUHCKOro
NPUMEHEHMS.

2. MpusHaTb yTpaTUBLLUMK CUY Npukasbl eaeparnbHoii cry6bl No Haa3opy B cdepe 34paBOOXPaHEHNS:

oT 15 despana 2017 r. N 1071 "O6 yrBepxgeHum [lopsigka ocywecTBneHus apmakoHagsopa”
(3apeructpupoBaH MuHuctepcTBoMm tocTuumm Poccuiickon ®epepaumm 20 mapta 2017 r., perncrtpaumoHHbin N
46039);

oT 16 uona 2020 r. N 6252 "O BHeceHUM u3MeHeHW B [lopsaoK ocyllecTBneHus dapmakoHaasopa,
YTBEPXXAEHHBIN Npukasom PenepanbHol cnyx0Obl No Hag3opy B cdepe 3apaBooxpaHeHus oT 15 despana 2017 r.
N 1071" (3apeructpupoBaH MuHuctepctBom toctuuum Poccuickon ®depepaumm 10 ceHtabps 2020 r.,
pernctpaunoHHbin N 59745).

3. Hactoawun npukas Bctynaet B cuny ¢ 1 mapta 2025 r. n gencteyet go 1 mapta 2031 r.

PykoBoawuTenb
A.B.CAMOUITOBA

YTBEpxaeH

npvkasom PegepanbHoOn CnyxoObl

no Hafas3opy B cdpepe 3apaBoOOXpaHeHns
oT 17.06.2024 N 3518

NOPAOOK
DAPMAKOHAO3OPA JIEKAPCTBEHHbIX MPENAPATOB
ansda MEAMUUHCKOro nNPUMEHEHUA

1. Hactoswwi MNopsigok ycTaHaBnuBaeT TpeboBaHUS K OCYLLEeCTBNEHUIO hapMakoHaa30opa Ha TepputTopun
Poccuiickon ®epepauuu (ganee - Nopsgok).

2. dapMakoHaa3op - BUA AeATENIbHOCTU N0 MOHUTOPUHTY 3¢phEKTUBHOCTH 1 6E30NaCHOCTU NEKapCTBEHHbIX
npenapaToB, HamnpaBMeHHbI Ha BbIBMEHMWE, OLEHKY W MpefoTBpalleHMe HexenaTernbHbIX MocneacTBuii
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NpUMMEHEeHUA NNEKapCTBEHHbIX NpenapaTtoB <1>.

<1> TlyHkT 52.1 ctatbm 4 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 obpalieHun
NekapCTBEHHbIX CpeacTB".

3. ®epepanbHasa cnyxba no Hagsopy B cdpepe 34paBOOXPaHEHUS OCYLLECTBRSET hapMakoHagsop <2>
nyTeM aHanusa npeacraBnsieMon cybbektamy obpalleHuss NekapCcTBEHHbIX CPeACTB MHGOpMaLMnm O NoBOYHbIX
OENCTBUAX, HEXenaTernbHbIX peakumnsax, Cepbe3HbIX HexenaTenbHbIX peakunsax, HenpeaBuUaeHHbIX HexenaTenbHbIX
peakumax npy NpuMeHEeHWN neKapCTBEHHbIX MpenapaTtoB, 06 MHAMBUAYaNbHOW HENepeHOCMMOCTWU, OTCYTCTBUM
3PEKTUBHOCTN NEKAPCTBEHHLIX NpenapaToB, a Takke 06 MHbIX dakTax u 0b6CcToATEeNbCTBax, NPeAcTaBnsoWmMX
Yyrpo3y XW3HM UMM 300POBbI 4YenoBeka MNpu NPUMEHEHWW NEeKapCTBEHHbIX MpenapaTtoB (Janee - WHOW
nHcpopmaumm no 6esonacHoCcTU u 3PHEKTUBHOCTU), BbIABMEHHON HA BCEX dTanax obpalleHuss nekapCTBEHHbIX
npenapaToB B Poccuiickon ®egepaumm n gpyrux rocygapcraax.

<2> T[lognyHkt 5.1.4.3 nyHkta 5 [lonoxeHns o ®epepanbHoW cnyxbe no Hagsopy B cdepe
3[4paBOOXPaHEHUs, YyTBEPKAEHHOro nocrtaHosneHnem lNpasutensctea Poccunckon ®egepaumm ot 30 nioHa 2004
r. N 323.

4. omKHOCTHBIMY NULAMM, YNONTHOMOYEHHBIMW OCYLLLECTBMATL hapMakoHaA30p, SABMNSATCS:
pykoBoauTens (3amectutenu pykosoauTens) PocagpaBHaasopa;

PYKOBOOUTEITIN  CTPYKTYPHbIX nop,pas,qeneHMPl Poca/:l,paBHap,aopa, nx 3amectutenn, [OOJPKHOCTHbIMU
pernameHTamMm KOTopbiX npeayCcMoTpeHbl MOJTHOMOYUA MO OCYLLECTBIIEHUIO c*)apmaKOHa,qaopa;

WHble TOCYAapCTBEHHblE rpadaHckve cryxawue PocsgpaBHaasopa, AOMKHOCTHBIMU - pernamMeHTamu
KOTOpPbIX NPeayCMOTPEeHbI MOIHOMOYMS NO OCYLLECTBIIEHMIO hapMakoHaa3opa.

5. dapmakoHaa3op ocyllecTBnsieTcs PocaapaBHaA30pOM Ha OCHOBaHWUWM CBEAEHUIA, MOMNYYEHHbIX B BUAE:
coobLeHnn cybbekToB obpalleHms nekapCcTBeHHbIX cpeacTs (ganee - coobLeHni);

nepuoguyecknx obHOBMNsSiEMbIX OTYETOB MO BGe3onacHOCTM NekapCcTBeHHbIX npenapaTtoB (ganee - MNOOB),
HanpaBnsiemblx B Poc3gpaBHags3op gepxatensamu  (Bnagenbuamu)  perucTpaumoHHbIX — YAOCTOBEPEHUN
neKkapcTBEHHbIX NpenapaToB UMY YNOMHOMOYEHHLIMW UMW MHBIMU topuandeckMMn nuuamm (danee - OPY);

nepnoanyeckux OT4eToB No 6GesonacHOCTU paspabaTbiBaeMoro (Mccnegyemoro) nekapcTBEHHOro npenapara
(apanee - POOB), Hanpaensembix B Poc3gpaBHagsop opuavyeckMMy nuuamy, Ha WUMSA KOTOPbIX BblAaHbI
paspelleHnss Ha npoBedeHue KhuMHU4Yecknx wuccrnegosaHun B Poccuiickon ®egepauun, nnbo apyrumu
YNOSTHOMOYEHHBIMU  IOPUAMYECKMMU NMLAMK  (Qanee - pUAMYECKME §uuaMu, Ha UMS KOTOPbIX BblAaHbl
paspeLUeHns Ha NpoBeAeHNE KIMHUYECKMX UCCNEA0BaHNN);

nHpopMaLMK, NMOSyYEeHHON B Xo4e OCYLLEeCTBReHUs peepanbHOro rocyaapcTBeHHOro KOHTpons (Haasopa)
B cthepe o6pallleHUs NeKapCTBEHHbIX CPEACTB;

NnnaHoB yrnpaBnenus puckamu (ganee - NyP);
cneumarnbHbIX YyBeAOMIEHWUIA, B TOM YKCe YBEAOMIIEHUIA 06 3KCTPEHHLIX NpobreMax 6e30nacHOCTU.

6. B uenax oueHkM MHMOPMaLUW HAay4yHOro W KIMMHUYECKOro XapakTepa, codepXallencsl B JOKYMeHTax u
JaHHbIX, YKasaHHblX B nyHkte 5 [Mopsagka, PocsgpaBHags3op npusnekaeT genepanbHble rocygapcTBEHHbIE
GrogoKeTHbIe yYpexaeHus, nogBefoMCTBEHHble Poc3gpaBHaa3opy (Aanee - akcnepTHas opraHnsauus).

7. CooblleHns HanpaBnaAlTcA cyGbekTaMu obpallleHns nekapcTBeHHbIX cpeacTs B ®eaepanbHyto cnyxoy
no Haasopy B cdepe 34paBoOOXpaHeHWs MOCpPeACTBOM aBTOMATU3MPOBaHHOW WHGOPMAaLMOHHOW CUCTEMbI
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PocsgpaBHaa3sopa (ganee - AUC PocagpaBHaasopa) <3>.

<3> lMNognyHkT 5.8(1) nyHkTa 5 MNonoxeHusa o PegepanbHoi cnyxbe no Haa3opy B cepe 34paBooOXpaHeHs,
yTBEpXaeHHOro nocraHosneHuem lNpasutensctea Poccuickon degepaumm ot 30 noHa 2004 r. N 323.

