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| Pergerpannonisis N SALH G
O Buecenun usmenennii B npukasz MuHucTeperBa 3apaBooxpaHeHus Poccuiickoi
Denepannu ot 9 dpepans 2016 r. Ne 80n «O6 yTBep:kaeHHH NMOpPAAKA BeAeHHUA

rocyrapCcTBeHHOI0o peecrpa JECKAPCTBEHHBIX CPEACTB AJI MEAHIHHCKOI0
HNPHUMECHECHU S

B cooTsercTBUM ¢ myHKTOM 3 cTathn | MenepanbHOro 3akoHa OT 28 nexabpst 2017 r.
Ne 425-@3 «O BHeceHmu wusMeHenuii B ®DesmepanbHblii 3akoH  «O6 oOpatneHuu
JIEKapCTBEHHBIX CPEICTBY», ITOJIIYHKTOM «B» IyHKTa 10 cratbu 1 MepepanbHOro 3akoHa
or 27 pexabps 2019 r. Ne 475-®3 «O BHeCEeHUM H3MEHEHHH B @enepanpHBI 3aKOH
«O6 ofpauieHun JeKapCTBEHHBIX CpefcTB» M MDemepanbHeii 3akoH  «O BHECCHHH
n3MeHeHui B @DenepanbHblii  3akoH  «O6 oOpallleHHH JIeKapCTBEHHBIX CpEACTBY,
NyHKTaM# 28 u 29, NOAIyHKTOM «k» NyHKTa 30 cTath | u yactamu S u 7 craTbu 4
®enepanbHoro 3akona ot 30 simaps 2024 r. Ne 1-®3 «O BHECEHMH H3MEHeHuil
B Denepansubiii 3akoH «O6 obpallieHuy JieKapcTBEHHBIX cpeacTs» U ctatbu 1 m 4
DenepanbHoro sakona «O BHeceHHH u3MeHeHu B DeepanbHbli 3akon «O6 o0parteHuu
JCKapCTBEHHBIX cpencrB» U DenepanbHbli  3ak0H «O BHECEeHMHM W3MEHEHWIA
B Oenepanbhblii 3akoH «O6 obpallleHHH TeKapCTBEHHBIX CPEACTBY, YacThio 3 CTAThbU 33
DezepanbHoro 3akona ot 12 anpeins 2010 r. Ne 61-®3 «O6 obpaienun JIEKapCTBEHHBIX
CPEACTB» U MOAMYHKTOM 5.2.153 nynkra 5 [lonoxenus 0 Munncrepctse 3PaBOOXPaHECHHUS
Poccuiickont ®enepanuu, yTBEPKAEHHOTO ITOCTAHOBIEHUEM IIpaButensctBa Poccuiickoi
®enepanuu o1 19 mons 2012 1. Ne 608, n1p M K a3 bI B 2 10:

1. YBepauTs npunaraeMple H3MEHEHHNs!, KOTOPblE BHOCATCS B IIPHKa3 MunucrepcrBa
3apaBooxpaHeHust Poccuiickoii ®Demepanuu ot 9  despans 2016 1. Ne 80H
«O06 yTBepX/ieHMH TIOpAZIKa BEJICHHUS FOCYJAPCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEJICTB
AL METMUMHCKOTO  NPHMCHEHMS»  (3aperMcTpUpoBaH MUHHCTEPCTBOM — IOCTHIMH
Poccuiickont ®eneparuu 21 mapra 2016 r., peructpanuoHHsrit Ne 41471), c u3MeHeHuEM,
BHECCHHBIM TpuKa3oM MuHucTepeTsa  3/paBooxpaHenust Poccuiickoit  Peneparmu
oT 23 cents16ps 2016 r. Ne 7311 (3apeructpupoan MHHHCTEPCTBOM FOCTHITHE POCCHICKOI
Oenepauun 4 okT6ps 2016 r., peructpauronnsii Ne 43894).




2. ITonoxxeHus NONIMYHKTOB 3 ¥ 4 MyHKTa 2 U3MEHEHUH, YTBEPIKIEHHEIX HACTOAIINM
IIPUKA30M, BCTYIalOT B cuity ¢ 1 saBaps 2026 r.

Munuctp | M.A. Mypaniko




YTBEPX/IEHbBI
nprKa3oM MHHHCTEPCTBA 3ApaBOOXPAHEHHS
Poccuiickoit ®enepanun

ot « 14 %/W’ML 2025 . Ne F29H

H3menenusi, KOTOpble BHOCATCH B NpHKa3 MUHHCTEpPCTBA 3ApaBOOXPaHEHHSI
Poccuiickoii ®enepaunu ot 9 despans 2016 r. Ne 80u «O6 yTBepxIeHnn nopsiaka
BEICHHS IOCyJapCTBEHHOI0 PEeCTPa JIEKAPCTBEHHBIX CPEACTB I MEAHHHCKOT0

NpUMeHeHHs»

