[JokyMmeHT npegoctasneH KoHcynbTaHTIoC

3apeructpuposaHo B MuHiocte Poccmm 20 mapta 2017 r. N 46039

MWHUCTEPCTBO 34PABOOXPAHEHWA POCCUANCKOM ®ELEPALIUN
®EAEPANBHAA CZTIYXKBA MO HAA3O0PY B COEPE 3IPABOOXPAHEHUA

MNPUKA3
ot 15 ¢peBpana 2017 r. N 1071

OB YTBEPXAEHUM NOPAAKA OCYLLECTBJIEHNA PAPMAKOHA/30PA

CrMCOK U3MEHSIOLLMX AOKYMEHTOB
(B peq. Mpwukasa PocsgpaBHaa3opa ot 16.07.2020 N 6252)

B cooTtBeTcTBUM cO cTaTbaAMMU 64, 65 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-93 "06
obpaleHnn nekapcTeeHHbIx cpeacts” (CobpaHune 3akoHogaTenbcTBa Poccuninickonn deaepaunn, 2010, N
16, ct. 1815; N 31, cT. 4161; N 42, cT. 5293; N 49, c1. 6409; 2011, N 50, ct. 7351; 2012, N 26, cT. 3446; N
53, ct. 7587; 2013, N 27, cT. 3477; N 48, c1. 6165; 2014, N 11, cT. 1098; N 43, c1. 5797; N 52, cT1. 7540;
2015, N 10, ct. 1404; N 27, ct. 3951; N 29, cT. 4359, 4367, 4388; N 51, ct. 7245; 2016, N 1, c1. 9; N 23, cT.

3287; N 27, ct. 4238, 4283), npuKasblBalo:
1. YTBEepaMTb Npunaraemblit MNopsagok ocywectsneHma papmakoHaa30pa COrIacHO NPUIOKEHMIO.
2. KOHTpOAb 33 UCNONHEHNEM HACTOALLErO NPMKa3a OCTaB/IA 33 COOOMN.

Pykosoautenb
M.A.MYPALLKO

YT1BEepKaeH
npukasom denepanbHON cnyx6bl

no Hagsopy B chepe 34paBOOXPaHEHUSA
ot 15.02.2017 N 1071

NOPAAOK OCYLLECTBJIEHUA ®PAPMAKOHA30PA

CNMUCOK U3MEHAIOLWMNX AOKYMEHTOB
(8 pea. Mpwukasa PocsgpaBHag3opa ot 16.07.2020 N 6252)

1. HacToawmi Nopagok ycTaHaBAMBaeT TpeboBaHUA K OCYLLECTBAEHMIO papmaKoHaa30pa.

2. dapmaKoHag3op - BUA, AEATENbHOCTM MO MOHWUTOPUHTY 3ddeKTMBHOCTM M 6esonacHoCTU
NEeKapCTBEHHbIX MpPenapaTtoB, Hamnpas/ieHHbli Ha BbiABAEHME, OLEHKY W nNpeaoTBpalleHune
HexKenaTesbHbIX NOCAeACTBUN NPUMEHEHNA NEKaPCTBEHHbIX NpenapaTos <1>.
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<1> MNyHKT 52.1 cTtatbm 4 PepepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "06 obpaleHumn
NnekapcteeHHbIx cpeacTs” (CobpaHue 3akoHoaaTenbcTsa Poccuiickoit deaepaumm, 2010, N 16, cT. 1815;
N 31, cT. 4161; N 42, cT. 5293; N 49, cT. 6409; 2011, N 50, cT. 7351; 2012, N 26, cT. 3446; N 53, cT. 7587;
2013, N 27, cT. 3477; N 48, cT. 6165; 2014, N 11, cT. 1098; N 43, cT. 5797; N 52, cT. 7540; 2015, N 10, cT.
1404; N 27, c1. 3951; N 29, cT. 4359, 4367, 4388; N 51, cT. 7245; 2016, N 1, cT. 9; N 23, cT. 3287; N 27, cT.
4238, 4283).

3. ®dapmaKkoHagsop ocyuwecteaserca ®PepepanbHoit cnyxboit no Hagsopy B coepe
34paBooOXpaHeHun (aanee - PocagpaBHaa3op) NyTem aHaM3a NpeacTaBasemol cybbekTamm obpalleHus
NIeKapCTBEHHbIX CPeACcTB MHPOPMaLUKM 0 NOBOYHbIX AENCTBUAX IEKAPCTBEHHbIX CPEACTB, HEMXKeNaTeIbHbIX
peakuMsax, CepbesHbIX HerKenaTesbHbIX peakumax, HenpeaBUOEHHbIX HeKenaTesbHbIX Peakuusax npu
NPUMEHEHUN NEKAPCTBEHHbIX npenapatos, 06 WHAWMBWUAYA/SbHOW HENepeHOCMMOCTHU, OTCYTCTBUM
b dEKTUBHOCTU NIeKapCTBEHHbIX NpPenapaTtoB (ganee - HexenaTesbHbIX peaKkuuit), a TakKe 06 MHbIX
daKTax M 06CcTOATENBLCTBAX, NPEACTABAAIOLWMX YTPO3Y KMU3HU UK 340POBbI0 YEIOBEKA NPU NPUMEHEHUN
NIeKapCTBEHHbIX NpenapatoB (danee - MHOM wHPopmauMM no 6e3onacHocTM U 3bPEKTUBHOCTH),
BbISIB/IEHHbIX Ha BCeX 3Tanax obpalleHus NeKapcTBEHHbIX npenapaToB B Poccuitickon deaepaunn m
OPYrMxX rocyfapcTBax B LEAAX BblAB/NEHUA BO3MOMHbIX HEraTMBHbIX MOCNEACTBUMIA UX MPUMEHEHMS,
WHOMBUAYANbHOM HEenepeHOCUMOCTH, NMPeaynpexaeHns MeguuMHCKUX paboTHWKOB, MaUMEHTOB U WX
3alLMTbl OT MPUMEHEHWA TaKUX JIEKAPCTBEHHbIX NPenapaTos.

4. dapmaKoHaa30p ocyllecTBAseTca ¢ cobaoaeHnem 3akoHoaaTenbcTsa Poccuiickon degepaumm
B 06/1aCTU 3aLWMUTbI NEPCOHa/bHbIX AAHHbIX.

5. lONKHOCTHbIMU IMLLAMU, YNOJTHOMOYEHHbBIMW OCYLLLECTBAATL papMaKoHaA30p, ABAAOTCA:
1) pykoBoautens (3amecTutenu pykosogutens) PocsapaBHagsopa;

2) pYyKoBOAMTENAW CTPYKTYPHbIX nNoapasfaeneHuin  Poc3gpaBHagsopa, WX 3amMecTutenn,
OO/MKHOCTHLIMM  pernameHTammM  KOTOPbIX  MPeaycMOTPeHbl  MOJIHOMOYMA MO OCYLECTBAEHWUIO
dapmakoHag3opa;

3) MHble TOCyAapCTBEHHbLIE TpPa*XgaHCKMUe Cayxauue Poc3,u,paBHa,q30pa, AO/TKHOCTHbIMMU
pernameHTamMmmn KOTopbiX NpeayCcMoTPEHbI MOJTHOMOYNA NO OCYyLECTBNEHUNIO d)apN\aKOHa,qsopa.

6. PapmaKkoHagzop ocyulectenseTca Poc3apaBHag30poOM Ha OCHOBaHUM CBeAEHUIM, NONYYEHHbIX B
Buae:

1) coobueHUl cybbeKToB 06 paLLeHMs NeKapCTBEHHbIX CPeacTs (ganee - coobuieHui);

2) nepuoamMYecKMX OT4eTOB Mo 6e30MacHOCTM /JeKapcTBEHHbIX MpenapatoB (ganee - MOB),
Hanpasasemblx B Poc3gpaBHag3op AepKaTeNamm Uan BAaAeNbLaMn PErMCTPaLMOHHbIX YA0CTOBEPEHNI
NNeKapCTBEHHbIX MPEnapaToB WAM YNOAHOMOYEHHBIMA UMW MHBIMW OPUOUYECKUMWU AnuaMK (panee -
AepyKaTeNsimMmmn PErncTpPaLMoHHbIX Y40CTOBEPEHUIA);

3) nepnoamnYEecKMx oT4eTOB No 6e3onacHOCTU pa3pabaTbiBaemMoro (Mccaesyemoro) IeKapcTBEHHOrOo
npenaparta (ganee - POOB), HanpaBasemMbix B Poc3apaBHaA30p OpUAMYECKMMM NLLAMM, HA UMA KOTOPbIX
BblAaHbl PaspeleHns Ha NpoBeaeHne KAMHUYECKMX UccnesoBaHuin B Poccuiickon ®eaepauun, nmbo
APYrMMW YNONHOMOYEHHbBIMU IOPUANYECKUMU TMLAMM (Lanee - IopUANYECcKUEe NMLAMK, Ha UMA KOTOPbIX
BblAaHbl Pa3peLlleHns Ha NPoBeAEeHNE KIMHUYECKUX UCCe0BaHMUIA);

4) nHbopmaumm, NOAYYEHHON B XOA4E OCYLECTBNEHUA FOCYAapCTBEHHOrO KOHTPoAA (Hagsopa) B
cdepe obpalleHMa NeKapcTBEHHbIX CPeaCTs.