8. B cnyyae BO3HWMKHOBEHUSI TexHW4eckux npobnem B pabotre ANC PocsgpaBHag3opa coobLieHus
HanpaBnsOTCS MO agpecy AMNeKTPOHHOW NoYThl: pharm@roszdravnadzor.gov.ru. [NMpy BO3HUKHOBEHUN TEXHUYECKUX
npobnem B pabote 6a3 gaHHbIX OPY unu opuanvyeckmx nuy, Ha MMS KOTOPbIX BbldaHbl paspelleHns Ha
npoBefeHne KNUHUYECKUX WUCCReLOBaHUNA, Takke COOBLLEeHMS HanpaBnslTca Mo agpecy SMEeKTPOHHOW MouThbl
pharm@roszdravnadzor.gov.ru ¢ ykasaHueM WHOpMaLMM O MNpeanonoXUTENbHbIX CpOKax BO30OHOBMNEHUS
PYHKUNOHNPOBAHUA yKa3aHHbIX 6a3 AaHHbIX.

9. Coo06LeHus, HanpaBneHHble NO aApecy AMEKTPOHHOM NoyThl pharm@roszdravnadzor.gov.ru B cry4asix,
yKkasaHHblXx B nyHkTe 8 [lopsgka, OomkHbl ObiTb BHeceHbl [OPY B AWC PocsgpaBHagsopa cpasy nocne
BOCCTaHOBIEHUs1 paboTocnocobHocTn 6a3bl JaHHbIX cybbekTa obpalleHus nekapcTBeHHbIX cpeacTts unu AUC
PocsapaBHazgsopa.

10. na MeAMUUHCKMX OpraHu3auun, cneumannucToB 34paBoOOXPaHEHUs, MauneHToB Unnu X nNpeactaBuTenemn
npy OTCYTCTBUMN TEXHUYECKOWM BO3MOXHOCTU HanpasneHusa coobeHun yepes AVIC PocagpaBHaasopa coobueHus
HanpasnATCA MO aApecy ANEKTPOHHOM NouTbl npr@roszdravnadzor.gov.ru.

11. HanpaBneHue coobweHnn B cooTBeTcTBMM C nyHkTamum 8 un 10 [lopsgka B OTHOWEHMK
3apermcTpmpoBaHHbiXx B Poccuiickon @Pepepaumm nekapCTBEHHbIX NpenapatoB, a Takke JeKapCTBEHHbIX
npenapaToB, oOpaLleHne KOTopbIX AOMYCKaeTCsi B COOTBETCTBMM C 3akoHoAaTenbcTBoM Poccuiickon depepaumm B
chepe obpalleHns nekapCcTBEHHbIX CPeacTB, 3a WCKMYEHUEM NeKapCTBEHHbIX NpenapaTtos, npeaHas3HaJYeHHbIX
ONs NpoBedeHUs KIUHWYECKUX WCCMedOBaHUIM, OCYLECTBMASAETCA MO 3NEKTPOHHOW MnoyTe M3BELEHWEM O
HeXxenaTtenoHOMW peakuMM WM OTCYTCTBUM  TepaneBTMYEcKoro adpcpekta nekapcTBEHHOro npenapaTa
(pexomeHayeMbI obpasey npueeneH B npunoxeHnn N 1 k Mopsaky). B oTHOLWEHWM NekapCTBEHHbIX NPenapaToB,
npegHasHa4YeHHbIX AN5 MPOBEAEHUS] KITMHUYECKUX UCCREefoBaHUA - COOBLLEHNEM O Cepbe3HON HenpeaBuaeHHOM
HexernaTenbHOW peakuum Ha JlekapCTBEHHbI npenapart, W3y4aembld B  KIMHUYECKOM MCCNedoBaHWM
(pexomeHayeMbI obpasel npuBegeH B npunoxeHun N 2 k MNMopsagky).

12. Cnctema apmakoHagsopa, opraHusyemasa [OPY, gomkHa cooTBeTcTBoBaTh [MpaBvnam Hagnexaiien
npaktukn apmakoHag3opa EBpasmmnckoro 3KOHOMWMYECKOro COlo3a, YyTBepkaeHHbiM Pewennem CoBeTa
EBpaswuiickon akoHoMMYeckonm kommuccum oT 3 Hosbps 2016 r. N 87 <4> (panee - Hagnexawas npaktuka
dapmakoHaasopa). Nopsigok npeacTaBneHms nHgopmaumm no 6e30nacHoOCTM B Xo4e KIMHUYECKMX UccrneaoBaHum
OOIMKEH COOTBETCTBOBATL [MpaBmnamM Hagnexallen KNnMHUYeCcKon nNpakTukn EBpasninickoro akKoHOMNYECKOro cor3a,
yTBepXaAeHHbIM PelweHnem CoBeTa EBpasuiickon akoHoMUYeckon kommccum oT 3 Hoss6pst 2016 r. N 79 <5> (pnanee
- Hagnexawas knuHuyeckas npaktuka).

<4> OdmumanbHblA caiT EBpasuiickoro skoHomMn4eckoro cotosda http://www.eaeunion.org/, 21 Hosbpsa 2016
r. C nameHeHusimu, BHeceHHbiMn PelwieHnem CoseTta EBpasninckon akoHommyeckon kommceum ot 19 maa 2022 r. N
81. Berynuno B cuny gnsa Poccuiickon ®egepaumn 6 mas 2017 r. Asnsetca obsisatenbHbiM ans Poccuinckon
depgepaumm B cooTBeTcTBUMM C [oroBopom o EBpasuvickomM 3KOHOMMYECKOM coto3e oT 29 maa 2014 r.,
patnduumpoBaHHbiM PegepanbHbiM 3akoHOM OT 3 okTs6ps 2014 r. N 279-03 "O partudukaumm [oroBopa o
EBpasuiickoMm skoHoMuYeckom cotose”. Betynun B cuny ansa Poccunckon ®epepauum ¢ 1 sueapsa 2015 r.

<5> OdmumanbHbIi caT EBpasuiickoro skoHommudeckoro cotosda http://www.eaeunion.org/, 21 Hosi6ps 2016
r. Bctynuno B cuny gns Poccuiickon ®enepaumn 6 mas 2017 r. Aensaetca obasatenbHbiM ans Poccuinckon
depgepaumm B cooTBeTcTBUM C [oroBopom o EBpasuinickom 3KoHOMUYeckOoMm coto3e oT 29 maa 2014 r.,
patnduumpoBaHHbiM PenepanbHbiM 3akoHOM OT 3 okTabps 2014 r. N 279-03 "O patudmkaumm [oroBopa o
EBpasuiickoM akoHoMuYeckom cotose". Betynun B cuny anga Poccunckon ®enepauum ¢ 1 ausapa 2015 r.

13. OPY B TeyeHue 3 paboumx OHeln HanpaensioT B Poc3gpaBHaasop MHdopMaumio, nognagatollyo noa
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onpeneneHne 3KCTPEHHOW npobrieMbl ©6e30nacHOCTM, B COOTBETCTBUM C MNyHKTamMu 756 u 757 Hagnexaiuen
npakTUKN hapmakoHagsopa, No agpecy 9nekTpoHHow nodTbl ESI@roszdravnadzor.gov.ru, ¢ obsisaTenbHbIM
OOCbINTOM Ha BymaXHOM HocuTene.

14. [okymeHTbl nepuogmdeckon otdetHoctn - [1OOB, POOB, a Takke [MYP, HanpaBnsawTca B
PocagpasHaasop nocpeactsom AUC PocagpaBHaasopa u permctpupyroTcs asToMaTuyecku.

15. OPY npegctaenstor B PocsgpaBHagl3op [10OB, cooTBeTcTBylOWM TpeboBaHusm pasgena VI
"Mepuroamnyeckuin obHoBNsieMbIN oT4eT No 6e3onacHocTM" Hagnexallen npakTuku papmakoHagsopa.

16. lMopsgok npeacraBneHus [NOOB B cooTtBeTcTBUM €  nNyHKTOM 698 Hapgnexaiwien npakTuku
¢apmMakoHaa3opa pacnpocTpaHAeTCa Ha NekapcTBeHHble npenaparbl, NpoLlleALlne npoueaypy perucrpauumn unm
npuBeOeHHble B COOTBETCTBME C TpeboBaHWsSIMW peructpaumm EBpasuiickoro 3sKoOHOMMYECKOro cotos3a. B
ocTarbHbIX crny4vasix TpeboBaHUs K NepuoaMYHOCTU U cpokam npegocTtaBrneHus NMOOB onpenenalTca NyHKTaMu
696 1 697 Hagnexaluen npakTuku dhapmakoHaasopa.

