MMPABAUTEJILCTBO POCCUMUCKON ®EIEPAIINA
ITIOCTAHOBJIEHHWE

ot 1 centsiops 2020 r. Ne 1333

MOCKBA

O BHeceHHM H3MeHeHHi B 0CODeHHOCTH o0paleHust
JieKapCcTBEeHHBIX NPeNapaToB NSl MeIHIHHCKOro NPUMEHEeHHS],
KOTOpble IpeJHAa3HAYEeHbI JJIS1 IPUMEHEHHA B YCJIOBHAX YIPo3bl

BO3HHKHOBEHHS, BOSHHKHOBEHHS H JIHKBHIAIUH YPe3BbIYaHHOH CHTYaLHH
H ISl OPraHU3aLHH OKA3aHUS MeINIHHCKON MOMOLIM JIHIAM,
MOCTPaJAaBUIMM B pe3y/ibTaTe Ype3BbIUaiiHbIX CHTYAIH, MpeaynpeKIeHUs
Yype3BbIYAHHBIX CHTYalHH, MPOHIAKTHKH H JedeHHs 3a00/IeBaHUI,
NpeACTABIAIOIHX ONACHOCTD /U1l OKPY:KAIOIMHKX, 3a6oneBanuii
H MOPpaKeHMii, IOJIy4YeHHBIX B pe3yJbTaTe Bo3AeficTBHS HeGIaronpusATHBIX
XHMHYECKHX, OHOIOrH4eCcKHX, paJHaUHOHHbLIX ¢aKTOpOB

IpaButensctBo Poccuiickoii ®enepaiuinocTaHOBA ST :

V1BepAHTE NpHUIaraeMble H3MEHEHHs, KOTOpble BHOCATCS B OCOOEHHOCTH
06paLueHm1 JIEKapCTBEHHBIX Ipe€naparoB IE MEAMLUHUHCKOrO MNPpUMEHCHUS,
KOTOpble  MNpelHa3HaueHbl Uil NpHMEHEHHs B  YCJIOBHAX  YIpo3bl
BO3HHKHOBEHHs, BO3HHKHOBEHUS M JUKBHUIAIMHU 4pe3BBIYAHONH CHTyallHuu
H AN OpraHH3allid OKa3aHMs MENHIMHCKOH MOMOIUM JIHLAM, MOCTpagaBIIuM
B pe€3ynbTaTe ‘lpe3BBIan>'lHI)IX cuTyaunﬁ, NpeaAynpexXacHus '-lpeBBLI‘IaﬁHLIX
cuTyauuid, OpOGWIAKTHKM M JieYeHHs 3a0oJieBaHHil, NpelCTaBIISIOLIMX
OMacHOCTb I OKPY)XAlOWIMX, 3a00neBaHHH H MOpaXKEHWH, MOJIyYEHHbIX
B pe3yibTaTe BO3JEHCTBHA HEONAroNpUATHBIX XMMHYECKHX, GHONOrHYECKHX,
panuanuoHHBIX (aKTOPOB, YTBEp)KIEHHBIE NMOCTaHOBIeHHEeM IIpaBHTENbCTBa
Poccuiickoit ®enepanuu ot 3 anmpena 2020r. Ned441 "O6 ocobeHHOCTSIX
obpaiueHus JeKapCTBEHHBIX NpENapaToB MIf MEAHLMHCKOTO MPUMEHEHHS,
KOTOpble  TpeAHa3sHa4eHb! sl TpUMEHEHHs B  YCJIOBHAX  yTPO3BI
BO3HHKHOBEHHS, BO3HHKHOBEHHMS W JIUKBHJAUUH Ype3BbIYAHONW CHTYyalMy
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W IJis OpraHM3aldH OKa3aHWs MEAWIMHCKON MOMOIIH JIHIaM, MOCTpaaaBIiiM
B pe3yibTaTe YpPe3BBIYAMHBIX CUTyallui, MpeLyNpexIeHHs Ype3BbIYaiHbIX
CHTyalui, NpPOQWIAKTHKH W JiedeHus 3a00JeBaHuil, [PEACTABIAIOLINX
OMACHOCTH JUIS OKPYXAIOLUUX, 3a0boNeBaHWii W THOpPAKEHHH, MOITYyYEHHBIX
B pe3yJibTaTe BO3AEHCTBUS HeONarompUATHBIX XUMHYECKHX, OGHONOTHYECKHX,
pamuanuoHHbX  ¢aktopoB” (CobOpanue 3akonHomatenscrsa Poccuiickoit
®denepaunn, 2020, Ne 15, ct. 2295).