7. B uenax OueHKM WMHPOPMALMM HAY4YHOTO M KAMHUYECKOrOo XapaKTepa, cogeprkalleicAa B
AOKYMEHTaxX M AaHHbIX, NepeuncneHHbIX B NyHKTe 6 HacToAwero Mopsaaka, PocsapaBHaa3op npueaeKkaer
depepanbHoOe rocyaapcTBeHHOE BIOAMKETHOE yupexXaeHue, Haxoasalleecs B BeaeHnn PocsgpasHaasopa
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(manee - akcnepTHan opraHusaums).

8. OueHka uHpopmMaLMmM HayYHOro M KAMHMUYECKOTO XapaKTepa, coaepalleincs B AOKYMEHTaxX U
AaHHbIX, MEePeYnC/eHHbIX B MyHKTe 6 HacToswlero Mopaaka, OCHOBbIBAETCA Ha NMPUHLMMNAX 3aKOHHOCTH,
cobnoseHns npas M cBobon YenoBeKa WM rpakAaaHWHa, NpPaB PUAMYECKOro AnLa, HEe3aBUCUMOCTU
aKCnepTa, 06bEKTUBHOCTU, BCECTOPOHHOCTM M NMOJIHOTbI UCCNEA0BaHMIA, MPOBOAUMbIX C UCNO/Ib30BaHNEM
COBPEMEHHbIX AOCTVMKEHUA HAyKM U TEeXHUKWU, OTBETCTBEHHOCTM 3KCNepTHOW opraHusaumMm no
NpoBeleHNI0 SKCMEPTHOM OLEHKM U KayecTBa SKCMEePTHOMN OLLEHKM.

9. CoobueHna cybbeKToB 0bpalleHMA NeKAPCTBEHHbIX CPEACTB, 32 UCKAIOYEHUEM HOPUANYECKUX
/ML, Ha MMA KOTOPbIX BblAaHbl PAa3peLleHna Ha NPoBeAEeHUE KANHUYECKUX NcCnenoBaHnin B Poccninckoit
depepaumnmn, HanpasnatoTca B Poc3gpaBHags3op MNo pekomeHayemomy obpasuy "M3BeweHus o
HeXenaTeNbHOW peakunn WaM OTCYTCTBUWM TepaneBTMYecKoro adpdeKTa JieKapcTBEHHOro npenaparta”,
npusegeHHomy B npunoxeHnn N 1 K HacToawemy Mopagky.

10. CoobueHns pUAMYECKMX NNL, Ha MMA KOTOPbIX BblAaHbl paspelleHna Ha nposeneHue
KAMHUYECKUX UCCNenoBaHUI, HanpasasaoTcA B Poc3gpaBHaa3op no pekomeHayemomy ob6pasuy
"CoobLieHna o cepbe3HON HenpeaBUAEHHOW HexenaTesNbHON peakuun Ha JIeKapCTBEHHbIN npenapar,
M3YYatoWMICA B KAMHUYECKOM MCCNenoBaHuKn', npuseseHHOMY B npunoxeHun N 2 K HacToAwemy
MNopagky.

11. B cnyyae, ecnm xapakTep cBeAeHUI, YKasaHHbIX B NOANYHKTe 1 nyHKTa 6 HacTosAwero Mopasaka,
He COOTBETCTBYET coAepKaHuto nonen ¢opm, npueeseHHbIM B npunoxkeHmax N 1 n N 2 K HacToswemy
MopAagKy, MAn B cAydae, eciu yKasaHHble cBeAeHuAa Obliv BbliBAEHbl 33 npegenamu Poccuiickold
depepaumnm, LonycKaeTca UX NpeacTaBaeHne B PocsapaBHaA30p B NPOn3BobHON dopme.

12. CoobuieHuss  HanpaBaatTca B Poc3gpaBHag3op  4vepes  ABTOMATU3MPOBAHHYIO
MHbOpPMaLMOHHYLO cuctemy Poc3gpasHaasopa (panee - AUC PocsgpaBHag3opa), iM60 No 31eKTPOHHOM
noyte pharm@roszdravNadzor.ru. MOB, POOB npeacraBasatoTcs B Poc3gpaBHagsop uyepes AUC
PocsppaBHaz30pa MO0 HA 3NEKTPOHHbIX HOCUTENSAX.

KoHcynbTtaHTMAOC: NprMmeyaHme.
PeweHnem CoseTa E3K ot 19.05.2022 N 81 Mpasuna U310XKeHbI B HOBOM peaakumn. Bmecto Hopm n.
7.1.7.1,7.1.7.3 npexxHeln pegakumm cm. n. 448 HOBOWM pedaKumnu.

13. [epKatenn perncTtpaumoHHbIX yAO0CTOBEPEHUM B CPOK He bonee 15 KasneHAApHbIX AHEN
coobwator B Poc3gpaBHag3op CBeAeHMA O HeXenaTeNbHbIX peaKkumax, YKasaHHbix [lpaBunax
Hagne)alen npakTuKM  dapmakoHag30pa, YTBEPXKAEHHbIX peweHnem Coseta EBpasuiickon
3KoHomMMYyeckon Komuccnm ot 3 Hoabpa 2016 r. N 87 <2>(n.n. 7.1.7.1,7.1.7.3).

<2> T[pasBuna Hagaexawen npakTMKM dapmakoHagsopa. YTeepkaeHbl peweHnem CoseTa
EBpasuiickoit IKoHomumueckoi Komuccnm ot 3 Hoabpa 2016 r. N 87 (OdpuumanbHbIii canT EBpasuiickoro
3KOHOMMYecKkoro cotosa  https://docs.eaeuNioN.org/docs/ru-ru/01411948/cNed_21112016_87, 21
HosA6ps 2016 T.).

KoHcynbTaHTIAOC: NpumeyaHue.
PeweHnem CoseTa E3K oT 19.05.2022 N 81 lpaBunia n3noxeHbl B HOBOM pegakumu. Hopmam n.
7.1.7.1,7.1.2.1 npexxHel pefakumm cOOoTBETCTBYOT HOpMbI . 448, 407 HOBOM peaaKumun.

14. Cpok gna coobuweHna o HexkenaTeslbHbIX peaKkuMaAx, YKasaHHbIX B lpaBunax Hagaexalen
NpakTMKN dapmakoHaasopa EAIC (n. 7.1.7.1), ucuncnaetca B cOOTBETCTBUK C MpaBuMnamm HaanexKallen
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npakTMkn dpapmakoHaasopa EAIC (n. 7.1.2.1).

KoHcynbTaHTIAOC: NpumeyaHue.
PeweHnem Coseta EI3K ot 19.05.2022 N 81 lMpaBuna M310KEHbl B HOBOW peaaKuuu, B KOTOPOM
OTCYTCTBYIOT MOJIOXKEHMA, COOTBETCTBYIOWME M. 7.1.7.3 npexHen peaakumnu.

15. Cpok coobuieHna uHoM MHPopmMaummn no 6es3onacHocTM U 3PPEKTUBHOCTU, YKA3aHHOW B
MpaBuaax Haaseskallei NpakTMKKM dapmaKkoHaasopa EAIC (n. 7.1.7.3), ncuncnserca c gathbl, Koraa
OeprKaTeNeM pPerncTpaumMoHHOro YA0CTOBEPEHMA JIEKAPCTBEHHOrO npenapata ObinM yCTaHOB/EHbI
COOTBETCTBYIOWME PaKTbl U 0OCTOATENbCTBA.

KoHcynbTaHTlAOC: NpumeyaHue.
PeweHnem Coseta E3K o1 19.05.2022 N 81 MpaBuia n3NoKeHbl B HOBOWN peaakumm. Bmecto Hopm .
8.4 - 8.5 npexHel pegakumm cm. nogpasgens 5 - 6 pasa. VI HoBon pegaKkumu.

16. JeprkaTenn perucTpaLMoHHbIX Y40CTOBEPEHUI IeKapCTBEHHbIX NPENapaToB NpeacTaBAstoT B
PocsgpasHagsop NOB no ¢popme, npuseseHHoM B MpaBuaax Hagaexallen NpakTkn G¢apmakoHaz3opa
EASC (n. n. 8.4 - 8.5).

17. NopafoK ncuncneHuns aatbl OKOHYaHUA COopa AepraTeseM PermcTpaLnoHHOro ya0CcToBepeHus
cBeAEeHUI 0 HexKenaTeNbHbIX peakuuax, MHon nHdopmaumm no 6esonacHocty gns odepegHoro MNOB m
nepuoandHoOCTb npeactasneHus MOB gna NekapcTBeHHbIX NPenapaToB Pas/MYHbIX MeXAYHapOAHbIX
HeMaTeHTOBaHHbIX  HAaMMEHOBAHWA  WAM  TPYNMNUPOBOYHBLIX  HAMMEHOBaHMUI  yTBEpPKAaloTCA
PocsgpaBHaa30pOM.