17. Mpu BbISBNEHUM HexenaTernbHbIX Peakuuin Npu MPUMEHEHUW NeKapCTBEHHOro npenaparta U MHOW
nHdopmaumm no GesonacHocTn u 3PPEKTUBHOCTU, HE COAEPKALLUMXCHA B OOLLEN xapakTepucTmKe NekapcTBEeHHOro
npenapaTta v (MnM) MHCTPYKUMU MO MEOMUMHCKOMY MPUMEHEHMWIO NEKapCTBEHHOro npenapata U U3MEHSoLWUX
OTHOLUEHME OXWOAEeMOMW MNOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWS NeKapCTBEHHOro npenapara, a Takke npwu
HecobnogeHnn TpebosaHunm k npeactasnennto MOOB, yctaHoBneHHbix nyHkTammn 14, 15, 16 [lopsaka,
PocsgpaBHaasop B TeveHve 5 pabounx AHeln CO OHS BbISBMEHUS yKa3aHHbIX CBeAEHU paccMaTpuBaeT BOMNpPOC O
HeobxogumocTu 3anpoca y OPY BHeouepegHoro MNOOB, B cootBeTcTBUM € nyHKTOM 701 Hagnexaiien npakTuku
dapmakoHagsopa.

18. WHdopmauua o0 cepbesHbiX HenpeaBWAEHHbIX HeXenaTemnbHbIX peakuusx Ha uccrnegyembin
nekapCTBEHHbIN npenapaTt U uHas MHdopmMauusa no 6e30nacHOCTM B paMkax WHTEPBEHLMOHHOMO KIMHUYECKOro
nccrnegoBaHns NeKkapCTBEHHOMO npenapara HanpaensTca B Poc3gpaBHag3op B COOTBETCTBUMM € TpeboBaHnamMM
nyHkToB 1 1 2.2 npunoxerusa N 11 k Hagnexawuen KNnMHM4YeCcKkon npakTuke.

19. HOpuguyeckne nuua, Ha UWMS KOTOPbIX BblAaHO paspelleHne Ha npoBedeHne  KIMUHUYECKUX
nccnegoBaHun, npeactaensaoT B PocagpaBHagsop POOB B cootBeTCcTBMM € TpeboBaHuaMM npunoxenns N 12 k
Hapnexatuemn KnMHUYeCcKon npakTuke.

20. OpraHuzaumsi cybbekTamu o6palleHusl NeKapCTBEHHbIX CPeacTB (MeAMLMHCKUMU OopraHusaumsiMun)
paGoTbl MO BbISBNEHUIO HeXenaTenbHbIX peakuuini Npu MpUMEHEHUU NeKapCTBeHHbIX npenapaTtos Ans
MEANLMHCKOrO MPUMEHEHUS U MHOW WHpopMauun no 6e30rmacHOCTU U 3(PdEKTUBHOCTU MpU NPUMEHEHUN
neKkapcTBEHHbIX NpenapaToB Ans MeAVMUMHCKOTo MPUMEHEHUSI pernamMeHTUpYeTCcs UX BHYTPEHHUMU AOKYMEHTaMu
(BKntoYasa 4OKYMEHTbI MO 06ecneyeHmnio kayecTBa NpoLLeccoB, BHYTPEHHME npolenypbl).

21. CybbekTbl 0bpalleHus nekapCTBeHHbIX cpeacTs (MeguumHckue opraHusauum) obssaHbl B Cpok He Bonee
3 paboumx gHen coobwatb B Poc3gpaBHaa3op O Cepbe3HblX HexenaTenbHbIX peakuusx npu npuMeHeHWUu
nekapCTBEHHOro npenapaTa Ans MegULUMHCKOrO NPUMEHEHNS C feTanbHbIM UCXOA0M WK YTPO30M XKU3HU, CO OHS
HacTyMNMneHns ykazaHHbIX COObITUIA, 3@ UCKIMIOYEHNEM HeXenaTerbHbIX PeaKUUii, BbISBNEHHbIX B X04e NpoBeaeHUs
KIMMHUYECKNX UccrneaoBaHMn, NPOBOANMBIX B AAHHOW MEeAULMHCKON OpraHu3aunu.

22. CybbekTbl 06palLLeHnst TeKapCTBEHHbIX CPEACTB (MeAMUUHCKME OpraHn3auun) B CpoK, He NpeBbILIatoLLni
15 KaneHgapHbIX OHEW CO AOHS HACTYMNMEeHWUs HWKenepedncreHHbix cobbiTuin, coobwatoT B Poc3gpaBHan3op o
cneaylolmMX HexenaTterbHbIX peakumsx npu nNpuMEHeHWU neKapCTBEHHOro npenapaTta Ans MeauuMHCKOro
NPUMEHEeHNsT U MHOM uHdopmaumm no 6e3onacHoCTM 1 IPPEKTUBHOCTM, BbISBMEHHOW AaHHOW MEAMLUHCKON
opraHusaumen, 3a WUCKNIOYEHMEM HexenaTerbHbIX peakuui, BbISBMEHHbIX B Xo4e NpOoBeAeHUs KIMHUYECKUX
nccnegoBaHun:

Cepbe3HbIX HeXenaTtelibHbIX peakuuax npu npuMeHeHun rnekapCTBeHHOro npenaparta and MeguumHCKOro
NnpUMEeHeHu4A, 3a NCKINtDYEHNEM Cepbe3HbIX HeXelaTeNbHbIX peaKLl,I/II7I, YKa3aHHbIX B MYHKTE 21 I'Iopﬂp,Ka;

crniyyasx nepefadn WMHGEKLMOHHOrO 3aboneBaHuss Yyepes MekapcTBEeHHbI npenapat Ans MeaULUHCKOro
NPUMEHEHUs;
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MNpuka3 Poc3apaBHaa3opa ot 17.06.2024 N 3518
"06 yTBepxaeHum Mopsaka dapMakoHaa30pa SiekapcTBeHHbIX NpenapaTos
ANt MeAULMHC. ..

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 14.04.2026

cnydasix OTCYTCTBUSI 3asABNeHHOM 3(EeKTUBHOCTM JEKApPCTBEHHbIX MpenapaToB AN MeAUUMHCKOro
NPUMEHEHUS, NMPUMEHSIEMbIX MpU 3aboneBaHusaX, NPEeACTaBMSIOWNX Yrpo3y ANS XU3HW YenoBeka, BakUWH ANs
NpodMNakTNKM MHPEKUMOHHLIX 3a00neBaHnin, NEKAaPCTBEHHbIX NpenapaToB 4SS NpeaoTBpaLleHns 6epeMeHHOCTH,
Koraa OTCYTCTBUME KNUHMYECKOro 3cpdekta He BbI3BAHO WHAMBMAYaNbHbIMU OCOBEHHOCTAMW naumeHta u (1Unwu)
cneundukon ero 3abonesaHus;

HeXelnaTelbHbIX peaKunax, BO3HUKLWINX BCleacrtene 3ﬂ0y|'|0Tpe6J'IeHVIFI NeKapCTBEHHbIM MnpenapaTtomMm OnAd
MEeANLNHCKOIo npuMeHeHud, B Clydadx yMbIUJJ'IeHHOVII nepeao3npoBKM JieKapCTBEHHOro npenapara, npu
BO34eNCTBMU, CBA3AHHOM C poaoom 3aHATUIA, UK B cny4yaax WUCnosib3oBaHUA JeKapCTBEHHOIoO npenaparta and
MeANLNHCKOIo NpuMeHeHnsa B Lenax yMbILWIIEHHOIo Npu4YnHeEHnA Bpeaa Xm3Hn 1 340poBblo YeJioBeKa.

23. HanpaBneHune coobueHuit B Poc3gpaBHaasop B pamkax TpeboBaHun nognyHkra 4.8 nyHkta 4 nopsgka
co3gaHus n JeaTenbHOCTW BpayvyebHOM KOMUCCUM  MEAMUMHCKOW OpraHusauun, YTBEPXKOEHHOro MpuKasom
MuHucTepcTBa 3gpaBoOXpaHeHmns 1 coumarnsHoro passutusa Poccurickon ®egepauun ot 5 mas 2012 r. N 5021 "O6
YTBEPXAEHUN MOpsdKka CO3[aHWs U AeATernbHOCTM BpayvyebHOM KOMMCCUM MEeOULMHCKOW opraHusauun” <6>,
OCYLLLeCTBMAETCA B COOTBETCTBMM C NyHKkTamu 7 u 10 MNopsaka, B CPOK, He npesbiawmin 5 pabounx gHen co gHA
MPUHATUSA PeLLeHUs O HasHa4YeHUW NeKapCTBEHHbIX NpenapaToB AN MeAUUMHCKOrO NPYMEHEHUs Mpu Hanuuum
MeOMLMHCKMUX NoKa3aHu BpavebHOM KOMUCCUEN.