IIpencenarens [IpaBuTen

Poccuiickoit deneparp M.Muuryctun
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VTBEP)K/JIEHBI

noctaHoBlieHueM [IpaButenscBa
Poccuiickoii ®enepannu
ot 1 centsabpsa 2020 r. Ne 1333

U3MEHEHNUA4,

KOTOpble BHOCATCS B 0COOEHHOCTH 00pallleHHsl JIEKAPCTBEHHbIX
npenaparToB AJisl MEAHIHHCKOro IpHMEeHEeHH, KOTOPble NpeIHA3HAYEHbI
[JIs1 IPUMEeHEHHUS! B YCJIOBHAX YIpo3bl BOSHHKHOBEHHs, BOSHHKHOBEHHS
H JHKBHIAWHH Ype3BbIYAHHOH CHTYallHH H /15 OPraHH3alHH OKA3aHHUS

MeIHUHHCKOH MOMOIIH JIHIAM, NOCTPAJABLIIHM B pe3y/bTaTe
Yype3BbIYaHHBIX CHTYaUHH, IPeAyN pexIeHHs Ype3BbIYaHHbIX CHTYaHHH,
npohHIaKTHKH H JeYeHHs 3200/1eBaHHH, PEACTABIAIOLHX ONACHOCTD

AJIsl OKPYKAIOWINX, 3a00/1eBaHHI H NOpaKeHHil, NOJIy4eHHbIX B pe3y/bTaTe

BO3/eficTBHS HeOIArONPHATHLIX XHMHYECKHX, OHOJIOTHYECKHX,

paAHalHOHHBIX paKTOpOB

"an

1. I[TyHKT 7 NONOJHUTH NOAIYHKTOM "e" CIeAyIOLEro colep KaHus:

"e) mnpencraBieHHe B DenepanbHyro ciyxOy mno Hamsopy B cdepe
3[paBOOXPaHEHHS, B TOM HHCIIE C UCNOIB30BAaHHEM CAHTOB B MH()OPMAIIOHHO-
TeJIEKOMMYHUKAIIMOHHOH ceTu "MHTepHer" W MOOWIBHBIX [IPHIIOXKEHUH,
coofuieHHit 0 MOOOYHBIX HEHCTBHAX, HEKENATENBHBIX peakiMIX, Cepbe3HBIX
HeXeNaTeNbHBIX U HENPEABUACHHBIX HEXENaTeNbHBIX peakluix IpH
OpUMEHEHNH  JIeKapCTBEHHOTO  Mpermapara, 00  OCOOCHHOCTSIX  €ro
B3aHMOJIEHCTBUA C PYTHMH JIEKapCTBEHHBIMH IpernapaTaMy, HHAHBUAYATbHOH
HEMepeHOCUMOCTH, a Takke 00 uHBIX (akTax U 00CTOATENBCTBAX,
MPEACTABISAIOIIUX YIPO3Y JKU3HH WM 3JOPOBBIO YeJOBEKa HIIHM BIHAIOIMX Ha
U3MEHCHUE OTHOLICHUS OXMIAEeMOH MOJb3bI K BO3MOXKHOMY PHCKY MPHMEHEHUA
JIEKapCTBEHHOIO Ipenapara U BBISBICHHBIX HAa BCeX JTanax odpameHus.".

