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O BHeCeHHH M3MEHEHHS
B KJacCHHUKAINIO H3MeHEeHHH, BHOCHMBIX B IOKYMEHTHI,
coJepKalHecs] B PErHCTPAIHOHHOM JI0ChE HA 3apPeruCTPHPOBAHHBIH
JeKapCTBEeHHbIH penapar AJIsi MeIHIMHCKOT0 NPUMEHEeHHs], YTBEPHICHHY IO

npuka3oM MuHKCTEPCTBa 3ApaBooxpanenusi Poccuiickoii @enepaunu

ot 13 exaGps 2016 r. Ne 9591 «O6 yTBep:KAeHHH KIACCHPUKANHH H3MEHEeHUId,

BHOCHMBIX B JOKYMEHTBI, COAeprKallHecsl B PeriCTPalHOHHOM 10Che Ha

3aperHCTPHPOBAHHBIH JeKapCTBEHHbIA Npenapar s MeJHIHHCKOro

. MpUMeHeHHsD»

B cooTBeTCTBMH C 4acThio 2 crared 30 (DemepanbHOro 3akoHa OT 12 amperns
2010 r. Ne 61-®3 «O6 06palleHHH JTEKApCTBEHHBIX CPEACTB» M MOAMYHKTOM 5.2.149
nyHkta 5 Ilonoxkenus o MuHHCTEPCTBE 3APaBOOXPAHCHHUA Poccuiickoit denepanuu,
yTBEpXKIEHHOTO nocTaHoBIeHHeM [IpaButenscTsa Poccuiickon denepanyu ot 19 uronsa
20121. Ne 608, mipu K a3 bl Balo:

1. Pazgen I xnnaccudukaunyu H3MEHEHHH, BHOCHMBIX B JOKYMEHTBL, COICPKAIMECH
B PErHCTPAalMOHHOM JOChe Ha 3apETHCTPHPOBAHHBLIA JIEKapCTBEHHBIH IMperapat
IS MEIMIMHCKOTO HpHUMEHEHWs, YTBEpHKIEHHOH mnpukasoM MHHHCTEpPCTBA
3apaBooxpasenusi  Poccuiickoidf  ®enepaumu ot 13 nekabps 2016 r.  Ne 959
«O6  yTBepXIeHHH KIACCHQUKAMM HW3MEHCHWH, BHOCHMBIX B  JOKYMCHTBI
colepKalyecss B PETHCTPALHOHHOM JIOChe HA 3apEerMCTPHPOBAHHBIH JIeKapCTBEHHBIN
mperapaT [ MEIMUMHCKOrO NpPHMEHEHHs» (3aperucTpupoBaH MHHHCTEPCTBOM
roctumuu Poccmiickoit ®eneparmu 9 susapst 2017 r., perucTpanuonHsii Ne 45123),
C U3MEHEHUSIMH, BHCCEHHBIMH ITPHKa30M MHUHHICTEpPCTBA 3/paBOOXpaHeHHs Poccuiickon
®epepaumu ot 6 mMapra 2023 r. Ne 951 (3aperucrpupoBa MUHHCTEPCTBOM FOCTHIUH




Poccuiickoii ®enepaunn 14 anpens 2023 r., peructpauuoHasid Ne 73020), onomHATE
MYHKTOM 19 cienyromero coaepkaHus:
«

19. | UsMenenne  AaHHeix 1o OesomacHOCTH | JIoKymeHTauus aJIMHHUCTPATHUBHOIO
JIEKAPCTBEHHBIX  CPEACTB  Ha  OCHOBAHHMH | XapakTepa.
UHQOPMALMKM  JKCHIEPTHOrO  ydpexkjeHus, | XuMMUeCcKas, (bapMaueBTHUECKAS )’}

pasMENmIEHHOM  Ha  ohMUMAIbHOM  caiTe | GHOIOrMYECKas JOKYMEHTALMS
MuHKCTEpCTBa 31paBOOXpaHeHUs Poccuickoit
®denepatuu B HH(POpMaLUOHHO-
TeJIEKOMMYHHKALHOHHOH ceTH «HTEpHET»

».
2. U3MmeHenne, mpeIyCMOTPEHHOE HACTOSAIIUMM IIPHKA30M, DPaclpOCTPaHSECTCS

Ha 3agBIEHMs O BHECEHHH H3MEHEHHH B  JIOKYMEHTHI, COACpXKalluecs
B PETMCTPALHOHHOM JOCbe Ha 3aperHCTPHPOBAHHBIA JIEKAPCTBEHHBIH Mpenapar
IJ15 MEQUIHHCKOTO PHMEHEHHU, IPeICTaBICHHBIE B MUHHCTEPCTBO 31paBOOXpaHEHMs
Poccuiickoii denepaiuy nocie BCTYIUIEHUS B CHIY HACTOALIETO MPpHKa3a.
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