18. [1na neKapCTBEHHbIX NpenapaTos, CPOKM M NepUoaMYHOCTb NpeacTtasneHma NOB Ha KoTopble He
yTBepKaeHbl Poc3gpaBHag3o0pom, NepMogmMyHOCTb M CPOKKM NpeacTtasneHma NOB oTcuntbiBatoTCA OT AaThl
nepBOW rocyfapCTBEHHOW PErUCTPALMM IEKAPCTBEHHOIO NpenapaTa B MUPe U COCTABAAOT:

1) Kaxkgble 6 mecaues OT AaTbl MEPBON roCyAapCTBEHHOW PErncTpaunmn B MMpPE Ha NPOTAKEHUU
nepsbIx 2 neT;

2) exeroiHoO Ha NPOTAXEHUN nocieayowmx 2 neT;

3) panee - Kaxkable 3 roga.

KoHcynbTaHTIAOC: NpumeyaHue.
PeweHnem Coseta E3K ot 19.05.2022 N 81 lNMpaBuia U3noxeHbl B HOBOW peaakumn. Hopme n. 8.8.1
npexHen pegakumm COOTBETCTBYIOT HOPMbI N. 696 - 697 HOBOWM pegaKLUnm.

19. NOB npeacTaBnAoTca B Poc3gpaBHaAA30p B CPOK, YKasaHHbIM B lMpaBunax Haaneralen
npakTMkn dpapmakoHaazopa EAIC (n. 8.8.1).

20. Mpu BbIABNEHUWN HEXKeNaTe/bHbIX pPeakuMn U UHOM MHPopmaumm no 6HesonacHoOCTU U
3 }EKTMBHOCTH, He COAEpPXKAWMXCA B MHCTPYKUUM MO MEAMUMHCKOMY MPUMEHEHUID, U3MEHAOLWMX
OTHOLLEHME OXKMAAEMOWN MOMb3bl K BO3MOXHOMY PWUCKY MPUMEHEHMA NEKAPCTBEHHOrO Mnpenapata,
Poc3gpaBHaa3op BnpaBe 3anpocuTb Y AepaTena perncTpaulmMoHHOro ya0CToBepeHnsa NeKapCcTBeHHOro
npenapara BHeoyepegHow MNOB.

KoHcynbTaHTIAOC: NpumeyaHue.
PeweHnem Coseta E3K ot 19.05.2022 N 81 MpaBuia U310XKeHbI B HOBOM pegakumu. Hopme n. 8.8.2
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npeXKHel pegakumm cooTBeTCTBYEeT HopMa n. 701 HOBOM peaakuunm.

21. BHeouepenHon OB npeacrasasetca B Poc3gpaBHag3op B CPOK, yKasaHHbIM B [paBunax
Haanexallel NnpakTnkmn ¢apmakoHagsopa EAIC (n. 8.8.2).

22. lOpnaunyeckme anua, Ha UMA KOTOPbIX BblAaHbl paspelleHna Ha npoBeaeHne KAMHUYECKUX
nuccnenoBaHuin, B CPOK He bosiee 7 KaneHaapHbIX AHel coobuiatoT B Poc3apaBHaa30p 0 AeTanbHbIX UK
YIPOMKAOWMX MU3HU CepPbe3HbIX HenpeaBUAEHHbIX HeXenaTeNbHblX peakuuax Ha wuccneayemblit
NIeKapCTBEHHbIA NpenapaTt, BbIABAEHHbIX B X0A4€ KAMHWUYECKMX WCCNefOoBaHUM, paspelleHHbIX K
nposeaeHunio B Poccuinickon Pepepaumun, ecam MHOE He npeaycMOTPEHO OA0OpPEHHbIM MPOTOKO/IOM
KIMHUYECKOTO UCCef,0BaHUA.

23. }Opmp,mqecwle Mda, Ha UMA KOTOPbIX BblAaHbl pa3pelieHnAa Ha nposegeHne KAMHUYECKUX
nccnesfoBaHUi, B CPOK He 6onee 15 KaneHgapHbIX AHel coobuwatoT B Poc3gpaBHaA30p O cepbesHbIX
HenpeaBUAEHHbIX HexKenaTesibHbIX PeakuMaX, 3a UCKAOYEeHWEeM peakuMi, YKasaHHbIX B MyHKTe 22
HacToAwero MNopagka.

24. lOpuanyeckme nnua, Ha MMA KOTOPbIX BblAaHbl pa3pelleHma Ha NpoBeseHue KANHUYECKUX
nccnefoBaHUi, B CPoK He 6onee 15 KaneHZapHbIX gHen coobuwatoT B PocsgpasHag3op MHbopmauuto no
6e30MacHOCTM MCCeaAyeMoro JIeKapCTBEHHOro npenapaTta, YKasaHHyto B [lpaBuaax HaafnexKalien
KAMHUYECKOM NpaKTUKM EBpPasmIiCKOro 3KOHOMMYECKOro CO3a, YTBEprKAEeHHbIX peweHnem CoBeTa
EBpasuiickon IkoHommnyeckor Kommuccum ot 3 Hosbpa 2016 r. N 79 (ganee - MpaBuna Hagnexalen
KAMHUYecKon npakTtukm EAIC) <3> (n. 1.5 Mpunoxerna N 11).

<3> [lpaBuna Haanexaller KAMHUYECKOM MpPaKTUKM EBpPasMICKOro 3KOHOMMYECKOro COto3a.
YtBepKaeHbl peweHnem CoseTa EBpasmiickor IKoHommuuyeckor Kommncenm ot 3 Hoabpsa 2016 r. N 79
(OduumanbHbIn  caT EBpasuiACKOro 3KOHOMUYECKOro coto3a https://docs.eaeuNioN.org/docs/ru-
ru/01411924/cNcd_21112016_79, 21 Hosabpsa 2016 T.).

25. CpoKM ans coobLLEHMA O HEMXKENATE/IbHbIX peaKUMsX, YKasaHHbIX B NyHKTax 22 1 23 HacToALero
MopsaKa, UCYMCNAIOTCS B COOTBETCTBMM C lNpaBunamu Hagnexawen KnmHudeckon npaktmkm EAIC (n.
1.3.1 MNpunoxkernna N 11).

26. Cpok coobuieHus uHoW MHPopmMauum no 6e30MacHOCTU UCCNeLyeMOro /eKapCTBEHHOMO
npenapaTta, YKasaHHbI B MyHKTe 24 Hactoawero lopagKa, MCYMCAAeTcs ¢ AaTtbl YCTaHOBAEHWA
IOPUANYECKMM INLLOM, Ha WMMA KOTOPOro BblAAHO paspelleHWe Ha npoBedeHME KAMHUYECKUX
nccnep0BaHuii, COOTBETCTBYHOLWMX GaKTOB U 06CTOATENLCTB.

27. I‘OpMﬂ,MHECKOE MU0, Ha MMA KOTOPOro BblgaHO pa3spelleHne Ha nposeneHme KANMHUYECKUX
MCCHEAOBaHMVI, PacCKpbIBaeT paHAOMM3aLI,MOHHbe;I Ko4d B COO6LLI,€HMFIX O HeXenaTesibHbIX peakyunax,
YKa3aHHbIX B MYHKTax 22 1 23 HacToAwero nopAagka, ecam MHoe He npeayCMoOTPEHO MPOTOKOJ/IOM
KIMHNYECKOIro nccnenoBaHuA.

He nopnexaT cooblieHMI0 B NopaaKe, YKasaHHOM B MyHKTax 22 u 23 Hactosuwero Mopaaka,
He)kenaTeslbHble peaKkuuu, Npousolleline y y4acTHUKOB KAMHUYECKMX MCCeAoBaHMIA, NOyYaBLUnX
nnauebo.

28. CoobLieHNs 0 BbIABAEHHbIX Ha TeppuTOpUKN Poccuiickon Peaepaumm HexKenatenbHbIX peakumax
Ha fieKapcTBEHHbIe NpenapaTbl CPaBHEHWA, 3aperncTpupoBaHHbie B Poccuiickoii eaepaumm, nognexat
coobLLeHNIO B NOPAAKE, YKazaHHOM B NyHKTe 12 HacToAwero MNopagkKa.

29. Opuaunyeckme nuua, Ha UMA KOTOPbIX BbIAAHO pa3pelleHuMe Ha npoBefeHUe KANHUYECKUX
nccnenoBaHuin, npeacrasnatot B PocaapasHaasop POOB B cOOTBETCTBMM C MYHKTOM 4 npunoxeHnsa N 12
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MpaBun Hapnexkawen KAMHUYecKoW npaktukm EA3C. K POOB npwnaraetca Konusa 6powtopbl
nccnefoBaTena KAMHUYECKOro Nccnef0BaHus, paspeLleHHOro K nposeseHunto B Poccuinckonn Pepepauymm,
AencTByoLWwan Ha MOMeHT npeactasaeHuns POOB.

30. POOB npeactasaaoTcs B Poc3gpaBHaa30p eXXeroaHo B CPOK, OTCHUTbIBAEMbIM OT AaTbl Ha4Yana
NnepBoro K/JAMHMYECKOTO MCCAefO0BaHMA NIEKAPCTBEHHOrO Mpenapata B MUpe WMAM OT AaTbl NepBOi
rocyf,apCcTBEHHOM pPerMcTpaLmMm eKapcTBEHHOMO NpenapaTta B Mupe.