2. Tlyuxt 17 U310XUTH B ClieqylolIed pefaKIiuu:

"17. MuHHCTEPCTBO B TedeHHe 3 pabounx IHEH NpUHUMAET peLIeHUE
06 OTMeHe TOCYJApCTBEHHOH perHCTpaliill JIEKapCTBEHHOro IMpernapara
JI0 MCTe4YeHHs yKa3aHHOIo B IyHKTe 14 HacTOAIIEro NOKyMeHTa CpoKa JeicTBHA
PETHCTPALIOHHOTO YJAOCTOBEPEHUS NpPU IOCTYIUICHHH B MMHHCTEPCTBO OT
YIOJHOMOYEHHBIX (elepallbHBIX OPTaHOB HCIIONHUTENBHOM BIACTH CBEACHHIA,
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HOATBEPXKAAIOIMX (aKT HECOONIONeHUs JepXareieM WM  BIafelbleM
PErHCTPallMOHHOIO  YIOCTOBEPEHHs  JIEKapCTBEHHOTO  Mperapara  Hid
YIOITHOMOYEHHBIM MM JpPYTHM  IOPMIOMYECKHM  JIMIOM  YCJIOBHIH,
Mpe/lyCMOTPEHHBIX MYHKTOM 7 HACTOSINEro NOKyMEHTa, a TakkKe MpH [ojgade
JlepxartesieM ~ MIM  BJafelbHeM  PerMCTPallOHHOTO  YIOCTOBEPEHHsI
JIEKapCTBEHHOTO Ipenapara WK yHOJTHOMOUYEHHBIM MM JPYTUM FOPHIMYECKUM
JIMLIOM 3asBJI€HUsl 00 OTMEHE IOCYJapCTBEHHOM PEerHCTpalliu JIEKAPCTBEHHOTO
nperapara.

MHHUCTEPCTBO  yBEJOMIISIET O IMPHHATOM pelleHHH o0 OTMeHe
rocyJapCTBEHHOH PEerucTpaluy JIEKapCTBEHHOrO Npernapara 3aiBuTes B popme
3JIEKTPOHHOIO JOKYMEHTA, MOANKUCAHHOIO 3JIEKTPOHHOH KBaIH(UIMPOBAHHOMN
HOAIKCBIO, U BHOCHT faHHbIE B TOCYHaPCTBEHHBIH peecTp JeKapCTBEHHBIX
CPEACTB JUI MEHULIMHCKOTO HpUMEHEHMS.".

3. Jlononuute myskramu 17' - 17" CJIEYIOLIEro COAEeP KaHusL:

"17'. BHecenue HM3MEHEHHH B JIOKYMEHTEI, cozepKalecs
B PErHCTPAllMOHHOM [OCh€ Ha 3aperuCTPUPOBaHHBIA B COOTBETCTBHH
C HacTOSUIMM JIOKYMEHTOM JIeKapCTBeHHBIH Mpemapar, OCYUIECTBIAETCH
B COOTBETCTBMHM cO cTaThell 30 @enepanpHoro 3akoHa "O6 oOpaieHuu
JIeKapCTBEHHBIX CPENCTB".

172.HOIITBep)K)IeHI/Ie rOCYJJapCTBEHHOH pEerucTpaldd JIeKapCTBEHHOTO
npenapaTa, 3aperHCTPHPOBAaHHOIO HAa YCIIOBUSIX, YKA3aHHBIX B IIYHKTE 7
HacTOSILIEro  JOKYMEHTa, OCYLIECTBIseTcsl MMHHCTEPCTBOM B CpOK,
He mpeBblarommit 20 paboumx JHEdl CO [AHSA MOCTYIJIEHHS 3asiBIEHUS
M  JOKyMEHTOB, YKa3aHHBIX B myskte 17' Hacrosumero JoKyMeHTa
U MNpeicTaBlieHHBIX He mno3gHee 1 nexabps 2020 r., mpH BBITIONHEHHH
3afBUTENIEM YCIIOBUH, YCTAaHOBIIEHHBIX NPU TOCYJapCTBEHHOH perucTpaiyu
JIEKapCTBEHHOTO IIpernapara.

