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Poccuiickoit Penepanun

OENEPAJIBHASA CJIY2KBA 11O HAZI30PY
B C®EPE 3IPABOOXPAHEHHA
(POC3IPABHAZI30P)

il ) No
MHHUCTEPCTBO JOCTHIMH POCCAACKON QEIEPALIHN

3APETHCTPHUPOBAHO

Perucrpaunonnbii No 9? Zﬁ 2
or "B oLl At 208,
O BHecennu u3sMenenuii B ITopagok ocymecTnienns ¢gapMaKkoHaa3opa,

yTBepsKIeHnblii npukazom PegepanbHoii cryx0bl 10 HaA30py B chepe
3apaBooxpanenns ot 15 pespans 2017 r. Ne 1071

B coorBercTBuM C 4YacTeio 1.4 cratbu 30 u cratheit 66 QenepallbHOrO 3aKOHa
ot 12 ampens 2010 r. Ne 61-®3 «O6 oGpalieHnn TeKapcTBeHHBIX cpeacTs» (Cobparue
3akoHOIaTebeTBa Poccuiickoit ®enepamun, 2010, Ne 16, cr. 1815; 2020, Ne 14, ct. 2035)
u mommyHkToM 5.8(7) TMomowxenus o PexepansHoil ciyxbe mo Hagsopy B cdepe
3[paBOOXPAHEHMs, yTBEPXKIEHHOr0 MOCTaHOBNeHMeM IlpapurenscrTBa PoCCHICKOH
®eneparmu ot 30 mous 2004 r. Ne 323 (Cobpanue 3akoHomartenbcTBa PoccmickoH
deneparmu, 2004, Ne 28, cr. 2900; OdunuaneHblii HHTEpHET-NOPTAl MPaBOBOH
nabopmMarmu http://www.pravo.gov.ru, 19 urons 2020 .), 1 p M K a3 bl B a I0:

YTBepIUTh NpUIaraeMble H3MeHeHHs, KOTOphie BHOCATCS B [Iopsifok ocymecTBaeHNA
(hapMaKoHaA30pa, yTBEpKACHHEIH npruKkasom PenepansHoi ciyxO5I [0 HAaA30py B chepe
31paBooxpanenus oT 15 despant 2017 r. Ne 1071 (3apeructpupoBa MUHNCTEPCTBOM
roctuiun Poccuiickoit @eneparyu 20 mapra 2017 r., peructpaumonHbii Ne 46039).
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IIpunoxxenue
K npukazy denepanbHoit iy 05l 11O
Ha/30pYy B cdepe 37paBOOXpaHEeHHA

o A6, [0 2N 6205

H3menenns,
KotTopsie BHOcATcS B Ilopsinok ocymecTBiienns ¢gapmakonan3opa, yrBepikaeHHbIH
npuka3om PeaepaibHoii cayx0bI MO HAA30pPY B cPepe 3APABOOXPAHEHHS
ot 15 ¢eBpaas 2017 r. Ne 1071

1. ITyHKT 49 H370XXHTE B CIEAYIOLIEH peaaKIUK:

«49. B Teyenne 5 paboumx OHEH ¢ JATBl MOCTYIUIEHHS 3AKJIFOUEHHS SKCIIEPTHOM
OpraHu3aldH, COAEPXKAIIEro HHGOPMALIUIO O BHISBIEHUH HOBBIX JaHHBIX 110 6€30M1aCHOCTH
H 3(Q(EKTHBHOCTH JEKapCTBEHHBIX IIPENApaToB, HE COAEPKALIMXCS B MHCTPYKIHH IIO
MEIVIMHCKOMY IMPHMEHEHHIO MM [JOKyMEHTallud KIMHUYECKOro HCCIeI0BaHus,
U3MEHSIOMHX OTHOIIEHHWE OXXHIAEMOM IOJNIb3bl K BO3MOXHOMY PHUCKY IIpUMEHEHHUS
JIEKapCTBEHHBIX IpenaparoB, Poc3apaBHam3op yBemomuisieT 00 3TOM  AepxKaTens
PErHCTPAIMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOTO TperapaTa Wil IOpUIAYECKOe JIMIIO,
Ha MMs KOTOPOro BBIJIaHO pa3pellieHHe Ha MpOBeAeHHE KIMHHUYECKHX HCCIIENOBaHMIA, B
aneKTpoHHOH (opme uyepes AUWC Poc3mpaBHam3opa, HIH IOCPEACTBOM pa3MellleHus
HH(POPMaHOHHOTrO MIChMa Ha oduUHaATIBHOM caiite PocanpaBHanzopa B cetu «MHTEpHETY,
HJIH B IUCbMEHHOMH dopMe (Ha OyMaXKHOM HOCHTENE).».