31. POOB no /5eKapCTBEHHbIM MpenapaTtam, uccaedyemMbiM Ha TeppuTopum PoccuincKom
depepaumu, npeacranatoTca B PocsapaBHaf30p B CPOK, He NpeBbiwatowmii 60 KaneHaapHbIX AHeN oT
0aTbl OKOHYaHMA cbopa gepKaTenem PerncTpPaLmoHHOro yA0CTOBEPEHNA CBEAEHUI O HEXKeNaTeNbHbIX
peakumax 41a LAHHOrO IEKapCTBEHHOro nNpenaparTa.

32. Mpwv BbIABNEHUM CBEAEHUIA, USMEHAIOLWMX OTHOLIEHUE OXMAAEMOW MOJb3bl K BO3MOXXHOMY
PUCKY NPUMEHEHUA NIeKapCTBEHHOro npenapaTa B KAMHUYECKOM wuccneposaHun, PocsgpasHagsop
BNpaBe 3anpocuUTb Yy OPUOMYECKOro AnLa, Ha MMA KOTOPOro BblJaHO pa3spelleHuMe Ha nposefeHue
KAMHUYECKUX UCCen0BaHNM IeKapCTBEHHOMO cpeacTBa, BHeoyepeaHoin POOB.

33. BHeouyepegHoit POOB npeacTaBnsetcs B Poc3apaBHag3op B CPOK, He npesbiwatowmii 60
KaNeHOapHbIX AHEeN OT AaTbl NOYYEHUA LOPUANYECKMM INLOM, HA UMA KOTOPOrO BblAaHO pa3pelleHue
Ha NpoBeAeHUe KAMHUYECKUX uccnefoBaHui 3anpoca Poc3gpaBHaasopa, yKasaHHOro B nyHkTe 31
HacToAawero Mopaaka.

34. OcyuwecTtBneHne paboTbl Cy6bEKTOB 06paLLeHUA NIeKapCTBEHHbIX CPeacTB (MeauUMHCKUX
OpraHusaunit) no BbISBJAEHUIO HEXKenaTesibHbIX pPeakuMin U MHOW MHPopMauMM No H6e30nacHoOCTU U
30 bEKTUBHOCTU NPU MPUMEHEHUM NEKAPCTBEHHbIX NPenapaToB pernaMeHTUpYeTca BHYTPEHHUMU
npuKasamu meguLUMHCKOW opraHM3aLmu.

35. CybbeKTbl 0bpalleHna NeKapCTBeHHbIX CPeacTB (MeauLMHCKMe opraHn3aumnmn) 06sa3aHbl B CPOK
He 6bonee 3 paboumnx aHel coobuwath B Poc3gpaBHaA30p O cepbe3HbIX HexenaTeslbHbIX peakumax c
NeTaNbHbIM UCXOA40M UK YIPO30M XU3HU, 33 UCKIIOYEHNEM HEXKeNaTeNbHbIX peaKkumid, BbiABAEHHbIX B
Xo/ie NpoBefeHUA KANHUYECKUX UCCef0BaHUi, MPOBOANMbBIX B AaHHON MeANLMHCKON opraHmn3aumnu.

36. CybbeKTbl 0bpalleHnAa NeKapCTBEHHbIX CPeacTB (MeAMUMHCKME opraHM3aumn) B CPOK, He
npesbilWwatowmii 15 KaneHgapHbix AHer, coobuatoT B Poc3gpaBHaa3op o ciedylowmx HexenatelbHbiX
peakumax u MHoi nHbopmaLmm no 6esonacHoCcTN U 3GPEKTUBHOCTU, BbIABNEHHOW AaHHOW MeAULMHCKOM
opraHuM3aumein, 3a WCKAIOYEHMEM HeXenateNbHblX peakuui, BbiABAEHHbIX B Xo4e MpoBeAeHuA
KANHUYECKUX UCCNe]oBaHMUIA:

1) CeEpPbE3HbIX HeXeNaTe/ibHbIX peakunAax Ha NeKapCTBEHHbIE MNpenapaTtbl, 3a WUCKAKOYEHUNEM
Cepbe3HbIX HeXeNaTe/IbHbIX peaKu,Mﬁ, YKa3aHHbIX B MYHKTE 35 HacToAwero NopAagka;

2) cnyyasx nepegayun MHPEKLMOHHOro 3ab01eBaHUA Yepes NeKapCTBEHHbIN Npenapar;

3) cnyyasx oTcyTCTBUSA 3anaBeHHOW 3PPEKTUBHOCTU IEKAPCTBEHHbIX NpenapaTtos, NPUMEHAEMbIX
npu 3aboneBaHMAX, NPEACTABAAIOWMX YrpPo3y AN KU3HU YeNOBeKa, BaKUMH Ans NpodUNakTUKK
MH)EKUMOHHbIX 3ab01eBaHMI, NeKapCTBEHHbIX NpenapaTos AN NPeAoTBpalleHns bepeMeHHOCTH, Koraa
OTCYTCTBUE KAMHUYECKoro 3ddeKTa He BbI3BaHO MHAMBUAYAbHbIMM OCOBEHHOCTAMM NauMeHTa U (nnn)
cneuundmKol ero 3aboneBaHus;

4) HeXXenaTe/ibHbIX peaKunAax, BOSHUKLWNUX BCheacrsmne 3}'IOYI'IOTpe6l'IEHMF| npenapatom, B Caydanx
yMbILUﬂeHHOﬁ nepeaosnpoBKM  NEKAPCTBEHHOIO npenapata, npu BO3ﬂ,eVICTBMVI, cBA3aHHOM C
ﬂpOd)eCCMOHaﬂbHOﬁ AeATeNbHOCTbIO, NIN B CNy4aAX NCNOJ1Ib30BaHNA NEKAPCTBEHHOIO NpenapaTta B uenax
YMbIWNEHHOIo NpU4YNHEHNA Bpeaa XU3HU U 340pPOBbLIO Ye/10BEKaA.

37. Cnyqam VIH,CI,VIBVI,CI,yaJ'IbHOﬁ HeNnepeHOCMMOCTU NEKAPCTBEHHbLIX CPeacTs, ABUBLUMECA



OCHOBaHMEM A/a BbIMUCKM NEKAPCTBEHHbIX MNpenapaTtoB MO TOProBoMy HAaMMEHOBAHMIO B pamKax
nporpamMmm /IbFOTHOFO JleKapcTBEHHOro obecneyeHusa, nog/sexat HanpasaeHutio B PocsgpaBHagsop
BpayYebHbIMM KOMUCCUAMMU, B NOPAAKE, YCTaHOB/IEHHOM npuKa3zom MuH3apasa Poccum oT 5 masa 2012 .
N 502H "O6 yTBEpKAEHUM NOpAAKA CO34aHUA U AeATeNbHOCTM BpayebHOM KOMUCCUM MeaULMUHCKOMN
opraHmsauum" <4> B CpOK, He NpeBbIWaoWniA NATU Paboumx AHEN C AaTbl BbIMUCKU COOTBETCTBYIOLLEIO
JIeKapCTBEHHOrO NpenapaTta No TOProBOMY HaMMEHOBaHMUIO.

<4> MNpukas MuHUcTepcTBa 34paBooxpaHeHna Poccuiickon deaepaumm o1 5 maa 2012 r. N 502H
"Ob6 yTBEpXKAEHUM TMOpPsAKa CO34aHMA U OeATe/IbHOCTM BpayebHOM KOMUCCUM  MedULMHCKOM
opraHusaumn” (3apernctpuposaH MuHioctom Poccum 9 mtoHs 2012 r., peructpaumoHHbiid N 24516, PT 22
uioHA 2012 r. N 141) B pegakumu MNpukasa MuHucTepcTea 3apaBooxpaHeHmsa Pocculickoit depepaumm ot
2 pekabpsa 2013 r. N 886H "O BHeceHUU M3meHeHUn B NopALOK cO3a4aHNA U AeATeNbHOCTU BpayebHoM
KOMWUCCUM MEeOULIMHCKOW OpraHuM3aLmm, YyTBEPKAEHHbIN NpMKa3om MUHUCTepCTBA 34,0aBOOXPaHEHMA U
coumanbHoro passutma Poccuiickon ®Pepepauymm ot 5 maa 2012 r. N 502H, u B MopsaoK HazHAYEHUs U
BbINUCbIBaHUSA IeKapCTBEHHbIX  MPEenapaTtoB,  YTBEPXAEHHbIN npuKasom MuHucTepcTBa
3gpaBooxpaHeHuna Poccuitickoin Pepepaumm ot 20 aekabps 2012 r. N 1175H" (3apeructpupoBaH
MwuHioctom Poccum 23.12.2013 N 30714).