17°. TlonTBepKIeHHE TOCYAAPCTBEHHON PETHCTPAIMH  JIeKapCTBEHHOTO
npenapaTta OCYIIECTBISETCS IO pe3ylbTaraM SKCIEpPTH3bl OTHOLICHUS
O0XXHMJaeMOH TMONB3Bl K BO3MOXHOMY PHCKY HPHMEHEHHS JIeKapCTBEHHOTO
npernapata Ha OCHOBaHMH pe3yJbTaTOB MOHHTOPMHIAa 3(QeKTHBHOCTH
H 6e30M1acCHOCTH JIEKAPCTBEHHOTO Ipenapata, NMPOBOANMOTO AepKaTeneM HIH
BIAJIeNblieM PErHCTPAlMOHHOIO YJIOCTOBEPCHHUS JIEKApCTBEHHOTO Mpenapara
aub0 YNOIHOMOYEHHBIM HMH IOPHIAMYECKMM JIMIOM, H JOKYMEHTAIlWH,
NOATBEP)KAAIOIIEH BBIMONHEHHUE 3asBUTENEM YCIOBHI, YCTAHOBJEHHBIX MPH
rocyJapCTBEHHOH perHCTpalyy JICKapCTBEHHOTO Mperapara.

17'. K 3asBNCHHIO O NONTBEpPKIEHHH rOCYHAPCTBEHHON perucTpaniu
JIEKApCTBEHHOTO Mperapara MpHIararoTcs:
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a) IOKYMEHTBI, COZEpKalllde pe3y/bTaThl MOHHUTOPUHTa 3QQEKTHUBHOCTH
U 0e30MacHOCTH JIEKaPCTBEHHOTO [perapara, HPOBeICHHOTO JEpXKaTeleM HITH
BITAZCIIbLEM PETHCTPALIAOHHOIO YJOCTOBEPEHHS JIeKapCTBEHHOIO IIperapara
1160 YNOJHOMOYEHHBIM HMH IOPUAMYECKUM JIHLOM, IO (GopMe, yTBepKIEHHOM
MuHucrepcTBOM;

0) Konus JMOEH3MH Ha IPOU3BOJACTBO JIEKAPCTBEHHBIX CPEACTB HWIIH
KOMHs 3aKIIOYEHUS O COOTBETCTBHH IMPOU3BOAMTENS JICKAPCTBEHHBIX CPE/ICTB
TpeOOBaHHUAM IIPaBUIl Hadnexallel IMPON3BOACTBEHHON NPAKTHUKH, BBIAAHHBIX
YIOMHOMOYEHHBIM  (pelepalbHBIM ~ OpPraHOM  MCMONHHTENBHOM — BIacTH
B OTHOLUEHHWHU IPOM3BOJICTBEHHOH IIOIIAAKH JICKAPCTBEHHOTO TIpemnapara,
rOCyJapcTBEHHAs] PErMCTpallisl KOTOPOTO IOATBEPIKAAETCA B Clydae, €CiIu
IIPOM3BO/ICTBO JIEKAPCTBEHHOrO IMpenapara OCYyLIeCTBIAETCS B Poccuiickoii
Denepauuy;

B) KOMUsl BBIJAHHOH YIOJHOMOYEHHBIM OPraHOM CTPaHbI-TIPOM3BOIMUTENS
JULEH3WH Ha IPOM3BOACTBO JIEKAPCTBEHHOrO [penapaTa U ee IepeBO.
Ha pyCcCKUH S3BIK, 3aBEpEHHbIE B YCTAHOBJIIEHHOM IIOPSIKE, @ TAKXE KOIHA
3aKMIOYEeHHss O COOTBETCTBHHM MPOU3BOAMTEINS JIEKAPCTBEHHBIX CpPE/ICTB
TpeGOBaHUAM MpaBHJI HajsexalleH MPOU3BOACTBEHHON MPAKTHKH, BHIIAHHOIO
YIOJHOMOYEHHBIM  (elepajibHbIM ~ OPraHOM — HCHOJHHUTENBHOM  BIACTH
B OTHOLIGHHM IIPOM3BOACTBEHHOH TNIOWIAJKH JIEKAPCTBEHHOTO IMpemnapara,
rOCyapCTBEHHas PpeTHCTpallis KOTOPOrO MOATBEPXKAAETCH, WM  KONHS
pelIeHus] YIOIHOMOYEHHOTo (eepalbHOr0 opraHa HCIOJHHUTENLHOM BiacTH
O TMPOBEIACHHH UHCIIEKTUPOBAaHUA MPOU3BOAUTECIIA JICKAapCTBEHHBIX CPEACTB
B Clydae, ecjd NPOM3BOACTBO JIEKAPCTBEHHOrO [penapaTta OCYIIECTBIAETCS
3a npenenamu Poccuiickoit ®enepauny;