<6> 3apeructpupoBaH MwuHucTepcTBoM tocTuuum Poccunckon Pepepaumm 9  wuwoHa 2012 .,
permctpaumoHHein N 24516, ¢ uW3MEHEHUsIMKW, BHECEHHbIMW npukasoMm MuHuCTEpCTBa 34paBOOXpaHEHUSs
Poccuickon ®eaepaunn ot 2 gekabpsa 2013 r. N 886H (3apernctpupoBaH MuHMcTepcTBOM tocTuumm Poccuinckon
®epnepaumu 23 gekadbpsa 2013 r., pernctpaumnoHHbii N 30714).

24. Cpok Anst coobLeHns 0 HexenaTernbHbIX peakumsax npyv NpUMeHeHu nekapCTBEeHHOro npenapata ans
MEeOMLMHCKOrO MPUMEHEHUS U MHOW nHdopmaumm no 6esonacHocT n 3P EKTUBHOCTU, YKa3aHHOro B NyHKTax 21,
22 lopsagka, ncuucnseTcs co AHA, Korga OTBETCTBEHHOMY MO (papMakoHag30py AOSMKHOCTHOMY nuuy cybbekta
obpalleHnss nekapcTBEHHbIX CPeAacTB (MeOUUMHCKOW OpraHusauun) cTanm M3BECTHbl credylolue cBefeHuns o
HexenaTenbHOW peakun unv MHow nHdopmMaummn no 6e3onacHoCTy 1 3PEKTUBHOCTM:

VIH(*)OpMaLI,I/IFI, no3Bondrowan VID,eHTM(bVILI,I/IpOBaTb ropngn4eckoe wunm (*)VI3I/I‘-IGCKO€ nnugo, BbiABMBLUEE
HeXenaTtesribHyo peakynio ninn OCO6yPO CUTyauuio;

uHdopmaums, nossonsawwWwas ugeHTuduumposaTb uandeckoe nuuo, Yy KoToporo Habnioganacb
HeXxenartenbHas peakums;

nHpopMaLsl, NO3BONAOLLAA MOEHTUMOUUMPOBATL NIeKapCTBEHHbIN Npenapar;
MHGopMaUKs, No3BoNALWAas UOEHTUMULMPOBATL CUMMITOMbI HEXEenaTernbHON peakLui.

25. Konun coobueHuin, HanpaBneHHbiXx B Poc3apaBHag30p MeAMUMHCKOW OpraHu3aumen B COOTBETCTBUM C
nyHkTamu 21 - 23 MNopsiaka, CoOXpaHATCs B MEANLMHCKOW LOKYMEHTaUUN NauneHTOB.

26. Coo0bLieHusi, nocTynawwme OT MEeAWUMHCKMX OpraHu3auuii, ChneuuanucToB 34paBOOXpPaHEeHMs,
MauvMeHToB UMW UX MpeacTaBUTENEN MO 3MEeKTPOHHOW MouTe UM Ha GyMakHOM HocWTene pPerncTpupyloTcs B
COOTBETCTBUM C YCTAHOBMEHHEIM B Poc3apaBHaa30pe NopsiakoM Aenonpon3BOACTEA.

27. OueHka MWHMOPMaLUN HAy4yHOTO W KIMHUYECKOrO XapakTepa, CcopepXallencsas B COO0BLLEeHUsIX,
noctynatowmx B AVIC Poc3gpaBHaa3opa, OCYLLECTBNSIETCA SKCNEPTHOW OpraHu3auunent B TeyeHne 5 pabounx gHen
CO OHS VX NOCTYMMEHUS.

28. OueHka WHGOPMALMM HaAy4yHOrO M KIMMHWYECKOro xapaktepa, cogepxauerncsa B [NOOB n POOB,
NPOBOOMTCA 3KCMEPTHOW opraHusaumen B TedeHne 60 paboumx OHeW CO AHA UX MOCTYMSIEHUS B SKCMEPTHYHO
opraHusauumio.

29. PesynbTaTtbl OLEHKN MHOPMaLMM HAaYYHOTO M KIMHUYECKOro XapakTepa, cogepallencs B COOOLEeHUnsX,
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 14.04.2026

HanpasnAlTCA B Pocsp,paBHap,aop SKCﬂepTHOVI OpFaHVI3aLI,VIel7I B COCTaBe eXeHeaerbHbIX OTHETOB.

30. PesynbTatbl OUEHKM MHGPOPMALMM HAYYHOrO M KIMHUMYECKOrO XxapakTtepa, cogepxauernca B OOB,
POOB, MNYP, HanpaBnsatoTcs B Poc3apaBHaa3op B COCTaBe eXeHedenbHbIX U €XXeMECSUYHbIX OTYETOB 3KCNEPTHON
opraHusaumm.

31. Tpn BbISIBNEHUN 3KCMEPTHOW OpraHu3aunen HecooTBeTcTBUS npeacTaBneHHoro NOOB TpeboBaHusam
nyHkToB 587 - 687, 690 Hagnexawen npaktnki dpapmakoHagsopa nnn POOB TpeboBanusam npunoxernss N 12 k
Hapnexallen KnuHMYecKon npakTuke, MHgopmaumst 06 OTKNOHEHWW MpeacTaBNeHHOro AOKYMEHTa BHOCUTCS B
ANC PocsgpaBHagsopa B TedeHue 5 pabounx OHEeW CO OHS BbIHECEHUS SKCNEPTHOro 3aKkryeHUst C ONUCaHUeM
NPUYUH OTKINOHeHUs. COOTBETCTBYIOLLEE yBeAOMINEHNE 06 OTKIOHEHUN JOKYMEHTa aBToOMaTMYECK/ HanpaBnseTcs
OPY wunu topugmdeckomy nuuy, Ha WUMS KOTOPOro BblAAHO paspelleHve Ha MpoBeAeHNe  KIMHUYECKUX
nccnegoBaHuin, B Nn4Hbin kabnHeT AVC PocagpaBHaasopa.

32. PY nekapCTBEHHOrO MnpenapaTta Unu puanyeckoe nuuo, Ha MMsi KOTOPOro BblaHO paspelleHue Ha
NPOBEAEHUE KIMHUYECKNX WUCCReoBaHUi, B CPOK, He npeBbiwakowmn 30 pabouvMx OHEN CO AHA MNony4veHus
3MNEKTPOHHOro yBedomreHusa Poc3gpaBHagsopa, ykasaHHoro B nyHkte 31 Tlopsgka, HanpaBnsetr B
PocsgpaBHagsop MOOB, npuBeaeHHbI B COOTBETCTBME C TpeboBaHMsiMM NyHKTOB 587 - 687 Hagnexawen
npakTuUKN hapmakoHag3opa, C y4eTOM 3amMeyvyaHuln 3KCcnepTHon opraHmsaumu, unu POOB, npuBeneHHbIi B
cooTBeTCcTBME C TpeboBaHuamn npunoxennsa N 12 k Hagnexallen KNMHUYECKON MpakTuke, C y4eTOM 3amevaHui
3KCNEepTHOWN opraHu3aunu.

33. B cnyyae TpexkpaTHOro noApsifi BbISIBNIEHWS 3KCMEPTHOW OpraHu3auMen HecoOoTBETCTBUS
npeactasneHHoro NMOOB TpeboBaHuam pasgena VI "Tlepnognyeckun obHoBNSEMbId OoT4eT no GesonacHocTn”
Hapnexallen npaktukm dapmakoHaasopa unu TPexXKpaTHOro nodpsif, HECOOTBETCTBMA npeactasneHHoro POOB
TpeboBaHuaM npunoxenna N 12 k Hagnexallem KIMHUYECKOW MNpakTUKe Ha OAMH JeKapCTBEHHbIA npenapar,
nHdopmaums 06 3Tom JOBOAMTCHA 9KCNEPTHOM opraHu3aumen go PocsgpasHaasopa B TeveHue 5 paboymx gHen co
OHS1 BbIHECEHWST SKCMEPTHOTO 3aKITHYEHMS.