38. CpOK 417 COOBLLEHUNS O HEXKeNaTeNbHbIX PeakLusax U MHON MHPOopMaL MK No 6e30MacHoOCTU U
3$PEKTUBHOCTM, YKa3aHHOM B NyHKTax 35 - 36 Hactoswero MopagKa, vcumcaseTcs ¢ Aatbl, Koraa
OTBETCTBEHHOMY NO $apMaKOHAA30py AO/IKHOCTHOMY /MLy CybbeKTa obpalleHuA JIeKapCTBEHHbIX
cpeacTs (MeaMLMHCKOM OpraHusaummn) cTanum M3BECTHbl Cleaylolwme CBeLEeHUSs O HeXKenaTeNbHoM
peaKkunmn nam ocobom cuTyaumnmu:

1) uHdpopmauma, nossonawlWas nAeHTUOULMPOBATL topUANYEcKoe WAM GU3nYeckoe uuo,
BbIIBUBLLEE HEXKeNaTe/IbHYH0 Peakumio UM 0cobyto CUTyauuio;

2) nHpopMaums, No3BOAOLWAN AEHTUPULMPOBATL GU3MYECKOE IULLO, Y KOTOPOro Habadanach
HerkenaTenbHas peakuus;

3) uHpopmauums, No3sonAoLLanA NAEHTUOULMPOBATL NEKAPCTBEHHbIN Npenapar;
4) undopmaumsa, No3BOAAWAA MAEHTUPULUMPOBATL CUMNTOMbI HEXeNaTebHOW peaKL K.

39. Konuu coobLlieHnin, HanpaB/ieHHbIX B Poc3gpaBHag3op, B COOTBETCTBUM C NyHKTamu 35 - 36
HacToAawero MopAagkKa, COXpaHATCA B MeANLMHCKON AOKYMEHTALMW NALNEHTOB.

40. CoobuieHun, MNOB, POOB, noctynawlwme B 31eKTpoHHOM Buae B AUC PocsgpasBHagsopa,
PEerucTpUpyrTCa aBTOMaTUYECKM.

41. CoobuwieHunn, nocTynatowme B PocagpaBHaA30p No 3/1eKTPOHHOM noyTe, a Takxke MOB, POOB,
nocTtynarmouwpe B Poc3apaBHaA30p Ha 371EKTPOHHbIX HOCUTENAX, PernctTpmpytotca n BHocatca B AUC
Poc3apaBHaa3opa B TedyeHue 5 paboumx gHel ¢ AaTbl UX NOCTYNAEHUS.

42. OueHka nHGOpPMaLMM HAYYHOTO M KAMHUYECKOrO XapaKTepa, CoAeprKalleica B coobLEeHMSAX,
nocrtynatowmx B AUC Poc3gpaBHag3opa, OCYLLECTBASETCA 3KCNEepTHOM opraHusauMein B TeyeHue 5
pabounx gHew ¢ AaTbl MOCTYMNAEHUA.

OueHKa MHOOPMALMM HAYYHOrO M KAMHWYECKOTO XapakTepa, cogeprKauieica 8 NOB u POOB,
NPOBOAUTCA 3KCNepTHOW opraHusauuelt B TedeHue 60 paboumx AHel C AaTbl MX NOCTYNAEHUA B
3KCMEepTHYH OpraHu3aumio.

43. Pe3ynbTaTbl OLUEHKU MHPOPMALMM HAYYHOrO M KAMHUYECKOrO XapaKTepa, coAepKalencs B
cooblieHnnx, HanpaBasaloTcA B Poc3apaBHaA30p 3KCMepTHON OpraHu3auMeit B cocTaBe exXeHeaesbHblX
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OTYEeTOB.

Pe3ynbTatbl MHGOPMALIMN HAYYHOTO W KJIMHUYECKOro XapaKTtepa, cogeprKauweica 8 NMOb n POOB,
HanpasnATcs B Poc3apaBHaA30p B COCTABE eXKeMEeCAYHbIX OTYETOB SKCMEPTHON OpraHu3aLumu.

KoHcynbTaHTlAOC: NpumeyaHue.
PeweHnem Coseta E3K o1 19.05.2022 N 81 MNpaBuia U3N0KeHbl B HOBOWN peaakumm. Bmecto Hopm .
8.4 - 8.5 npexHel pegakumm cm. nogpasgens 5 - 6 pasa. VI HoBon pegakumu.

44, MNpu BbIABSIEHUN SKCNEPTHOM OpraHM3aumelt HeCooTBEeTCTBUA npeacTassieHHoro MOB nyHKTam
EA3C 8.4 - 8.5 MNpaBua HagnerKallel npakTukn dapmakoHagzopa, u POOB nyHKTy 4 npunoxenus N 12
MpaBun Hagnexalwen KnMHudeckon npaktukm EA3C, Poc3apaBHaA30p B CPOK, He npesblwatowmin 10
paboumnx AHen ¢ AaTbl NOCTYNAEHMA JAaHHOM MHPOPMaLMK, HanpaBAsET AepXKaTeto PerncTpaLMOHHOro
YOOCTOBEPEHUA NEKAPCTBEHHOrO Mpernapata Man pUANYECKOMY /MLy, Ha UMA KOTOPOro BblAAHO
paspelleHne Ha NPoBeAEHNE KIMHUYECKUX UCCNea0BaHMIN, 3aNpoc O BHECEHUM n3meHeHui B MOB nan
POOB.

45. leprkatenb perucTpaLMoHHOro yA40CTOBEPEHMA JIEKAapCTBEHHOIO NpenapaTa Uam lpuanyeckoe
JIML0, HA UMA KOTOPOrO BblAaHO pa3pelleHne Ha NpoBeaeHNe KAMHUYECKUX UCCNef0BaHUI, B CPOK, He
npesbiwatowwmii 30 pabounx gHen ¢ faTbl NoAyYeHUA 3anpoca Poc3apaBHaA30pa, YKa3aHHOTO B NMyHKTe
44 nactoawero NMopaaka, HanpasasaeT B Poc3gpasHaasop MNOB 8 cootBeTcTBUM € NyHKTamun EASC 8.4 - 8.5
MpaBun Hagnexalen NpPakTMkn papmakoHaasopa, u POOB B cooTBETCTBMU C NYHKTOM 4 npunoxeHns N
12 MpaBun Hagaexalen KAMHMYeckon npakTnkm EA3C,

46. Mpu BbIABNEHUM IKCMEPTHOM OpraHM3aumMenn B Xo4e OLUEHKM WMHPOPMALUM HayvyHOro M
KNMHUYECKOro XapaKTepa, cofeprkawmxca B coobueHusx, NMOB, POObE ceBeaeHWi, OTCYTCTBYHOLWMX B
WHCTPYKUMN MO MEAULMHCKOMY MNPUMEHEHUIO WAN AOKYMEHTALMU KAMHUYECKOro MCCaefoBaHuA,
WU3MEHSAIOLWMNX OTHOLEHUE OXWAAEMOWN MOJb3bl K BOSMOXHOMY PUCKY MPUMEHEHUA NIEKAPCTBEHHOIO
npenapara, 3KCNepTHas OpraHM3auma HanpasBaaeT 3akntoveHMe o6 sTom B Poc3gpaBHaA30p B CPOK He
nosaHee 5 paboumx gHew ¢ AaTbl BbIABAEHMA COOTBETCTBYIOLMX CBEAEHUIA.

47. B cnyyae, ecnm COrfacHO 3aKNHYEHUIO SKCNEPTHON OpPraHM3aLnn, NPUYMHON HexKenaTeNbHOM
peakLuMm NN Yrpo3bl XU3HU U 34,0POBbIO YENOBEKA MOF/I0 ABAATLCA HapyLLeHWe cybbekTamm obpalleHus
NeKapCTBEHHbIX CPEACTB 3aKOHOAaTe/IbHbIX TPeboBaHWU K dapmaKkoHaa30py, MO0 HapyLeHMe NpaBua
HaaNexallel KIMHUYECKOW NPaKTUMKK, Poc3gpaBHaa3op NPUHUMAET peLleHne 0 NpoBeaeHUN NPOBEPKM
cobnoaeHnn cybbekTamm obpalleHUs NeKapCTBEHHbIX CPeACTB YCTaHOBAEHHbIX PeepasibHbIM 3aKOHOM
oT 12.04.2010 N 61-93 "0O6 obpalleHUM NeKapCcTBEHHbIX cpeacTB" U NPUHATLIMU B COOTBETCTBUMN C HUM
WHbIMM HOPMATMBHbIMW MPABOBbIMM aKTamu Poccuitckon dPepepaumm TPebOOBAHUN K KAUHUYECKMM
nccnefoBaHUAM JIeKapCTBEHHbIX MPEnapaToB, XpaHeHUo, NepeBoO3Ke, BBO3y B Poccuiickyto Pepepaunio,
OTMNYCKYy, peannsaummn NeKapCcTBEHHbIX CPeACTB, MPUMEHEHUIO IeKapPCTBEHHbIX NPenapaTos B MNOPALKe,
ycTtaHoBneHHoM PefepanbHbIM 3aKOHOM OT 26 aeKkabps 2008 r. N 294-d3 "0 3awmTe Npas OPUANYECKUX
ML, WU MHAOMBUAYANbHbIX MpeAnpuUHUMaTEeNei Mpu OCYLEeCTBNIEHUM TFOCYLaPCTBEHHOIO KOHTPOAA
(Hap3opa) U MyHMUMNANbHOTO KOHTpPOANA" <5>.