r)B OTHOHIEHHH OHONOTHYECKHX JIEKApPCTBEHHBIX IPENAPATOB -
pe3yNnbTaTel MEPONIPUATHH, MPEAYCMOTPEHHBIX IJaHOM YIPABICHHS PUCKAMH,
pa3paboTaHHBIM  JepareleM  WIH  BIajeNibLieM  PErHCTPALHOHHOTO
YIOCTOBEPEHUsI JIEKAPCTBEHHOIO MperapaTa Wi YIIOJHOMOYEHHBIM UM JIPYTHM
IOPHMYECKHAM JTMLOM 7 PEaNu3alMi YCIOBUHH, IPeIyCMOTPEHHEIX [IYHKTOM 7
HaCTOSMIEro A0KyMEHTa;

J1) BOKYMEHTBl ~ PETHCTPallMOHHOTO  JAOChbe, TpeOyrolue BHECEHHS
U3MEHEHHH B CBA3H C MOPOUENYPOH HOATBEPKIECHUS TrOCYAAPCTBEHHOM
PperucTpanyy J1eKapCTBEHHOTO Iperiapara;

€) KonusA JOKYMEHTa, MNOATBEPXKJAIOMIEr0 YIUIATY TOCYAApCTBEHHOMN
HOLUIMHEI 33 NOATBEPXK/EHHE rocyJapCTBEHHOH PerHCTpaLUy JIEKAPCTBEHHOTO
mpernapara.
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17°.B  Teuenme 5 pabouux [Hedl co [OHA TPUHATHA 3asABICHUA
0 NOATBEPXKIEHUH IOCYJapCTBEHHON perucTpaliy JIEKapCTBEHHOrO mpenapara
MuHHUCTEPCTBO:

a) MPOBOOUT  IIPOBEPKY  MOJHOTH  CBENEHHH,  comepx)aliuxcs
B IpeICTaB/ICHHBIX 3asBUTEJIEM JTOKYMEHTaX;

0) npuHKMMaeT pelleHHe O NpOoBeJeHUH WIM 00 OTKaze B IPOBEAEHHU
9KCIIEPTH3bl  OTHOLUEHMS OXHMIAeMOH TONB3bl K BO3MOXKHOMY DPHCKY
TIpUMEHEHHs JTeKapCTBEHHOTro Npernapara;

B) yBEJIOMIIIET B DJIEKTpPOHHOH ¢opMe HIHM B NUCBMEHHOH ¢opMe
3asBUTENs M O3KCIEPTHOE YUYPEXJEHHE O MPHUHATOM pelleHNHd. B cmoyuae
NPUHATHS pelleHHs o0 OoTKase B [POBENEHUM SKCIIEPTH3bl OTHOLIECHHS
OXXHUAAEMOH IONB3bl K BO3MOXXHOMY PHUCKY NPHUMEHEHHS JIeKapCTBEHHOTO
nperniapata MUHUCTEPCTBO yKa3bIBaeT MIPUYHHBI TAKOTO OTKa3a.

17°. B ciyuae BBIABIEHHS HEJOCTOBEPHOCTH M (HJH) HEZOCTATOYHOCTH
uH@oOpMalMy, colep)Kalledcss B INpPEJCTAaBIEHHBIX 3asgBHTENeM JOKYMEHTaX,
MuHuctepcTBO HampapiseT 3asBHUTENI0 3ampoc 00 YTOUHEHUH YKa3aHHOH
uH(OpMAIIHH.