34. PocsgpasHaasop npu nonyvyeHun nHdopmMaumm, ykazaHHon B nyHkTe 33 Nopsaka, npuHUMaeT pelleHne
O HeoOXOAMMOCTM MNpPOBEAEHUS BHEMMAHOBOW WMHCMEKUMM cucTembl dapmakoHagsopa [OPY paHHoro
NnekapcTBEHHOro npenapata B cOOTBeTCTBMM C pasgenom |V "MHcnekTupoBaHue cuctembl hapmakoHagsopa”
Hapnexaluen npaktnkm bapmakoHagsopa.

35. lMpun BbIABNEHUN IKCMEPTHOW OpraHv3aumMen B XOA4e OLEHKU WHEOPMauLMM HayyHOro U KIMHUYECKOrO
XapakTtepa, cogepxalumxcsa B coobuieHunsix, NNOOB, POOB ceeaeHuin, OTCYTCTBYIOLWMX B 0OOLLEN XapakTepucTuke
nekapCcTBEHHOro npenapaTa v (Mnn) MHCTPYKUMM MO MeAULMHCKOMY MPUMEHEHUIO NEKAPCTBEHHOro npenapara unm
OOKYMEHTaUMN KIMHNYECKOro MCCneaoBaHns, Y U3MEHSIOWMX OTHOLUEHUE OXuOaeMOon MOofb3bl K BO3MOXHOMY
PUCKY NPYMEHEHUs1 NeKapCTBEHHOro npenapaTa, 3KCnepTHas opraHv3auunsa HanpasnseT 3aknoyeHne ob 3Tom B
PocsgpaBHaasop B Cpok He no3gHee 5 paboyumx gHen co AHSA BbIHECEHWS 3KCMEPTHOrO 3aKIHYeHus.

36. B cnyyae BbISIBIEHUS SKCMEPTHOW oOpraHuv3auven HecobnwogeHnss CcyObekToMm obpalleHus
nekapCTBEHHbIX CpeacTB AeNCTByOWUX Ha Tepputopun Poccuiickon ®epepaunn obs3aTenbHbix TpeboBaHui B
obnactn capmakoHagsopa PocsgpaBHag3op MNpuvHMMAaeT pelleHMe O HeobxoguMOoCTM NPUOCTaHOBIEHMS
NMPMMEHEHWs1 TeKapCTBEHHOro npenapata AN MeaMUMHCKOrO MPUMEHEHUS W MpPOBEAEHUN BHEMNaHOBOM
MHCNeKumMn cuctemsl hbapmakoHaasopa [APY gaHHoro nekapcTBeHHOro npenapara.

37. B cnyyae, ecnm cornacHo 3akfiOYeHWIo SKCMNEpPTHOW opraHmsauun, BEPOSTHOW NPUYUMHOW pasBUTUS
HexenaTenbHOW peakuuy npu NPUMEHEHUN NeKapcTBEHHOro npenapaTa Ans MeAULUUHCKOro NPUMEHEHWUs MOrfo
ABMNSATLCA  HECOOTBETCTBME  JIEKApCTBEHHOro npenapata TpeboBaHUAM K  Ka4yecTBY, YCTaAHOBIIEHHbIM
dapmMakonerHon cTaTbel WM HOPMATUBHOW [OKYMEHTauuen (HopMmaTMBHbIM [OOKYMEHTOM), Poc3gpaBHaasop
NPMHUMAaeT pelleHne O MNPOBEAEHMU MepPOoNpUATUN, NPeayCMOTPEHHbIX cTaTbamu 69, 74, 84 ®depgepanbHOro
3akoHa ot 31 uons 2020 r. N 248-d3 "O rocygapCTBEHHOM KOHTpone (Hags3ope) U MyHuuMnanbHOM KOHTpOne B
Poccuiickon depepaummn”.

38. I'Ip|/| NOCTynneHnn 3akr4YeHud 3KCF|epTHOl71 opraHusauunmn, cogepxawiero I/IH(*)OpMaLI,VHO O BbiABNIEHUN
HOBbIX AaHHbIX MO Ge3onacHoCTU ” SCbC*)GKTVIBHOCTM JNIeKapCTBEHHbIX MpenapaTtoB, HE coAepXallnxcd B obwen
XapaKTepUCTUKe JieKapCTBEHHOro npenaparta wu (I/Iﬂl/l) MHCTPpYKUMM NO MeOUUUHCKOMY MNPpUMEHEHUK0 Wunun
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[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 14.04.2026

OOKYMEHTaLUMUN KIMHNYECKOro UCCNeaoBaHusl, USMEHSIIOLLIMX OTHOLLEHME OXMAAEMOW NOSb3bl K BO3MOXHOMY PUCKY
NPUMEHEHNS1 TNEKapCTBEHHbIX NpenapaToB (ganee - HoOBble AdaHHble no 6esonacHocTtu), Poc3gpaBHagsop
yBegomnsaet o6 atom [OPY nekapCTBEHHOro npenapata Wnn Opuaudeckoe nuuo, Ha UMS KOTOPOro BblOaHO
paspelleHne Ha NpoBeaeHNE KIMHUYECKUX UCcregoBaHnin, B NM4HoM kabnHete AUC PocsgpaBHag3opa B TeYeHne
5 paboumx gHen co OHS BbIHECEHUSI SKCMEPTHOMO 3aKIOYEHNS.

39. Ha ocHOBaHMK 3aknYeHns 9KCNepPTHOW OpraHM3auun, CoaepXallero BbiBo4 O TOM, YTO NeKapCTBEHHbIN
npenapaT SBMASieTCA OMacHbIM (HAaHOCUT CEepbe3HbI UMM HEeMoMnpaBUMbIA Bpeqd 300pOBblO YernoBeka, nmMbo
AoKa3aHo HebraronpusaTHOe COOTHOWEHME "Monb3a - PUCK" WM BbiSBIIEHa LOKYMEHTanbHO MOATBEPXAEHHas
HegocTaTo4YHasi TepaneBTuyeckas 3h(PeKTMBHOCTb NIEKAapCTBEHHOrO npenaparta npu cobniogeHun ycroBun ero
NMPUMEHEHWS!, OMUCAHHbIX B YTBEPXOEHHOW OOLen XxapaKTepucTuke IekapCTBEHHOro mnpenapata, nmMbo He
BbINOSIHEHBbI 0653aTenbLcTBa No papmakoHaasopy OPY, nnbo He BbinonHeHbl [PY TpeboBaHUs ynonHOMOYEHHOro
opraHa B COOTBETCTBUM C NyHkTamu 116 1 118 MNpaBun peructpaumm n aKkCnepTm3bl NEKapCTBEHHbIX CPEACTB AN
MeOMUMHCKOrO MpUMEHeHusl, yTBepxaeHHbiX PeweHvem CoBeTa EBpa3sninckon 3KOHOMWMYECKOW KoMmccun ot 3
Hos6ps 2016 r. N 78 <7>, ecnu TakoBble TpeboBaHusa Bblnn yCcTaHOBNEHbLI NpU peructpaummn, PocsgpasHagsop B
TeyeHne 5 paboumx pOHeW CO AHA MOCTYNINEHWUS 3aKMYEeHUA IKCMEePTHOW OpraHWsauun Hanpasnsetr B
MuHucTepcTBo 3apaBooxpaHeHus Poccuiickon ®Pepepaumm uHGOpMauulo Ans NPUOCTaAHOBIEHUS OEWCTBUS
perncTpaumMoHHOro yaAOCTOBEPEHNS fNeKkapCTBEHHOMO npenapaTta Unn orpaHuYeHnss NPUMEHEHUS NeKapCTBEHHOrO
npenapata C NPUIOXEHUEM KOMWUWU 3aKIOYEHWs] 3IKCMEPTHOW OpraHusaumu, B COOTBETCTBUMM C MyHKTOM 76
Hapgnexaluen npaktnkm bapmakoHagsopa.

<7> OdmumanbHbIi caiT EBpasuiickoro skoHommu4eckoro cotosda http://www.eaeunion.org/, 21 Hosi6ps 2016
r. C nsmeHeHusimu, BHeceHHbIMU Pelwennem CoBeta EBpa3nincko SkoHOMUYECKO kommnccum ot 14 uoHsa 2018 r.
N 55, ot 30 axBaps 2020 r. N 9, ot 23 gekabpsi 2020 r. N 128, ot 5 mapta 2021 r. N 14, ot 23 anpensa 2021 r. N
34, ot 17 mapTta 2022 r. N 36, ot 23 ceHTa6psa 2022 r. N 141, ot 22 mas 2023 r. N 60, ot 20 oktabpsa 2023 r. N
114, ot 29 mas 2024 r. N 43. Bcrynuno B cuny gns Poccuiickon depepaumm 6 mas 2017 r. Asngaetcsa
obsasaTenbHbIM ans Poccuiickon Pepepaumm B COOTBETCTBMM C [JoroBopom 0 EBpasmMmnckom akoOHOMUYECKOM COHo3e
oT 29 mas 2014 r., patudumumpoBaHHbiM PegepanbHbiM 3akoHOM OT 3 okTA6psa 2014 r. N 279-93 "O paTtudukaumu
Horosopa o EBpasuiickom akoHoMu4eckom cotose". Bectynun B cuny ans Poccuickon ®egepaumm ¢ 1 aHsapa 2015
r.