<5> depnepanbHbIli 3aKOH 0T 26 aekabpa 2008 r. N 294-d3 "O 3awmTe Npas PUANYECKUX UL U
MHAMBMAYA/bHbIX NPeAnpPUHMMaTENEN NPU OCYLLECTBAEHUN FOCYAapCTBEHHOMO KOHTpoAA (Haasopa) u
MyHUumMnanbHoro KoHtponsa" (CobpaHue 3akoHoaaTenbcTBa Poccuitickoit depepaumn, 2008, N 52, cT.
6249; 2009, N 18, cT. 2140; N 29, cT1. 3601; N 48, c1. 5711; N 52, cT. 6441; 2010, N 17, cT. 1988; N 18, cT.
2142; N 31, c1. 4160, cT. 4193, cT. 4196, N 32, c1.4298; 2011, N 1, cT. 20; N 17, cT. 2310; N 23, cT. 3263; N
27, cT. 3880; N 30, cT. 4590; N 48, cT. 6728; 2012, N 19, cT. 2281; N 26, cT. 3446; N 31, cT. 4320, cT. 4322).

48. B C/Qly4dae, eC/im CornaCHo 3aKn4eHuto 3KCI'IEpTHOVI OopraHunsauuun, I'IpM‘-IMHOVI HeXXenaTenbHOM
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peakumnu MOrio ABAATbCA HECOOTBETCTBME JIeKapCTBEHHOro npenapata TpeboBaHMAM Ka4yecTsa,
Poc3apaBHaa3op NPUHMMAaeET pelleHWe O NpPoBedeHUMU BbIBOPOYHOrO  KOHTPONA  KayecTsa
COOTBETCTBYIOLLErO JIEKAPCTBEHHOro MnpenapaTa B NOpsAKe, YCTaHOBAEHHOM 3aKOHOAATE/NbCTBOM
Poccuiickoit Pepgepaunn. <6>

<6> NpuKa3 PeaepasbHOM Cy»KObI NO Haa30py B chepe 3apaBooxpaHeHnsa ot 7 asrycta 2015r. N
5539 "06 yTtBepxxaeHuu lMNopagKa OCyLEecTBAEHUA BbIOOPOYHOrO KOHTPO/IA KayecTBa JIEKAaPCTBEHHbIX
cpeacTs Ans MeauuUMHCKOro npumeHeHua" (3apeructpuposaH MuHioctom Poccmum 9 asrycra 2015 r.,
peructpauunoHHbii N 39263, "BronneteHb HOPMATUBHbIX aKTOB deZiepasibHbIX OPraHOB UCMOIHUTEIbHOM
Bnactn", N 48, 30.11.2015).

49. B TeyeHue 5 paboumx gHelt C AaTbl NOCTYMN/IEHUA 3aK/OYEHUA IKCNEPTHOW OpraHusauumu,
cogeprKalero MHGOpPMauuio O BbIABIEHMM HOBbIX [AaHHbIX NO 6e3onacHocTM U 3hEKTUBHOCTH
JIEeKapCTBEHHbIX MPENApPaToB, HE COAEPMKALLMXCA B UHCTPYKLUUU MO MEeAULMHCKOMY MPUMEHEHUIO UK
AOKYMEHTALUUU  KIMHUYECKOTO WCCNEeAO0BaHUA, W3MEHSIOWMUX OTHOLIEHME OXUOAEMOW NOAb3bl K
BO3MOXHOMY PUCKY MPUMEHEHMA IEKAPCTBEHHbIX NpenapaTtos, PocaapaBHaa3op ysegomanet 06 sTom
AepKaTensa perMcTpaLMoHHOro yA0CTOBEPEHNA NIEKAPCTBEHHOIO NpenapaTta Uan tpuanyeckoe AnLo, Ha
MMA KOTOPOTO BblAAHO paspeLleHne Ha MPoBeAeHNE KAMHUYECKUX UCCef0BaHWNI, B SNEKTPOHHON popme
yepes AUC Poc3gpaBHafa30pa, WAM MNOCPEACTBOM pasmelleHna MHPOPMALMOHHOMO MMUCbMA Ha
odumumanbHOM caiTe PocagpaBHaasopa B ceTu "UHTepHeT", uan B NMcbmMeHHoM dopme (Ha BymarkHom
HocuTene).

(n. 49 B pep. Mpukasa PocagpaBHaa3opa ot 16.07.2020 N 6252)

50. [lep:Katenb perucTpaLMoOHHOro y40CTOBEPEHUA JIEKAaPCTBEHHOro NpenapaTta uau lopuandeckoe
MU0, HA MMSA KOTOPOTO BbIAAHO paspeLleHne Ha NPoBeAeHME KIMHUYECKUX UCCNeL0BaHNii, B TedeHme 10
pabounx OHel C MOMEHTa Mo/yyYeHusa yBeLoMeHWUA PocsgapaBHaz30pa, YKasaHHOro B nNyHKTe 49
HacTosLwero MopsaKa, NPoBOAUT NPOBEPKY AOCTOBEPHOCTM NOYYEHHOW MHPOPMaUUM U NpeacTaBaseT
MHPOPMaLMIO 0 pesy/ibTaTax NpoBepKu B Poc3apaBHag3op.

51. B nepuoga npoBeseHUs NPOBEPKK, yYKasaHHOM B NyHKTe 50 HacTosAwero Mopaaka, AeprKatenb
PEerucTpaunoHHOro YAOCTOBEPEHUA /IEKAPCTBEHHOIO MpenapaTa WM lopuguyeckoe AuLo, Ha uUmsA
KOTOPOrO BblAaHO pa3pelleHne Ha NPoBEAEHUNE KIMHUYECKMX UCCNeL0BaHWNM, MPUHMMAET Heobxoammble
Mepbl 418 TOro, YTObbI Bpea, CBA3aHHbIM ¢ 0bpalleHem COOTBETCTBYIOLLErO IEKAapCTBEHHOIO Npenapara,
He yBeIMYuACA.

52. B teyeHune 10 paboumnx gHen ¢ Aatbl NOCTYNAEHUA PE3YbTAaTOB NPOBEPKU, YKa3aHHOM B MyHKTe
50 HacToAwero lNopagKa, NPoOBeAEHHOW Aep:KaTenem PerucTpauMoHHOro yAocToBepeHus, nmbo B
TeyeHue 10 paboumnx gHew ¢ AaTbl NOCTYNAEHUA B Poc3gpaBHaA30p pes3ybTaToB BbIBOPOYHOro KOHTpONA
KayecTBa JIeKapCTBEHHOro npenapata B COOTBETCTBMM C MNyHKTOM 48 Hactoawero [Mopsaaka,
PocsgpaBHagsop ysegomnseT MUHWUCTEPCTBO 34paBooxpaHeHusa Poccuiickoit depepauyn (ganee -
MUWHUCTEPCTBO) O BbIABAEHUM HOBbIX AaHHbIX NO 6e30nacHOCTM U 3QDEKTUBHOCTU JIeKAapPCTBEHHbIX
npenapaToB, He COAEPMKALMXCA B UHCTPYKUMUMU NO MEOULUMHCKOMY NPUMEHEHWUIO UAWN LOKYMEHTaLMM
KAMHUYECKOTO UCCNEeA0BaHMNA, U3MEHSAIOWMX OTHOWEHUE OMWUAAEMOW NOJMb3bl K BO3MOMKHOMY PUCKY
NPUMEHEHNA IeKapCTBEHHbIX NPENapaTos, B TOM YMC/ie NPU BbIABAEHWM HEOBXOAMMOCTU BHECEHMSA
N3MEHEHWIA B MHCTPYKLUMIO NO MEANLMHCKOMY NPUMEHEHUIO IEKaPCTBEHHOro NpenapaTa B OTHOLEHWM
CBEAEHMI O MOKasaHMAX ANA NPUMEHEHUA U NPOTUMBOMNOKA3aHUAX ANA NPUMEHEHWUA NEKAPCTBEHHOrO
npenapata, BbIABJAEHHbIX MOBOYHbIX [AEUCTBMAX, HEXKenaTeNbHbIX Peakumax npu NpUMEHEHUN
NeKapCTBEHHOro npenapaTa, W HanpaBAsfeT COOTBETCTBYIOLWYID WHPOPMaUMIO ANA PacCMOTPEHUA
BOMpoca O HeobXxoAMMOCTM BHECEHMA M3MEHEHW B PEerucTpauMoHHOEe [0Cbe JIeKapCTBEHHOro
npenapata, OTMeHbl rOCy4apCTBEHHOW PerucTpauuun, NpoBeaeHnn AOKANHUYECKMX MAN KAUHUYECKUX
nccneaoBaHUA 1IeKapCTBEHHOro npenapata, Mo MHbIX A0MNOIHUTENbHLIX UCCNeA0BaHUN KayecTsa,
appeKTMBHOCTM 1 6e30MacHOCTUN IeKapcTBEHHOIO Npenapara (ganee - 4ONOAHUTENbHbIX UCCNEeA0BAHUNM),
a TaKke 0 Heobxogumoctn, nMbo 06 OTCYTCTBUM HEobXoAMMOCTM MNPUOCTAHOBAEHUA obpalleHus
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JIeKapCTBEHHOTO NpenapaTta Ha Nep1oa NPoBeAEHUA AONONHUTENbHbBIX UCCAEA0BaHUIA, MO0 Ha Nepuog,
HEeobXoaMMbIA ANA BHECEHMA W3MEHEHWA B PErUCTPALMOHHYID OOKYMEHTALUIO NeKapCTBEHHOrO
npenapara.