3anpoc MuHuUCTepcTBa MOXKeT OBITH IepefaH  YIOJHOMOYEHHOMY
TIPEJCTABUTENIO 3asBUTENSA JIMYHO IOJA PAaclUCKy, HalpaBieH [0 Io4Te
3aKka3HbBIM  IHMCbMOM HIM IlepefaH B  3JEeKTPOHHOH  ¢opme 1o
TelleKOMMYHHMKAIIMOHHBEIM KaHallaM CBs3H. B ciydae HampaBieHHs 3ampoca
MuHHCTEpCTBa N0 MOYTE 3aKa3HBIM NHCbMOM OH CUMTAETCsl MONYYEHHBIM IO
HcTeuYeHUH 6 AHeH co AHA HalpaBieHus 3aKa3HOro MUChMa.

177, 3astBurens o6s3an IpeACTaBUTL OTBET HA 3ampoc MMHHCTEpCTBa B
CpOK, He MpeBhllIatomuil 3 pabouux naHeil co mHA ero nomydeHus. Cpok,
YKa3aHHBIA B [TyHKTE 17? HacTosmero JIOKYMEHTa, IPUOCTaHABIMBAETCA CO IHS
HanpapJeHUsl 3asBUTENIO 3ampoca MUHHCTepCTBa OO JAHA IIONYYeHHS HM
COOTBETCTBYIOLIEr0 OTBETa X He YYHTHIBACTCS INPH HCYHUCIEHHH CpoKa
HOATBEPXKAEHUS IOCyJ1apCTBEHHOM perucTpaliy JIeKapCTBEHHOTO IIpenapara.

17°. OcHoBaHMeM 1 OTKa3a B TPOBENEHHH SKCIEPTH3BI OTHOLIECHHS
OXXMIaeMOH TMONB3bl K BO3MOXXHOMY PHCKY IPUMEHEHHUS JIeKapCTBEHHOTO
mpenapata  SBIASETCS  HOpeACTaBle€HHE  JOKYMEHTOB,  NEPEYUCIEHHBIX
B myHKTe 17° HAacCTOAIIEro IOKYMEHT3, B HEMONHOM oGbeMe, OTCYTCTBHE
uH(popMaLuH, NOATBEPKAAIOLIEH GaKT yIIaThl rocy1apcTBEHHOM MOLIIMHBI 3a
MOATBEPXKIEHHUE TOCYNapCTBEHHOH perucTpalldyl JIeKapcTBEHHOIo Mperapara
nub0 HeNpeACTaBICHHE 3asBHUTENEM B YCTaHOBJIEHHBIH CpPOK OTBETa Ha
YKa3aHHbIl B TYHKTE 17° macrosmero JIOKyMEHTa 3ampoc MHHHCTepCTBa, a
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TaKKe OTCYTCTBHE B yKa3aHHBIX JOKYMEHTax HH(OpMallMy, KoTopas OIDKHA
GBITH B HUX OTpaXKeHa.

17°. DKcnepTH3a OTHONIEHHS OXKHAAeMO MOB3BI K BO3MOXKHOMY PHCKY
IIpUMEHEHHUs] JIEKapCTBEHHOIo IpenapaTta i MEIULMHCKOTO IIPUMEHEeHUs
B UeNAX IOATBEPXKJIECHUS TOCYHApPCTBEHHOH PpETHUCTpaliy J€KapCTBEHHOTO
mpernapara IPOBOAMTICS KOMHCCHEH 3KCHEPTOB SKCIIEPTHOIO YUpeXISHHS
B CPOK, He IpeBbimaromuii 10 pabounx auei.