40. APY nekapCTBEHHOro npenapara Wnu lpuaudeckoe Nuuo, Ha UMSA KOTOPOro BbiAaHO paspelleHne Ha
npoBeAeHUe KIMHUYECKNX uccregoBaHun, B TeudeHne 10 pabounx gHer CO OHA MNOMyYeHWs yBeOoMIIeHWS
PocsgpaBHagsopa, ykasaHHoro B nyHkTe 38 [lopsigka, npoBOAUT aHanua [OOCTOBEPHOCTU  NONYyYEeHHOMU
MHdOopMaUMM O HOBbIX AaHHbIX No 6e3onacHOCTU (aHanu3 OOCTOBEPHOCTM WHdOpMauuvM) u pesynbTatbl
npeactaenset B PocsgpasHaasop. lMpu HeobxogmmocTy nposeaerus OPY unu opuavyeckum nuuoMm, Ha UMs
KOTOpPOro BblAaHO paspelleHne Ha MNpoBedeHWe KIMHUYECKMX MWccrneaoBaHuin, Gonee getanbHOW MPOBEPKU
kavecTBa, apdeKTMBHOCTM U Be3onacHOCTW neKkapcTBEeHHOro npenapaTa, B TevyeHne 10 paboumx gHewn co OHs
nonyyeHus ysegomnenusa PocsapasHaasopa [PY unu topuandeckoe nuuo, Ha NMsi KOTOPOro BbiAaHO paspeLleHune
Ha npoBefeHVe KINMHUYeCKUX uccrnepoBaHun, npepactasnseT B Poc3gpaBHaasop npeaBapuTENbHbIN OTBET O
HeobX0AMMOCTU WKW OTCYTCTBUM HEOBXOAMMOCTU MPUHATUSA CPOYHLIX Mep MO JanbHenwemy obpalleHuto
nekapcTBeHHOro npenapara.

41. B nepuog npoBefeHUsa aHanusa JOCTOBepHOCTU nHdopmMaLmm, ykasaHHoro B nyHkte 40 lMopsaka, OPY
NeKapCTBEHHOro npenapara unu puanyeckoe nuuo, Ha MMS KOTOPOro BbiAAHO paspelleHue Ha NpoBefeHue
KMMHUYECKUX WCCNedoBaHWA, MNPUHUMAET Mepbl ONS  OnNpefdenieHus pucka, CBsA3aHHOro C  obpalleHuem
COOTBETCTBYHLIErO JIEKAPCTBEHHOIO npenapata, a Takke KOMMSIEKC MEepPONpUATUA, HamnpaBreHHbIX Ha
NpeaoTBpaLLEHNE UM YMEHbLUEHWE BEPOSITHOCTU BO3HUKHOBEHUS HEXenaTemnbHbIX peakuui, CBA3aHHbIX C
BO3OENCTBMEM JIEKAPCTBEHHOrO npenapaTta, MbO Ha yYMEHbLUEHUE CTEMEHU TSHKECTM WU BIIMSIHUSA
HeXXenaTtenbHbIX peakunii Ha NaumeHTa B criydyae ux pasBuTus.

42. B TeyeHve 10 paboumnx AHEN CO OHsI MOCTYNIEHNA pe3ynbTaToB aHannaa JOCTOBEPHOCTU MHopmauuw,
ykasaHHon B nyHkTe 40 [lMopsagka, nposegeHHoro OPY, unu co OHA uUcTeyeHus cpoka, oTBedeHHoro [PY Ha
NpoOBEeAEHNE YKa3aHHOIO aHanusa [AOCTOBEPHOCTUM MHopmauun, nnbo B TeyeHne 10 paboumx fHen co AOHA
noctynnenusi B PocagpaBHag3op pe3ynbTaToB KOHTPOSbHOrO (Ha430pHOMro) MEPONPUATKS, YKa3aHHOTO B MyHKTe 37
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MNpuka3 Poc3apaBHaa3opa ot 17.06.2024 N 3518
"06 yTBepxaeHum Mopsaka dapMakoHaa30pa SiekapcTBeHHbIX NpenapaTos
ANt MeAULMHC. ..

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 14.04.2026

Mopsaaka, PocsgpaBHagsop ysegomnseT MnHUCTeEpCTBO 3apaBooxpaHeHnss Poccumnckon degepaumm o BbiBNEHUN
HOBbIX AaHHbIX Mo Ge3onacHoCcTN M 3h(PEKTMBHOCTM JIEKAPCTBEHHBIX MpenapaToB, He codepXawuxca B obuien
XapaKTepucTuke JeKapCTBEHHOro npenapata M (UNW) MHCTPYKUMM MO MEAULMHCKOMY MPUMEHEHUIO UMK
OOKYMEHTaLMN KNMHUYECKOro UCCneaoBaHusl, USMEHSIIOLLNX OTHOLLEHME OXMAAEeMOW NOMNb3bl K BO3MOXHOMY PUCKY
NPUMEHEHUS NEKapCTBEHHbIX NpenapaToB, B TOM YUCMe Npu BbiIBIEHUN HEOOXOANMOCTU BHECEHUS U3MEHEHUN B
WHCTPYKLMIO MO MEAULMHCKOMY NPUMEHEHUNIO NEKapCTBEHHOro npenapara B OTHOLLUEHUU CBEAEHU O MoKasaHusX
AN NPpUMEHEHUsA 1 NPOTMBOMOKA3aHUSX ANA NPUMEHEHUs NekapCTBEHHOro npenapara, BblSIBNEHHbIX NOOGOYHbIX
OENCTBUAX, HeXenaTenbHbIX peakumsix npu MNpUMEHEHMM IeKapCTBEHHOro npenapata Ans MeauUMHCKOro
NPUMEHEHNS, N HanpaBrnsieT COOTBETCTBYIOLLYIO MHOPMALUIO ANS pacCMOTPEHMSI BOMpoca O HeobxoaumocTu
BHECEHNS W3MEHEHWN B pPEerncTpauLuMoHHOe [OCbe JIeKapCTBEHHOrO Mpenapata, OTMEHbl roCy4apCTBEHHON
permctpaummi, NpoBeAEHUN AOKIMHUYECKMX UIN KITMHUYECKUX MCCNeAOBaHWI NeKapCTBEHHOro npenapara, nubo
WHbIX OOMOSHUTENbHbLIX UCCNeAoBaHWn kavyecTBa, adheKkTMBHOCTM 1 6e30nacHOCTM NekapCTBEHHOrO npenapara
(oanee - pononHuTenbHbIE MCCeAoOBaHMs), a Takke 0 HeobxogmmocTu, Nmbo 06 OTCyTCTBMM HeobxoammocTu
NPUOCTAHOBMNEHMS MPUMEHEHUS FEKAapCTBEHHOrO npenapata Ha nepuog MpPOBEAEHUs OOMNOMHUTENbHbIX
nccrnegoBaHun, NnMbo Ha nepuod, HeoOXOAUMbBIV ONA BHECEHWUS] U3BMEHEHWI B PETNCTPALNOHHYIO JOKYMEHTaUMIo
nekapcTBEHHOro npenapara.

43. Mo nTtoram paccMOTPEHUS pe3ynbTaToB aHann3a 4OCTOBEPHOCTN MHAOPMALIMK, YKa3aHHOro B MyHKTe 40
Mopsigka, npeacTaeneHHblx OPY nekapcTtBeHHoro npenapata, Poc3apaBHansop B TeveHne 30 paboumx gHen co
OHS NOoMyYeHns pe3ynbTaToB aHanmsa JOCTOBEPHOCTM MHGOPMAaLMKM UM CO OHSA UCTEYEHUSA CpoKa, OTBEOEHHOro
[PY Ha npoBegeHue aHanmsa 4OCTOBEPHOCTM MHGOPMaLMK, NPUHMMAaET pelleHne o HanpasneHuun OPY 3anpoca
0 HeobxoammocTu paspaboTku MYP B cOOTBETCTBUM C NyHKTOM 352 Haanexallein npakTuku dpapmakoHagsopa.