(n. 52 B pea. Mpukasa PocsgpaBHaa3opa ot 16.07.2020 N 6252)

KoHcynbTaHTlAKOC: NpumeyaHue.
PeweHnem Coseta E3K o1 19.05.2022 N 81 MpaBuia U3n0KeHbl B HOBOM pegakLumn. Bmecto Hopm .
6.2.4 - 6.2.5 npexkHel pegakumm cm. nogpasgens 5 - 6 pasa. VI HoBoi peaaKkumnm

53. Mo wuTOram pPacCMOTPEHUA pPe3y/ibTaToOB MPOBEPKMU, YKasaHHOM B NyHKTe 50 HacTosuwero
MopAagKka, nNpencTaBAeHHbIX AepXaTenem pPerucTpPauyMoHHOrO  yAOCTOBEPEHUA  NIEKAapPCTBEHHOMO
npenapata, Poc3gpasHaasop B TeyeHne 30 paboumx gHel ¢ faTbl NOAYYEHUA Pe3y/bTaToB MPOBEPKM,
BMpaBe HaAMNpPaBuUTb JepKaTento pPerucTpaLMoHHOrO YAOCTOBEPEHMA 3anpoc O HeobxoanMocTu
pa3paboTku NnaHa ynpasaeHua puckamu (ganee - NMYP) B COOTBETCTBMM C NyHKTaMu 6.2.4 - 6.2.5 Mpasun
HagneXKallen NpakTMkn papmakoHaasopa EAIC.

54. NYP noanexut HanpasneHuto B PocsapaBHaasop B TevyeHue 60 paboumx gHeit ¢ aatol
nosy4yeHma 3anpoca Poc3gpaBHaz30pa, YKa3aHHOro B NyHKTe 52 HacToAwero MNopaaka.

55. MNpu BbiABNEHUUN AeprKaTenem permcTpaLMoHHOro yA0CTOBEPEHMA IEKaPCTBEHHOrO Npenapara,
B X04e NpoBeAeHMA MPOBEPKW, YKasaHHOM B nyHKkTe 50 HactoAwero [Mopsaaka, MHbopmauum o
HECOOTBETCTBMM IEKAPCTBEHHOTO NpenapaTta TpeboBaHMAM KavecTBa, 3dPeKTUBHOCTM 1 He30NacHOCTH,
AeprKaTeNlb PerucTpaLMoOHHOro yAOCTOBEPEHUA IEKAapCTBEHHOro npenaparta BnpaBe CaMOCTOATENbHO
paspabotatb MYP 1 npeacrasuTb ero B PocsgpasHansop.

56. MYP BKAtOYaeT NogpobHOe onucaHne MeponpuATUiA No papmMaKkoHaA30pPy, HanpPaBAEHHbIX Ha
BbIABJIEHME, OLEHKY M MpesoTBpalleHne UAN MUHUMMU3ALUIO PUCKOB, CBA3AHHbIX C JIEKapPCTBEHHbIMM
npenapaTamu, BKAHOYAA OLEHKY 3P OEKTUBHOCTU AaHHbBIX MEPONPUATUN.

57. Poc3apaBHag30p B CPOK, He npesbllwatowmii 5 paboumx gHen ¢ aatbl noctynneHua MNYP,
HAMNpaB/AET ero B 3KCMEPTHYIO OPraHM3auMIo ANA NPOBeAEHUA HAYYHO-KAMHUYECKOW OLEHKM C Lesbio
onpeaeneHna [O0CTaTOMHOCTM MNpegnaraemMblXx MeponpuATUA ANA NpPefoTBpalleHMA Bpesa XU3HU t
34,0pOBbLIO FpaXK4aH NPy NPUMEHEHUN IEKAPCTBEHHOTO Npenapara.

58. 3ak/noueHme 3KCNepTHOW OpraHM3auumn O AO0CTaTOMHOCTM NpeasioXKeHHbIx MYP meponpusaTtuii
ONA NpefoTBPaleHUA BpeAa XU3HM W 340POBbI0, TpakgaH MpW NPUMEHEHUU NeKapCTBEHHOro
npenapaTta HanpasnseTca B Poc3gpaBHaasop B TedeHne 20 paboumx gHel ¢ gatel noctynaeHusa MNYP B
3KCNEepTHYH opraHM3aumio.

59. Poc3apaBHag3op B TeyeHne 5 paboumx gHei c gaTbl MOAYYEHMS 3aKAOYEHMUA IKCNEpPTHOWM
OpraHuMsaumMM, yKasaHHOrO B MyHKTe 57 Hactoawero [lopsAaka, HanpaBaseT AepsKaTenio
PerucTpaunoHHOro yA0CTOBEPEHMA JIEKAPCTBEHHOrO NpenapaTa yBeAom/aeHWe o cornacosaHun MNYP,
nmbo yBegomMneHme o HeobxogMMOCTM BHECEHMA U3MeHeHUI B MYP.

60. B cnyyae nosyyeHns yBeaomMaeHna o Heobxo4MMOCTN BHECEHUA n3MmeHeH Wi B MYP aeprkatenb
pPerucTpaunoHHOro yA0CTOBEPEHMA 1EKAPCTBEHHOIO NpenapaTa B CPOK, He npesbilwatowmin 20 paboumnx
AHEN co AHA NOoJyYeHWA OaHHOro yBeAOMJeHWA, npeactasnseT B PocsgpasHagsop MYP ¢ yyeTom
BHECEHHbIX U3MEHEHUN.

61. Mo WMTOram pPaccCMOTPEHMS pPe3ynbTaToB MPOBEPKW, YKasaHHbIX B NyHKTe 50 HacToAwero
Mopsaka, NpeacCTaBAEHHbIX OPUONYECKUM /IMLOM, Ha WMMA KOTOPOro BblAaHO paspelleHune Ha
npoBeAeHNe KAMHWUYECKUX uccnegoBaHui, PocsapaBHaasop B TedeHune 30 paboumx gHei c gathl
NoNyYeHna pesynbTaToB MNPOBEPKM, PacCMaTpPMBAeT BOMPOC O HanpasaeHun MuHWUCTepCTBY W
IOPUANYECKOMY /NLY, Ha WMSA KOTOPOrO BbIAAHO paspelleHne Ha npoBedeHMe KAMHUYECKUX
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nccnenoBaHMN, COOTBETCTBYHOWEN WMHPOpMauUM ANA PacCMOTPEeHMs BoMpoca O HeobxoammocTu
NPUOCTAHOB/IEHUA  K/IMHMYECKOro  UCC/AeAO0BaHUA, AOCPOYHOIO  3aBeplleHuA  KIMHUYECKoro
nccnenoBaHma, TMH60 BHECEHUA M3MEHEHWI B MPOTOKOJ KIMHMYECKOro UCC/1e0BaHUA.

(8 pea. Mpukasa PocsgpasHag3opa ot 16.07.2020 N 6252)

62. Mo pesynbTtatam ¢papmaKkoHagslopa Poc3gpaBHag3op pasmellaeT Ha cBoem oduuMaibHOM
cante B cet "UHTepHeT" nHbopmMauuio O:

1) BbIIBNEHMM HOBbIX MNOATBEPNKAEHHbIX AaHHbIX O MOBOYHbIX AEWUCTBUAX, HEXKenaTeNbHbIX
peakumsax, CepbesHbIX HerKenaTeslbHbIX Peakumax, HernpeaBUOEHHbIX HeenaTe/bHbIX Peakuusax npu
NPUMEHEHUN JIeKapCTBEHHOrO Npenapara, B TOM YMC/e BAMAIOLWMX Ha OTHOLWEHME 0XKUAaeMOoi Nosb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHUNA AAaHHOTO IEKAapPCTBEHHOrO Npenapara;

2) NpUHATbIX MMHUCTEPCTBOM PELLIEHUAX O BHECEHUU U3MEHEHUIA B MHCTPYKLMIO MO MPUMEHEHUIO
JleKapCTBEHHOro npenapaTa, 0 NPUOCTAaHOBAEHUN NPUMEHEHUA IEKAPCTBEHHOrO Npenapara, 06 nsbATUK
n3 obpalleHna NeKapCcTBEHHOro npenapata wWaM O BO30OHOBAEHWW MPUMEHEHWUA JIEKAPCTBEHHOTO
npenapara, cBeAeHMNA 0 KOTopbIX NpeacTasaatoTca MuHucTepcTtsom B Gopme 31eKTPOHHOIO AOKYMEHTA],
NnoANUCaHHOIO YCUEHHOM 3N1EKTPOHHOM KBanMbULMPOBaHHOM noanuceto, B PocagpaBHaa3op B TeueHme
Tpex paboumx gHen co AHA NPUHATUA COOTBETCTBYIOLLENO PELLEH M.

