MUHHCTEPCTBO 3IPABOOXPAHEHHSA
POCCHUUCKOM ®EJIEPAIIUM

(Mun3apas Poccun)

/0 etoM A 2024 N 2 974

MHIHCTEPCTBO IOCTHUHH LQRCHACKON OFREPALMK

SAPETHCTPHPOBARD
Perncrpayuonnnii N 4 5 4{
O BHeceHMH H3IMEHEHHS
B KJiacCH(PHKANMIO H3MEHEHHH, BHOCHMbIX B 1I0KYMEHTDI,
coJepiKaluecs B PpErHCTPAHOHHOM JIOChE HA 3aPerHCTPHPOBAHHBIH
JeKapCTBeHHbIi npenapar AJIsi MeJHIHHCKOT0 IPUMEHEeHHs], yTBEePKICHHYI0
npuka3oM MHHHCTEpCTBa 3paBooxpanenusi Poccuiickoii ®enepauun
ot 13 rexalps 2016 r. Ne 9591 «O0 yTBep:KIeHHH KaacCHPHKANMH HIMEeHEeHUH,
BHOCHMBIX B JOKYMEHTBI, COiepKalecss B PernCTPallnOHHOM 10Che Ha
3apernCTPHPOBAHHBI JIeKAPCTBEHHBIH Npenapar A1 MeJHIHHCKOro
 MpUMeHEeHHD

B cooTBeTcTBHHM C uyacThio 2 cTtathd 30 (DemepanbHOro 3akoHa OT 12 ampens
2010 1. Ne 61-®3 «O6 oOpalieHHH JIEKAPCTBEHHBIX CPEACTB» M MOAMYHKTOM 5.2.149
nyekTa 5 Tlonoxenus o MuHHCTEpCTBE 3/paBooxpaHeHus Poccuickor ®denepanuy,
yTBEpKAEHHOro noctaHoBnenueM [IpaBurenscTsa Poccuiickoi ®denepauuu ot 19 nrons
2012r.Ne 608, mIpuKa3EIBalo:

1. Paznen I knaccupukauuy H3MEHEHUH, BHOCHMBIX B JOKYMEHTHI, COICpXKAIHeCsH
B PETHCTPAalliOHHOM J1OChE HA 3apErHCTPMPOBAHHbLIH JIEKapCTBEHHBIH Tpernapar
IS MEIMIMHCKOTO TIPMMEHEHHs, YTBEPXKICHHOH MpHKa3oM MMHHCTEpCTBa
3apaBooxpaHeHuss  Poccuiickoii ~ ®emepammu 0T 13 nekabps 2016 r.  Ne 959
«O6 yTBepXAeHMH KIACCHOUKALMM H3MEHCHHH, BHOCHMBIX B JIOKYMCHTEL,
COIepIKAIMECS B PETHCTPALMOHHOM JIOChE HA 3apErMCTPHPOBAHHBIN JIeKapCTBEHHBIH
mpemapaT JUIs MEAULMHCKOro MPHUMEHEHHs» (3apEerHCTpHpOBaH MHHHCTEpPCTBOM
octumun Poccuiickoit depepanun 9 susaps 2017 r., perucrpauuonHeii Ne 45123),
C U3MEHEHHUSIMHU, BHECEHHEIMH ITPHKa30M MHUHHCTEPCTBA 3JpaBOOXpaHEHHs POCCHIICKOM
®enepauuu ot 6 Mapta 2023 r. Ne 95H (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHIHH




Poccuiickoit ®enepanuu 14 anpens 2023 r., peructpanuoHHbii Ne 73020), 10nomIHUTH
MyHKTOM 19 crnenyromero coaepKaHus:
«

19. | U3sMeHenne  ganHbix 1m0 OesomacHocTH | JIokymeHTauus aIMUHUCTPATHBHOTO
JIEKapCTBEHHBIX  CPENCTB Ha  OCHOBAaHHMHM | Xapakrepa.
uHbOpMaLUY 3KCIIEPTHOTO yupexneHus, | XuMHYecKas, (hapmaneBTHUECKAs H

pasMEmEHHOW Ha  oduumansHOM  caiTe | GHOIOrHYECKas JOKyMEHTALHA
MunucTepcTBa 3apaBooxpaHeHus Poccumiickoit
®denepauuu B HH(OPMALHOHHO-
TENCKOMMYHHUKaUHOHHOMH ceTy «VHTEpHET»

».
2. U3MeHeHue, MPEeOyCMOTPEHHOE HACTOSIIMM IPHKA30M, DPacIpOCTpaHAETCS

Ha 3asABIEeHMsA O BHECEHHH HM3MEHEHMHM B  JOKYMEHTHI, COJCpIKaIIUCCsA
B PETHCTPAlAOHHOM J0Cheé Ha 3apETHCTPHPOBAHHBIN JIEKAPCTBEHHBIA Iperiapar
171 MEJUIMHCKOTO IIPUMEHEH, NIPEACTaBIeHHBIE B MUHHCTEPCTBO 3ApaBOOXPaHEHUSA
Poccuiickoit @egepauun nmocie BCTYIUICHHS B CHIIY HACTOSLLIETO IIPHKa3a.
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