44. TTYP pomxkeH cooTBeTCTBOBaTh TpeboBaHuam nogpasgenos 5 "O630p cdopmarta 1 cogepkaHusa nnaHa
ynpasneHuns puckamn" n 6 "lMogpobHoe onucaHve Kaxaon 4YacTu nnaHa ynpaeneHus puckamu” pasgena Vi
"Cucrtema ynpasneHus puckamn" Hagnexawewn npaktukm dpapmakoHagsopa.

45. TTYP nognexuT HanpasneHuto B Poc3gpaBHags3op B TedeHune 60 paboumx AHEN CO AOHSI MONydeHus
3anpoca Poc3gpasHagsopa, ykazaHHOro B nyHkTe 43 MNMopsagka.

46. MNpwu BbisBNeHun [PY B xoae npoBedeHUs aHanu3a AOCTOBEPHOCTM MHOPMaLNK, yKa3aHHOW B MyHKTE
40 Topsigka, wHdOpPMauMM O HECOOTBETCTBUM NEKapCTBEHHOro npenapata TpeboBaHuAM 3EPEKTUBHOCTU U
6e3onacHocTy, [PY nekapcTBeHHOro npenapaTa BnpaBe camocTosaTenbHo pa3paboTtats [MYP 1 npeactaButb ero B
PocsgpaBHaa3op B COOTBETCTBMM C noAanyHKToM "6" nyHkTa 233 Hapnexawen npakTtuku capmakoHagsopa.
BoamoxHo npegoctasneHue MNYP B PoczgpaBHag3op Ha OCHOBaHUM aHHbIX, BbISIBNEHHbIX camum [PY.

47. TIYP BkntovaeT nogpobHOe OonucaHue BaXHbIX PUCKOB NEKAPCTBEHHOrO mnpenapaTta U OTCYTCTBYHOLLEN
nHdopmaumm o ero 6GesonacHOCTW, a Takke noapobHoe onucaHue MeponpuATM Mo  hapmakoHaa3opy,
HanpaBeHHbIX Ha BbISBIEHNE HOBbIX U OLEHKY MMetoLmxcsa npobnem no 6esonacHocTu, n nogpobHoe onvcaHue
Mep MUHMMN3aLMU PUCKOB, BKMOYas OLEHKY S(PEKTUBHOCTU AaHHbLIX Mep, B COOTBETCTBUN C NyHKTamu 237 - 344
Hapnexaluen npakTuku dpapmakoHagsopa.

48. 3akntoveHne 3KCNepTHOM opraHusauunm O AOCTAaTOYHOCTM WMHopmauuMm o npeactaBneHHbix B [TYP
KOMMMeKce MeponpuATUA, HanpaBfeHHbIX Ha MpefoTBpalleHne Unu yMeHblleHne BEepOSTHOCTU BO3HUKHOBEHUS
HexernaTenbHbIX peakuMin, CBA3aHHbIX C BO3OEWCTBUMEM EKapCTBEHHOro npenapata, nMbo Ha yMeHbLUeHue
CTEeMNeHN TSXKECTU WIN BIIMSIHUS HeXenaTenbHbIX peakuui Ha naumeHTa B criydae ux pasButud (ganee - mepbl
MWHUMM3ALUKN PUCKOB) pa3mellaeTcsa B NnvyHoM kabuHeTe AVIC PocsgpaBHaasopa B TeveHme 30 pabounx gHen co
OHa nonydveHus MNYP akcnepTHoW opraHu3auuen. Mepbl MUHUMU3ALUN PUCKOB OCYLLECTBNAOTCA B COOTBETCTBUU C
nyHktamn 307 - 324 Hapgnexaiwlen npaktukn dapmakoHaasopa. PocsgpaBHagsop B crnydae HeobxogumocTu
nyénukyeT Ha CBOEM OMuUMANbHOM CcalTe UHMOPMALMOHHbIE NMUCbMa B LENsAX yBEOOMITEHWUSI CMeLManvcToB
3apaBooxpaHeHus u apyrux OPY o BHegpeHWn HOBbIX Mep MUHUMMU3aLUN PUCKOB.

49. B cnydvae nonyyeHus yBeOOMIIEHWS O HeobxoOMMOCTM BHeceHuss usmeHenun B [1YP [OPY
NnekapCTBEHHOro npenapata B CpoOK, He npeBbiwaowmn 30 paboumx AHeW CO AHA MNOMNyYeHWss AaHHOro
yBefioMneHus, npegcrasnsaet B Poc3apasHansop MNYP ¢ yueTomM BHECEHHBIX UISMEHEHUN.

50. B cny4yae TpexKpaTHOro noapsan BbliABIIEHUA SKCI'IepTHOI7I OpFaHI/ISaU,I/IeVI HEeCOOTBETCTBUA
npencrtaBii€HHbIX OrPy mMaTtepuanoB B paMKax AOONOJIHUTESNbHbIX Mep MWHUMMU3aUUM PUCKOB JeKapCTBEHHbIX

www.consultant.ru CtpaHuua 9 u3 14
HageXXHas NpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=419814&dst=1164
https://login.consultant.ru/link/?req=doc&base=RZR&n=419814&dst=846
https://login.consultant.ru/link/?req=doc&base=RZR&n=419814&dst=911
https://login.consultant.ru/link/?req=doc&base=RZR&n=419814&dst=827
https://login.consultant.ru/link/?req=doc&base=RZR&n=419814&dst=847
https://login.consultant.ru/link/?req=doc&base=RZR&n=419814&dst=1141
https://login.consultant.ru/link/?req=doc&base=RZR&n=419814&dst=1050
https://login.consultant.ru/link/?req=doc&base=RZR&n=419814&dst=1093

MNpuka3 Poc3apaBHaa3opa ot 17.06.2024 N 3518
"06 yTBepxaeHum Mopsaka dapMakoHaa30pa SiekapcTBeHHbIX NpenapaTos
ANt MeAULMHC. ..

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 14.04.2026

npenapaTtoB, MHopMauus 06 3TOM 3KCNEPTHOW opraHusaumer goeoautcs Ao PocsgpaBHagsopa B TeuyeHue 5
paboymx OHew CO AHSI BbIHECEHUSI SKCMEPTHOMO 3aKIoYeHUs.

51. PocsgpaBHaasop npu nonyvyeHun nHdopmaumm, ykazaHHon B nyHkte 50 Nopsiaka, npMHUMaeT pelleHne
0 HeobXo4MMOCTU NPUOCTAHOBMEHMM MPUMEHEHUS NEKApPCTBEHHOro npenaparta W npoBefeHUs BHeMnnaHoBOM
WHCNeKLMM cuctemMbl bapmakoHaasopa [PY gaHHOro nekapcTBeHHOro npenapara B COOTBETCTBMM C pasgenom IV
"MIHCcnekTupoBaHue cuctemMbl papMakoHaasopa" Hagnexaluen npaktmkm oapmakoHagsopa.

Mpunoxexue N 1

Kk MNopsaky dpapmakoHagsopa
NeKkapcTBeHHbIX NnpenapaToB

Ana MeauLUnHCKOro npuMeHeHus,
yTBEPXOEHHOMY NMPUKa3om
®epepanbHomn crnyxbbl N0 Hag3opy
B chepe 3apaBooOXpaHeHus

o1 17.06.2024 N 3518

PekomeHayembinn obpasel

3 N3BELLEHWVE
O HEXENATENBHOW PEAKLINW NI OTCYTCTBUN TEPANEBTUYECKOIO S9®EKTA
JNNEKAPCTBEHHOI'O MNPEMAPATA

D JononHutenbHasa nHgopmaums K coobLieHuto

D MepBu4yHOE N ot

[aHHble naumeHTa

MHuumanel nauueHTta (koa naumeHTa) Mon D M D K Bec Kr
BospacTt BepemeHHOCTb D CpPOK Hedenb
Annepmms |:| Het |:| EcTb, Ha

NeueHve D ambynaTopHoe D cTayuoHapHoe D camoreyeHve

neKapCTBeHHble npenaparbl, NpeanosIoXXUTENbHO BbI3BaBLUUE HEXernaTellbHYH peakuuto (HP)

HanmeHoBaHue Mponss | Homep Jo3a, Jarta Jarta [Noka3aHne
neKkapcTBeHHOro |oautenb| cepun nyTb Hayan OKOHYaHus
npenapaTta BBEAEHMN a Tepanum
(ToproBoe S Tepan
HaVMeHOBaHue) nn
1
2
www.consultant.ru Crpanuua 10 u3 14

HafexXXHaa nNpaBoBad noaAepXXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=RZR&n=419814&dst=479

MNpuka3 Poc3apaBHaa3opa ot 17.06.2024 N 3518
"06 yTBepxaeHum Mopsaka dapMakoHaa30pa SiekapcTBeHHbIX NpenapaTos
ANt MeAULMHC. ..

[okymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 14.04.2026

3
HexxenartenbHas peakums [ata Havana HP
OnucaHue peakumm (yKkaxute Bce AeTanu, BKMoYyas gaHHbIe Kputepum cepbesHoctn HP:

nabopaTopHbIX UccnegoBaHUm)
D CmepTb

D Yrposa XusHu

D locnuTanusauusa unu ee
npoaneHue

D MHBannaoHocTb

D BpoxaeHHble aHoManum

D KnuHunyeckn saHauymmoe
cobbiTne

[aTa paspeweHua HP

D He npumeHunmo

MpeonpuHATbIE MepbI

D Bes neuenus D OTMeHa No03peBaeMoro fiekapcTBEHHOro npenapara D CHxeHne 0o3bl
nekapcTBEeHHOro npenapaTa

D HemepgunkameHTO3Has Tepanust (B TOM YMCIE XMPYPruyeckoe BMeLLaTeNbCTBO)

D JNlekapcTBeHHas Tepanus

Ncxon

D BbizgopoBneHune 6e3 nocneacteui D YnyJleHne cocToaHus D CocTosiHMe 6e3 n3aMeHeHui

D BblzgopoBrieHue ¢ nocrneacTBmMaMm (ykasaTb)

D CwmepTb D HewnssecTHO D He npumeHumo

ConpoBoxgarnach N 0TMeHa fieKapCTBEHHOrO
npenaparta MCYe3HOBEHMEM HexXenaTenbHoi

D Het D Oa D NeKapCTBEHHbIN

peakumm? npenapaT He OTMEHSSICA
D He npumeHnmo

HasHa4anocb N nekapcTeo NOBTOPHO? [I Het D Pesynbtat [I He npumeHumo

Oa
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[okymeHT npepoctasneH KoHcynbTaHTI0C

[aTta coxpaHeHus: 14.04.2026

[pyrve nekapcTBeHHble npenapaTbl, NPUHMMAaeEMbIE B TEYEHUE NMOCnegHUX 3 MecsiLeB, BKMOYas
rniekapcTBEHHbIE NpenapaTtbl, MPUHUMAeEMbIE NALMEHTOM CaMOCTOSITENBHO (N0 COGCTBEHHOMY

XenaHuio)
HanmeHoBaHune Mpounsso | Homep | Oosa, nyTb [aTta HaTta [NokaszaH
NleKapcTBeHHOro anTtenb cepumn BBeOaeHnsA Ha4vana OKOH4YaHWn4A mne

npenapaTta (Toproeoe) Tepanuu Tepanum

1

2

3

4

5

[aHHble coobLuatoLero nuua

D Bpau D [pyroi cneynanncT cMcTeMbl 34paBOOXpPaHEHUS D MauueHT D NHon
Cyb6bekT Poccuickon degepaumm (Mnu MHOCTpaHHOE rocyaapCTBo)

KoHTakTHbIV HOMep TenedoHa (agpec 3reKTPOHHON NoYThI):

damunusi, UMs, 0T4eCTBO (NP HaMMuuK)

[omKHOCTb U MecTo paboTbl

[aTa coobLeHuns

CoobuieHne MOXeT BbITb OTnpaBNeHo:

- e-mail: npr@roszdravnadzor.gov.ru,

- OH-NanH Ha canTe: external.roszdravnadzor.ru

- noyToBbIN agpec: 109074, r. Mocksa, CnaBsaHckasa nnowaap, 4. 4, ctpoeHue 1.

Mpunoxexne N 2

k Mopsagky chapmakoHaasopa
nekapCTBEHHbIX NpenapaToB

ONst MeQMUUHCKOrO NpUMeEHEHUS,
YTBEPXXAEHHOMY MPUKA30M
depepanbHoOM cnyx0bl N0 Haa30py
B cdhepe 34paBOOXpaHeHmns

oT 17.06.2024 N 3518

HafexXXHaa nNpaBoBad noaAepXXkKa
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COOBLEHVE

PekomeHayembinn obpasel

O CEPbE3HOW HENPEOBWAEHHOW HUE)KEJ'IATEJ'IbHOVI PEAKLW HA NEKAPCTBEHHbIN
MNPEMAPAT, UBYHAEMbIVN B KMTMHWYECKOM NCCNEQOBAHNN

N NPOTOKOJ1a KIMMHNYEeCKOro nccrieaoBaHunsA

HaunmeHoBaHMe nekapcTBEHHOro npenapara

HanmeHoBaHune npoTokona

N paspelLleHusi Ha NpoBeAEHNE KITMHUYECKOIO NccneaoBaHns

B Poccuinckon degepaummn

HanmeHoBaHne nevebHoro yypexaeHua, B

KOTOPOM BbldABJ1€HA

HeXxenaTternbHaa peakuna (eCﬂVI peakuunda npounsoLuna B Poccuiickon

depepaumm)
I. MHdbopmauusa o HexenaTernbHOW peakuuu
1. 1a. 2. NaTa 2a. 3. 4 - 6. aTta Havyana | 8 - 12. OTMeTbTe BCe, 4YTO
Wuuuma | CtpaHa | poxaeHu | Bospac | lMNon HeXxenaTtenoHOW |COOTBETCTBYET HeXenaTensHon
nbl A T peakunu peakuum
naumeHT Hb/Mecau/T
auae (oeHb/mecsu/ron) D CMepTb

7 - 13. OnucaHune HexenaTenbHOW peakuun

(BKJ'HO‘-IaFI AaHHble

naGopaToprlx N MHCTPYMEHTallbHbIX MCCﬂeﬂ,OBaHMVI)

D Focnutanusauus unm ee
npoanexHne

D CTowkas yTpaTa

prD,OCI'IOCO6HOCTVI mnnn
WHBaANMMaHOCTb

D Yrpo3a XusHu

Il. NHdhopmauua o nogo3peBaeMom fekapCTBEHHOM Npenapare (npenaparax)

14. TllopospeBaemblii  fieKapCTBEHHbLIN
MeXxayHapoaHoe HenaTeHToBaHHOe
rpynnMpoOBOYHOE HaMMeHOBaHMWE)

npenapaTt (Bknoyas
HanMeHoBaHue unm

20. Ncyesna nu peakuums nocne
OTMEHbI NNeKkapCTBeHHOIo
npenapara?

|:| Oa |:| Het

D HenpumeHumo

HafexXXHaa nNpaBoBad noaAepXXkKa
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"06 yTBepxaeHum Mopsaka dapMakoHaa30pa SiekapcTBeHHbIX NpenapaTos AokymeHT npeaoctasneH KoncynetaHTinioc
7St MEANLIMHC. . [lata coxpaHenus: 14.04.2026
15. CytouHas gosa (8osbl) 16. lMyTb (NyTH) BBEOEHMSA 21. BosHukna nu peakums

BHOBb Mocrne NnoBTOPHOro
17. MNokasaHue (NoKasaHUs) K HA3HAYEHUIO: NPUMEHEHUS NeKapCTBEHHOIO

npenaparta?

D Oa D Het

D HenpumeHumo

18. [laTtbl neyeHus c Jo 19. MpoAomKNTENBHOCTL TEepannn

Ill. ConyTcTBylOLWAnA NlekapCTBeHHas Tepanvsi 1 aHaMHes

22. ConyTcTBYIOLWMIN NeKapCTBEHHbIM NpenapaT (npenapaTtbl) U gaTebl BBeAEHMS (3@ UCKITIOYEHUEM
TeX, KOTOpble MPUMEHSINN AN NEeYEHNS HexXenaTenbHOW peakumm)

23. [pyrve peneBaHTHble OaHHble aHamHes3a (Hanpvmep, AuarHo3bl, anneprum, 6epemMeHHOCTb C
yKa3aHmem BpeMeHu nocrnegHen MeHcTpyaunm)

KoHcynbTaHTlnoc: npumeyaHue.
Hymepauua pasgenoB faHa B COOTBETCTBUN C opuLManbHbIM TEKCTOM JOKYMEHTA.

lll. NHdopmaums o npomssoanTene

24. HanmeHoBaHue n agpec npomssogutens

24a. U geHTdUKaLMOHHBIN HOMepP criyyas 246. lata nonyyeHus nHgopmaLmm o
HexXernaTenbHOW peakLmn Npon3BoguTenemM

24B. VICTOYHMK MHGOPMaLMK O HexenaTenbHOW peakumm

D WccnenosaHue D NuTepaTypa D CneuuanucT 3apaBooxpaHeHus D PerynaTtopHble opraHbl

D Apyron

25. laTta coobuieHus

26. Tun coobLeHns

D MepBryHOE D lMoBTOpHOE
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