17'°. B ciyuae HeIOCTATOYHOCTH NPEJCTABIEHHBIX 9KCIIEPTY MATEPHAJIOB
JUISL Ja4d 3aKIIOYEHHS SKCIepT ofpallaeTcs K PYKOBOAUTENINO SKCIIEPTHOrO
yUpeXIOEeHHss O TpefoCTaBIeHHMH €My HeoOXOAMMBIX  MaTepHAaNOB.
PykoBoauTENb DKCIEPTHOTO YUpexJeHUd obpallaercs ¢ COOTBETCTBYIOLMM
3anpocoM B MUHHCTEPCTBO, BBHIAABILEE 33JaHHE Ha NPOBEACHUE 3KCIIEPTU3BI
OTHOUIEHUS OXHAaeMOH ToNb3b! K BO3MOXHOMY PHCKY MpHMEHEHHs
JIEKapCTBEHHOIO IIpenapara Ha OCHOBaHMHM JOKYMEHTa, COJEepXallero
pe3ynbTaThl MOHMTOPHHTA 3((eKTHBHOCTH M GE30MacHOCTH JieKapCTBEHHOTO
nperapata, M JAOKYMEHTOB, IOATBEPXIAIOLINX BHINOJHEHHE 3asBUTENEM
yCIIOBHHM, YCTAHOBJIEHHBIX IIPU IOCYAapCTBEHHON perucTpaluy JIEKapCTBEHHOro
npenapara A8 MeIUIUHCKOro puMeHeHHs. B Teuenue 2 pabounx aHeit co qus
MOCTYIUIEHUS 3alpoca PyKOBOIUTENS SKCIIEPTHOTO YUPEXISHNUST MHUHUCTEPCTBO
HaIlpaBNgeT 3asBUTEINIO 3alpoCc O NPEJCTaBJIeHHH HEOOXOAUMBIX MaTepHaloB,
KOTOPBIH MOXKET OBITh IlEepefiaH YNOTHOMOYEHHOMY MPeJCTaBUTENIO 3asdBUTEIA
JIMYHO ITOJ PAacHMCKY, HallpaBJeH MO MOYTE 3aKa3HBIM NHCHMOM WM NepefiaH B
9JIEKTPOHHON (opMe 110 TeleKOMMYHHKALMOHHBIM KaHajaM CBS3H. B ciydae
HalpaBleHus! 3arpoca MUHUCTEPCTBA IO MOYTE 3aKa3sHBIM ITHCHMOM OH
CYMTAETCs MOJIYyYeHHBIM II0 UCTeUeHUHU 6 NHel co OHsA HalpaBileHUA 3aKa3HOro
NHChMa 3asBUTEINIO.

17", BasBurens 06s3aH NMPeACTABMTH OTBET Ha 3ampoc MuHMCTepCTBa B
CPOK, He MpeBHIIIAIUA 5 pabounx AHEH co IHA NOJNYYeHUs YKa3aHHOIO
3anpoca. MUHHUCTEPCTBO, BblIaBlliee 3afaHHe Ha INPOBEICHHE SKCIEPTU3HI
OTHOLIEHHS OXUJaeMOH TONB3Bl K BO3MOXHOMY pPUCKY [pPHUMEHEHHs
JIEKApCTBEHHOTO Iperapara, B TeueHne 3 pabounx JHe# co AHS MOCTYIUIEHUS OT
3asBUTEN] OTBETa Ha 3ampoc MuHHCTepCTBa HalpaBiseT 3TOT OTBET B
9KCIIePTHOE yupexAeHHe. B ciydae HellpecTaBIeHHs 110 HCTeUeHNH 5 pabounx
JHeH 3asBUTENeM OTBeTa Ha yKasaHHBIH 3anpoc MUHHCTEpCTBO, BbIAABLIEE
3ajlaHMe Ha TIPOBEJEHHE OKCIEPTH3bl OTHOIIEHHS OXHAAeMOH MOJNB3bI
K BO3MOXHOMY PHUCKY IpPHUMCHEHHs JeKapCTBeHHOIo Ipernapara, B TeYeHHe
5 pabouux JHel#l HanpaBlSeT B OKCIEPTHOE YUYPEKACHHE YBEAOMIIEHHE O
HernpeJICTaBIeHNH 3asiBUTEeM OTBeTa Ha 3anpoc MunucrepcTBa. Bpems co aHA
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HampaBlieHus 3anpoca MunMcTepcTBa 1O IHA TOAYYEHHS SKCIEPTHHIM
YUPEXJECHUEM OTBETA Ha 3alpoC WM YBeJOMJIEHHs O Helpe/CTaBlIeHHH OTBETa
Ha 3alpOoC He YYMTBIBAETCA IPH MCYUCIEHUH CpOKa MPOBEICHHS JKCIIEPTU3bI
OTHOILIEHHUs] OXMJAeMOH TIONB3bI K BO3MOXKHOMY PHCKY TNpHMEHEHUs
JIEKapCTBEHHOTIO Ipenapara.