(n. 62 B pen. Mpukasa PocagpasHag3opa ot 16.07.2020 N 6252)

MpunoxkeHne N 1

K MopaaKy ocyLLecTBaeHUA
dbapmakoHaa30pa, yTBEPKAEHHOMY
npukasom ®egepanbHoOMN cnyxKobI

no Haa3opy B chepe 34paBOOXPAHEHMA
ot 15.02.2017 N 1071

PekomeHayemblii obpaseLl,
M3BELLEHUE

O HEXXENIATE/IbBHOW PEAKUMM MW OTCYTCTBMU TEPANEBTUYECKOTO
3PDEKTA JIEKAPCTBEHHOTIO NMPENAPATA

D MepsuuHoe |:| JlononHutenbHaa MHGopMaLma K COoBLLEHMIO
N oT

[aHHble nauneHTa

*
MHuumanbl naumeHTa (Koa naumeHTta) <*> Non l:l M l:l W Bec Kr

Bospact BepemeHHOCTb D CPOK Heaenb

Anneprua D Het D EcTb, Ha

Neuyenne D ambynaTtopHoe D CTauMOHapHoe I:I camoneyeHue
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JlekapcTBeHHble cpeacTBa, NPeAnOA0OXKUTENbHO Bbi3biBatowme HP

HaunmeHosa | Mpousso | Homep | Josa, nyTb | [JaTta Havyana [ata lMoKasaHue
Hne J1C autenb cepumn BBeeHunA Tepanuu OKOHYaHuA
Toprosoe) Tepanuu
<*>
1
2
3

HexenaTenbHasa peakuma

[ata Hauyana HP

[aTa paspeweHuna HP

OnucaHue peakuum <*> (yKaxkuTe BCce AeTaNu, BKAOYaA JaHHble
nabopaTopHbIX UccneaoBaHni)

Kputepun cepbesHocTn HP:

D CmepTb

D Yrposa »KunsHu

D Focnutanusauma nnm ee
npoaseHne

|:| NHBannaHocTb

D BpoxaeHHble aHoOManuu

D KanHuueckun sHaummoe
cobbiTne

I:I He npumeHnmo

MpegnpuHATbIE MEPbI

l:l bes neveHuna D OtmeHa nogospesaemoro J1C I:l CHuxeHwne posbl J1C

l:l HemeaMKameHTO3HasA Tepanusa (B T.4. XMPYpPruyeckoe BMeLlaTe1bCcTBo)

D JlekapcTBeHHaA Tepanua

Ucxopm,

l:l Bbi3gopoBneHune 6e3 nocneactaunii l:l YnydleHne coctoaHmUA D CocTtofiHMe 6€e3 u3MmeHeHui

l:l Bbi3gopoBaeHue ¢ nocneacTeuamu (yKasatb)

|:| CmepTb D HeussectHo l:l He npumeHnmo




Conposoxaanacb M otmeHa J1IC D Her D fla D JIC He OTMEHANOCH D He
ncyesHoseHnem HP?

NPUMEHNMO

HasHavyanocb M NeKapcTBO MNOBTOPHO? D Het PesyabtaTt D He
nApPUMeHNUMO

[ 5a P

Jdpyrne nekapctseHHble cpeacTBa, MPUHUMaeMble B TeyeHne nocnedHux 3 mecaues, Bkatoyas JiC,
NPUHMMaeMble NALMEHTOM CAMOCTOATEIbHO (MO COBCTBEHHOMY KeaHuo)

HaumeHosa | NMpounsso | Homep | Josa, nyTb | [aTta Hayana JaTta lNokasaHue
Hne J1C anTenb cepumn BBeAEHMA Tepanuu OKOHYaHUA
(Toprosoe) Tepanuu

1

2

3

4

5

[aHHble coobuwatoulero amua

l:l Bpau l:l Lpyroi cneunannct cucTembl 34paBooOXpaHeHNA l:l MauneHT l:l NHol

KoHTaKTHbIV TenedpoH/e-mail: <*>

®.1.0.

LDomKHOCTb U mecTo pa6OTbI

[JaTta coobuieHun

<*> None 06a3aTe/IbHO K 3aM0JIHEHUIO.

CoobLieHMe MOKET ObITb OTMNPaBAEHO:

- e-mail: pharm@roszdravnadzor.ru,

- dbaKc: +7(495)698-15-73,

- OH-NaliH Ha caliTe www.npr.roszdravnadzor.ru

- nouToBbIN agpec: 109074, r. MockBea, CnaBaHCKaA naolwaab, 4. 4, ctpoeHue 1.




MpunoxkeHue N 2

K MopAaaky ocywecTsneHunsa
dapmaKoHagzopa, yTBepKaeHHoOMY
npukasom ®eaepanbHOM cnyxKbbl

no Haz3opy B chepe 34paBOOXPaAHEHMA
o7 15.02.2017 N 1071

PekomeHayemblii 06paseL,

CooblieHue
0 Cepbe3HOMN HenpeaBUAEHHOW HEXENaTeIbHOM peakumm
Ha /IeKapCTBEHHbINM Npenapart, U3ydatoLmiics
B KIMHUYECKOM UCCNeA0BaHUMU

N npoToKO/1a KAMHUYECKOro
ncenenoBaHuA

HanmeHoBaHume J1C

HavmeHoBaHue NPOTOKO/a

N paspeweHuna Ha nposeseHne KU B PO

HavmeHoBaHMe neyebHOro yupexaeHus,
B KOTOPOM BbISiB/IeHa HexkenatesbHas
peakuusa (ecnm peakuusa npousoLwna B
Poccuiickon depepaymm)

I. UHpOopMaLMA 0 HexRkenaTeIbHON peaKkLmm

1. UHnumanol la. CtpaHa 2. darta 2a. 3.Mon | 4-6.0ata |8-12. OTmeTbTe BCe,
naymeHTa poxkaeH | Bo3p Ha4yana yTO cooTBeTcTByeT H/IP
na act HexenaTesnb
HOJA D CmepTb
peaKkuunm
(neHs/meca D locnutanmsauyms
/ron)
WnKn ee NnpogaeHune

7 - 13. Onu1caHue HexKenaTenbHOW peakunu (BKaoYan gaHHble

- D Crovikas yTpaTa
NabopaTopHbIX U MHCTPYMEHTA/IbHbIX UCCAef0BaHUN)

TPYA0CNocob6HOCTN Unn
WMHBANUAHOCTb

D Yrposa XusHu

Il. UhdopMmaums 0 Nof03peBAEMOM NEKAPCTBEHHOM
npenapare (Npenaparax)

14. Noao3peBaemblii IeKapcTBEHHbIN NpenapaT (BKatovyan 20. Wcuesna nm peakumsa
MeXAyHapoaHoe HenaTeHTOBaHHOe HauMeHOBaHWe UK nocsne oTMeHbl
rpynnuMpoBoYHOE HaMMeHOBaHMe) npenapara?




Dﬂ,a D Het

D HenpumeHnmo

15. CytouHan po3a(bl) 16. MyTb(-1) BBEAEHMUA 21. Bo3HMKANA v

peakuusa BHOBb nocsie
17. Noka3saHwue(a) K Ha3HaYeHuIo: NOBTOPHOTO

npunmeHeHuA
NIeKapCTBEHHOIO
npenapara?

D,El,a D Het

D HenpumeHnmo

18. laTbl nevyeHunsa ¢ ao 19. NpogonKnTenbHOCTb Tepanumn

I1l. ConyTcTBYIOLW,AA NeKAapCTBEHHAA Tepanna N aHamHes

22. ConyTCTBYIOLWMIA NEKAPCTBEHHbIV NpenapaT(-bl) U AaTbl BBEAEHUSA (33 UCK/IIOYEHUEM TEX, KOTOPbIe
NPUMEHANN A/1A IeYEHUA HeXKeNaTeNbHOW peakumm)

23. [ipyrve peneBaHTHble AaHHble aHaMHe3a (Hanpumep, AWarHo3bl, aaneprumn, GepemeHHoCTb ¢
YKasaHveM BpemeHu nocaegHen MeHCTpyaumum 1 T.4,)

KoHcynbTaHTlAOC: NpumeyaHue.
Hymepauma pasgenos gaHa B COOTBETCTBUM C OPULIMANbHBIM TEKCTOM A0KYMEHTA.

I1l. NHas nHpopmauma

24. HammeHoBaHMe 1 aapec npomnssoanTens

24a. UaeHTUOUKALMOHHbI HOMEp cay4as 246. AaTa nony4yeHus nidopmauymm o
He)eslaTe/IbHOM peaKkuun Nponssoantenem

248. UICTOYHMK MHDOPMALIMKM O HEXeNaTeNbHON peakumum

D WUccnepoBaHne D Nutepatypa D Cneumanuct 34paBooxpaHeHuns D PerynatopHble opraHbi

D Apyron

25. [lata AaHHOro coobleHus

26. Tun coobueHunn

l:l MNepsuyHoe |:| lNosTopHOE
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