1. IIynxT 2 npu3HaTh yTPATUBIIINM CHUILY.

2. B mopsiixe BelleHWs IOCyJapCTBEHHOTO PeecTpa JEKapCTBEHHBIX CPEACTB I
MEIMLHUHCKOTO IPUMEHEHHS:

1) B mynkre 5:

a) B MOAIYHKTE 1:

NOAITYHKTBI «B» M «I» HM3JIOXKHTh B CIEAYIOLIEH pelakLuu:

«B) HAUMECHOBAHHE [IEpKaTeNs WM BIafiellblia PErMCTPAMOHHOTO YIOCTOBSPCHHS
JIEKapCTBCHHOIO Ipenapara W CBEJEHMS O PEruCTpallM JAepiKarels WM Biajelbla
PETMCTPAalMOHHOTO  YJIOCTOBEPEHUS JIEKAPCTBEHHOI'O IMpenapara Uil MEIUIIHCKOTO
NPUMEHEHUS B KAa4eCTBE HAJIOTOILIATENBIIMKA B CTPAHE PerucTpauuu (IJis pOCCHHCKUX
IOPMAMYECKUX JIHL — HICHTH()UKAIMOHHEIA HoMep Hanororuarensmuka (MHH), mis
WHOCTPAHHBIX  IOPUIMYECKMX  JIMI — CTpaHa  perucrpanuy, HauMeHOBaHHe
PETUCTPUPYIOIIETO OpraHa, PErHCTPAMOHHBIA HOMEp, KOJ| HaIOrOILIATENbINUKA B CTpaHe
perucTpanyy (MHKOPIIOpaIAH ) WITH €TI0 aHajIor);

I') HAUMEHOBAHHUE U aJpec IPOU3BOIUTEIIS JIEKAPCTBEHHOTO MPENapaTa i CBEIEHHS O
PETUCTPaly MPOU3BOIUTEIS JIEKAPCTBEHHOTO ITPeTapaTa JuIsl MeAUIMHCKOrO MPUMEHEHHS
B Ka4eCTBE HAJOIOMIATENbIINKA B CTpaHe PErMCTpaluy (JUIl POCCHUCKHMX IOPHAMYECKHUX
ML - MICHTHGHKAUMOHHBIA HoMep Hajoromnartenbivka (MHH), ans mHOCTpaHHBIX
IOPUANYECKUX JIMI — CTpaHa PErucTpaliM, HaMMEHOBAHHE PErHCTPUPYIOLIEro OpraHa,
PETUCTPAllMOHHBI  HOMEp, KO  HAIOroIjaTenbliKa B  CTpaHe  PEerHCTPaluH
(MHKOPIIOPAIINHN) HITH €0 AHAJIOT);»;

MOMITYHKT «(» MPU3HATH YTPATHBIINAM CHUILY;

TOJTITYHKT «X» U3JI0XKUTh B CIEAYIOUIEH PeNaKI1N:

«X) MHQOPMALHSL O TOM, SBJISETCS JIU JJAHHBIH JIeKapCTBEHHBIN Ipernapat ophaHHbIM
JIEKApCTBEHHBIM ~ IPEIapaTtoM, HMMYyHOOHMOJIOTHYECKUM JIGKAPCTBEHHBIM IIpeIapaToM,
panuodapManeBTHYECKAM JIEKapCTBEHHBIM pernaparom, rOMeOonaTHIeCKUM
JIEKApCTBEHHBIM ~ IIpEIapaToM,  OHOJNIOTMYECKUM  JICKapCTBEHHBIM  IIPENAparoM,
BBICOKOTEXHOJIOTMYHBIM JICKAPCTBEHHBIM IPENapaToM, BIIEPBbIC 3aperdCTPUPOBAHHEIM B
Poccniickoit @exepanuu B cooTseTcTBIU ¢ PefepanbHbIM 3akoHOM oT 12 anpens 2010 .
Ne 61-03 «O6 obpaleHnu JIeKapCTBEHHBIX CPEICTBY MITH AKTAMH, COCTABISIONMMH [IPABO
EBpazuiickoro 5KOHOMHYECKOTO COI03a;»;

0) B HOAMYHKTe 2:
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TOIIMYHKT «a» JONOIHUTE CIIOBAMH «, (opMa BBIITYcKa (C yKa3aHHEM JO3UPOBKH
(npy HayM4KN), HaCOBKH U YIIAKOBKH)»;

NOJNMYHKT ~ «0»  [ONOJHUTE  CIOBaMH  «(WISl DPOCCHHCKHMX  IOPHIMYECKHX
ML — HMICHTHQHKALMOHHBIA HOMep Hanoromiatensumka (MHH), mis mHOCTpaHHBIX
IOPUANYECKNX JIMI[ — CTPaHa PErHCTPalMH, HaMMEHOBAHHE PErHCTPUPYIOINEro OpraHa,
PETMCTPAalMOHHEI ~ HOMEp, KOJ  HAaJlOroIlIaTelblIMKa B  CTpPaHe  PerHCTPALHH
(MHKOPIIOpALIMN ) HITH €0 AHAJIOT)»;