2. ITyHKT 52 U3510XHUTb B ClIeAyIOLIE#H peaaKIHu:

«52. B teuenne 10 pabGoumx OHeH C OaThl MOCTYIUIEHHS PE3yJIBTATOB MPOBEPKH,
ykazaHHOM B 1nyHkre 50 Hacrosmero Ilopsaoka, mnpoBeleHHOH HepxaTenieM
PETHCTPAllMOHHOIO YJNOCTOBEepeHHA, MO0 B TeyeHne 10 pabouux pmHEeH c OaThl
noctynnenuss B Poc3apaBHan3op pe3ysbTaToB BBIOOPOYHOTO KOHTPOJISi KauyecTBa
JEKapCTBEHHOIO Ipernapara B COOTBETCTBHH C IMyHKTOM 48 Hacrosmero [lopsnka,
Poc3apasnansop yBenomisier MunnctepeTBo 3apaBooxpanenus Poccuiickoit denepanun
(manee — MUHHCTEPCTBO) O BHISBIIEHUH HOBBIX JAHHBIX IT0 0€30I1aCHOCTH ¥ 3P PEKTHBHOCTH
JIEKapCTBEHHBIX IPENapaToB, HE COAECPKAIIMXCA B HHCTPYKUMH II0 MEAULUHCKOMY
IIPMMEHEHHMIO UM JOKYMEHTAllMK KIMHUYECKOT0 UCCIIEJOBAHH S, U3MEHSIOLIMX OTHOILICHHE
O)KHJIa€MOH I10JIb3bl K BO3MOXKHOMY PHUCKY NMPUMEHEHHS JEKapCTBEHHBIX MpEnaparos, B
TOM 4YHCII€ NpH BBISBICHHHM HEOOXOOMMOCTH BHECEHUS HU3MEHEHHH B HHCTPYKIHIO IIO
MEIUIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHOI'O IIpenapara B OTHOILUEHHUHM CBEIECHHH O
[IOKa3aHUAX [N MPUMEHEHUs M IPOTHUBONOKAa3aHUAX Ui NPUMEHEHHs JEKapCTBEHHOIO
npenapara, BBIABJICHHBIX IIO0OYHBIX JEHCTBHAX, HEXeNaTeNbHBIX peakUusax IpHU
NpUMEHEHHUH JIEKapCTBEHHOTO IIpenapara, i HalpasJisieT COOTBETCTBYIOIIYIO HHMOPMALHIO
IUIsl PACCMOTPEHUS BOIPOCa 0 HEOOXOAMMOCTU BHECEHUs M3MEHEHHUH B PETUCTPALIMOHHOE
J0ChE JIEKAPCTBEHHOTO IIpenapaTa, OTMEHbI FOCYJapCTBEHHOH pErHCTpalMK, NPOBEACHHH
JNOKIMHAYECKUX WIIH KIIMHHYECKUX HCCIIeIOBaHU JIEKapCTBEHHOT O IperapaTa, 1100 HHbIX
JNOMOJIHUTENBHBIX  MCCIACOOBAaHHMH  KadecTBa, OS¢ ¢GeKTHBHOCTH M  0e30macHoCTd




JIEKapCTBEHHOTO IIpernapaTa (#anee — JAONMOJHHUTENbHBIX HCCIeOBaHUi), a TaKkke O
HEe0OXOIMMOCTH, MHO0 00 OTCYTCTBMM HEOOXONMMOCTH INPHOCTAHOBIECHHS OOpalleHHs
JIEKapCTBEHHOr0 Ipenapara Ha IEepHUo] MpPOBEICHHS IOMOJHUTENBHBIX HCCIEIOBAaHUMA,
mi60 Ha mepHon, HEeoOXONWMBIA AN BHECCHHS H3MEHEHHH B PErHCTPALHOHHYIO
JNOKYMEHTALUIO IEKapCTBEHHOTO Ipernapara.».

3. B myHnkre 61 cnoBa: « MuHHCTEPCTBY 31paBooxpanenus Poccuiickoit denepanum
3aMEHHUTD CII0BOM: K MHUHHCTEPCTBY.

4. ITyHKT 62 H3N0XKUTH B CEAYIONIEH pelaKIHu:

«62. Ilo pesynprataM (apmakoHan3zopa PocigpaBHam3op pasMeliaeT Ha CBOEM
opuIraILHOM caiite B ceT «VHTepHET» MHPOPMALHIO O:

1) BBIABIGHMH HOBBIX IOOTBEPXIEHHBIX MOAHHBIX O MOOOYHBIX [eHCTBUSX,
HEXEJIATEIbHBIX PEaKUUAX, CEPbE3HBIX HEXENIATENbHBIX pPEaKIUAX, HelpeIBUICHHBIX
HEXENIaTENbHBIX PEaKUMsIX NPH NPUMEHEHMH JIEKApCTBEHHOIrO Ipemapara, B TOM YHCIIE
BIIMAIOLINX Ha OTHOIIEHHE OXHAAEMOH MOJIb3bl K BO3MOXHOMY pHCKY IpHMEHEHUs
JaHHOTO JIEKAPCTBEHHOTO Mpenapara;

2) npuHATEIX MHHHCTEPCTBOM PELIIEHUSX O BHECEHHH H3MEHEHHH B HHCTPYKIIMIO 10
IPUMEHEHHMIO  JIEKapCTBEHHOIO  Ipemnapara, O INPUOCTAHOBJICHHH  NPUMEHEHUS
JIEKapCTBEHHOIO IIpernapara, 00 H3bATHH U3 oOpalleHHs JeKapCTBEHHOT0 Mpenapara Uitk 0
BO300HOBIIEHHM TIPUMEHEHHS JIEKAPCTBEHHOTO Tpenapara, CBeficHHS O KOTOPBIX
NpeACTaBIIOTCS MUHUCTEPCTBOM B (hopMe 3JIEKTPOHHOTO TOKYMEHTa, MOANHCAHHOTO
YCHJICHHOH 37IeKTPOHHOM KBaNu(UIMPOBaHHOM MOAMUCHIO, B Poc3apaBHan30p B Te4eHHE
Tpex pabounx AHeH co JHA NPUHATUSI COOTBETCTBYIOIIETO PELIEHUS.».