17% B CpOK, He NpeBbIMAOMHH 5 pabouux AHEH co AHsA MONydeHHS
3aK/IIOYE€HHs] KOMUCCUH 3KCIIEPTOB IO pe3y/bTaTaM JKCHEPTH3bl OTHOIICHHUS
OXHJAaeMOH MONB3Bl K BO3MOXKHOMY PHCKY TpHMEHEeHHsl IIeKapCTBEHHOTO
npenapara, MUHHCTEPCTBO:

a) OCYLIECTBJIIET OLEHKY O3TOro 3aK/IIOYEHHs I ONpelelieHHs €ro
COOTBETCTBH 33/IlaHUIO Ha MPOBEACHHE yKa3aHHOW SKCIEePTHU3H;

0) MpUHUMaeT  pelleHHe O  TNOATBePKICHHMH  roCyIapCTBEHHOM
perucTpalyu JIeKapcTBEHHOTO Iperapata WiIM 06 OTKasze B MOATBEPKACHHH
rOCYJapCTBEHHOH PEerucTpaliy JIeKapCTBEHHOTO Mpenapara;

B) BHOCUT IPU NPUHATHH pellieHUs O NMOATBEPXKICHUM FOCYJapCTBEHHOR
perucTpalyy JeKapCTBEHHOTO MpenapaTa CBeeHHs B TOCyJapCTBeHHEIH peecTp
JIeKapCTBEHHBIX  CPEeACTB M  BBIAAeT  3asgBUTEMO  PETHCTPAllHOHHOE
yIOCTOBEPEHHE JIEKapCTBEHHOTO Iperapara cO CPOKOM JEHCTBHA 5 Jer,
HO He no3aHee 31 nexabps 2025 r.

17", OcHoBanmeM A OTKa3a B INOATBEPXKACHHH TOCYIAPCTBEHHOM
perucTpaMi JIeKapCTBEHHOIO Ipenapara sBIseTcs pelleHHe MuHuUcTepcTBa
0 TOM, YTO PHCK NMPHYHHEHHUS Bpeja 3[0pPOBBIO uUesioBeKa BCIENCTBHE NpHeMa
JIEKapCTBEHHOTO IpenapaTa IpeBsimaeT 3 GeKTHBHOCTh €70 MPUMEHEHHS.

17".B HepHos HOpoBeAeHUs npoLeaypbl TIOATBEPXKIECHUS
rOCYZapCTBEHHOM PErucTpalliy JIeKapCTBEHHOTO Mpenapara €ro obOparieHue
B Poccuiickoit @enepalivi He NPUOCTAHABINBAETCS.

17", Jlonyckaercs obpaieHue JIeKapCTBEHHOTO npemnapara,
3apericTPHPOBAHHOTO B CNydasX, YKa3aHHbIX B ITyHKTe 4 HacTOAIIEro
JOKyMeHTa, IO HMCTE4EeHHS CpOKa TOXHOCTH, NpPOH3BEICHHOT0 B TEUEHHe
180 kameHJapHBIX JHeH nociie JaThl NPHHATHA  YIIONHOMOYEHHBIM
(eepanbHBIM OPTaHOM HCIIONHUTENBHON BIACTH pelleHHs O MOATBEPKIEHHH
rocyJapcTBEHHOM perucTpaliy JIEKapCTBEHHOTO Mpernapara, B COOTBETCTBHH C
HHpopMaLIMel, cojepKalleiics B JOKYMEHTaX pericTpaloOHHOIO A0Che Ha
JieKapCTBEHHBIH Hpenapar 10 AaThl NPHHATHSA TaKOTO pelleHus.".
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