2) B iyHKTE 6:

a) OAIYHKT 1 JOMONHWTH CIOBaMU «, GpOpMa BHITycKa (C yKa3aHHeM TO3UPOBKH
(npu HaNMU4KH), (HACOBKY U YIIAKOBKM ),

0) HOMIIYHKT 2 M3JI0XUTH B CIIEAYIOILEH peIaKIIuu:

«2) HaMeHOBaHWUe, aJIpec IPOU3BOAUTENS (apMaleBTHIECKOH CyOCTAHIIN, & TAKKe
CBEAICHHS O PErUCTpalUM MPOU3BOAMTENS (PapMalleBTHUECKON CYOCTAHIMM B KadyecTBe
HaJIOTONIATEIbIINKa B CTpaHe perucTpamud (I POCCHUCKUX  IOPUIAMYECKHX
AN — HIEHTU()UKAIHOHHBIE HoMep Hanoromnmartensmmka (MHH), mis MHOCTPaHHBIX
FOPUANIECKNX JIMI[ — CTPaHa PErHCTpaluy, HaMMEHOBaHME PErHCTPHPYIOINEro OpraHa,
PETUCTPALMOHHBI  HOMED, KOJ  HAJIOTOMNATeNbUIMKA B  CTpaHe  peTHCTPALUH
(MHKOpIIOpALIN) HITH €0 aHAJIor);»;

3) B mynkTe 8:

a) DOAIMYHKT 2 JOMOJHHTH  CJOBAMH  «,  TOANHMCAHHOIO  YCHIEHHOH
KBAaMM(UIMPOBAHHOR SIIEKTPOHHON IIOMIMCEHIO, IIYT€M €r0 HAMpPABICHHs MOCPEICTBOM
(enepanbHON  rocymapcTBeHHONW —HMHQPOPMAIMOHHON — CHCTEMBI  «EIMHBIA nopran
rOCYNapCTBEHHBIX M MYHHUIHUIANBHBIX yeiIyr (QyHkuuil)» (nanee — Exunbii mopran),
CTaTyC KOTOpoH ycraHoBieH IlonoxeHneM o (enepanbHOii  rOCyaapCTBEHHOMN
MH(QOpMALMOHHOH crucTeMe « EXUHBIN IOpTAT rOCYIapCTBEHHBIX U MYHULHANATBHBIX ycayr
(QyHxumii)», yTBep)IeHHBIM HocTaHoBenreM IIpaBurenscrBa Poccuiickoit Denepanyu
oT 24 oktsabps 2011 r. Ne 861 «O demepanbHbIX rocyaapcTBEHHBIX UHPOPMAITOHHBIX
CHCTeMax, 00eCreurBalOKUX MPENOCTABNCHIE B JIEKTPOHHOM (GOpMe roCyIapCTBEHHBIX
M MYHUIMDAIBHBIX  yclIyr  (OCyluecTBieHMe  GYHKUMH)», B  MHHUCTEPCTBO
31paBooxpaHeHns Poccuiickolt ®expepanmy Wi B JIMYHBI KabuHeT MuHHCTEpCTBa
3/paBooxpaneHns Poccuiickoii Penepanny B eUHOI roCy 1apCTBEHHOM HHDOPMAIIHOHHOMN
cucTeMe B cdepe 3APABOOXpaHEHHs (Hanee — emWHAs CHCTEMa), CTATyC KOTOpOH
ycraHosnen noctaHosnenueM Ilpasurensctsa Poccmiickoit Menepauuu ot 9 deppans
2022 r. No 140 «O enmHO#t rocynapcTBeHHOM HHQOPMAIMOHHON CHCTEME B coepe
3[PaBOOXPaHEHHUSD;

6) moamyHKTEI 3 — 6 U 8 IPU3HATE YTPATHBILKMMH CHITY;

4) B myHkTe 9:

a) MOAIYHKT 2 U3JI0XKHUTb B CIEAYIOUIEH peakI1u:

«2) HanpaBeHus pa3paboTUNKOM JIEKAPCTBEHHOTO CPEICTBA MM IIPOHU3BOIUTENEM
JIEKapCTBEHHOT'O CPEACTBA JUOO YNOJHOMOYEHHBIM UMH JPYTHM IOPUIHYECKHM JHLIOM
nocpeacreoM EnuHoro mnoprana B MuHHCTEpCTBO 3ApaBooxpaHeHHs Poccuiickoii
Qezepanuu MMM B JIHYHBIN KaOWHeT MUHMCTEpCTBa 3apaBoOXpaHeHus Poccuiickoit
Qesepaliid B €IMHOH CHCTEMe ITOJMHCAHHOTO YCHJIECHHOM KBaIH(UUHPOBAHHOMN
DIIEKTPOHHOH MHOJMNHUCBIO 3asBIEHHA 00 MCKIIOYEHHH W3 TOCYIApCTBEHHOTO peecTpa
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JIEKapCTBEHHBIX ~ CPEACTB  (apMalleBTUYECKOH CyOCTaHIMH, INPOM3BEACHHOH VIS
peanu3aiuu;y;

0) NOANMYHKT 3 NIPU3HATH YTPATUBLINM CHILY.




