YTBEPXJIEHO
IlocTanoBienue
MuHucTepcTBa 37paBOOXPAHECHUS

Pecniy6nuku bemapych

PETJIAMEHT

aIMUHUCTPATUBHOMN MPOLEAYPHI,
OCYIIIECTBIISIEMOMN B OTHOILIEHUH
CyOBEKTOB X035 CTBOBAHMS, 1o
MOJIIIYHKTY 9.4.12 «Perucrpanus
pEeIeIbHON OTIYCKHOM E€HBI
MPOU3BOJIUTENSI  HA  JIEKQPCTBEHHBIN
npemnapar

1. OcoGeHHOCTH OCYIIECTBIEHUS aIMUHUCTPATUBHON MIPOLIEAYPHI:

1.1. HauMeHOBaHWE YIOJIHOMOYEHHOTO OpraHa (1M0JIBEIOMCTBEHHOCTb
aIMUHUCTPATUBHOM Mponeypbl) — MHHUCTEPCTBO 3APABOOXPAHCHHUS;

1.2. HOpMaTUBHBIE TMPABOBBIE AaKThl, PETYJIUPYIOIIUE  TOPSIOK
OCYILECTBJICHUS aIMUHUCTPATUBHOMN MPOIIEYPHI:

3akon Pecnyonuku bemapyce ot 28 oktsaops 2008 r. Ne 433-3
«O0 oCHOBax aAMUHUCTPATUBHBIX MPOLEAYPY;

Vka3 Ilpesuaenra Pecnyonuku benapyce ot 22 aBrycra 2018 r. Ne 345
«O perucrpanuu 1eH Ha JEKapCTBEHHBIE CPEICTBAY;

VYka3 Ilpesunenra Pecnyonuku benapyck ot 31 nexadbps 2019 r. Ne 499
«O0 00palleHnH JIEKapCTBEHHBIX CPEACTBY;

Vka3 Ilpesuaenta Pecnyonuku benapyck ot 25 urons 2021 r. Ne 240
«O0 aJAMUHUCTPATUBHBIX TNPOLIEAYypaX, OCYIIECTBISIEMbIX B OTHOIICHHUU
CyOBEKTOB XO35IICTBOBAHUSY;

noctaHoBienne  CoBera  MwunuctpoB  Pecnyonuku — benapych
oT 31 okts0ps 2018 1. Ne 776 «O peructpaiu mpeaesibHbIX OTIMYCKHBIX IIEH
IPOU3BOIUTENIEN HA JIEKAPCTBEHHBIE CPEACTBAY;

noctaHoBienne  CoBera  MwunuctpoB  Pecnyonuku — Benapych
or 24 centsops 2021 1. Ne 548 «OO0 agMUHUCTPATHUBHBIX MPOLEAYPaAX,
OCYIIECTBIIIEMBIX B OTHOIIEHUN CYOBEKTOB XO35ICTBOBAHUSY;

1.3. WHBIE UMEIOIIHECS 0COOEHHOCTH OCYILIECTBJICHUS
aIMHUHUCTPATUBHON MPOLIETYPHI:

1.3.1. perucrpauuu npPeAcTbHON OTMYCKHOW LEHBI MPOU3BOAUTENS
MOJJIEKAT JIEKAPCTBEHHBIE CPEACTBA, YKazaHHble B moAnyHkre 1.1 myHkra 1
Vkaza IlIpesunenta PecnyOnuku benapych «O perucrpanuu IeH Ha
JIEKapCTBEHHBIE CPEJICTBAY;
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1.3.2. gepxkareneM perucTpaiiOHHOrO yIOCTOBEPEHHS MOT'YT BBICTYIIATh
JuIa, yKkasaHHble B a03ane 2 myHkTa 2 [lonmokeHus o mopslike perucTpaiuu
MPEAENbHBIX OTITYCKHBIX LIEH ITPOU3BOJUTENCH Ha JIEKAPCTBEHHBIE CPEJICTBA;

1.3.3. DONOJIHUTENBHBIE OCHOBAHUA [JII OTKa3a B OCYLIECTBICHUU
aIMUHUCTPATUBHOM TIPOLIEAYPHl IO CpaBHEHWIO C 3akoHOM PecmyOmukm
benapyce «0O0 ocHOBax aAMUHHCTPATUBHBIX TMPOIEAYpP» OMPEICICHBl B
nyHKTax 6, 9, 11 IlonoxeHns o mopsiAKE pEruCTpaluy MPEAEIbHBIX OTITYCKHBIX
LIEH POU3BOJIUTEIICH HA JICKAPCTBEHHBIE CPENICTBA;

1.3.4. ocHOBaHus MJIsI OTMEHBI PEIIEHUS O PETMCTPALUUU IPEAECITBHON
OTIYCKHOM IWEHBbl omnpeneneHsl B IyHKTe 18 Ilonmoxkenus o mnopsake
pEruCTpallii  TMPEeNAbHBIX  OTHYCKHBIX  LE€H  NIPOWU3BOAMUTENEH  Ha
JIEKapCTBEHHBIE CPEJICTBA.

2. CpemeHuss O CHpaBKE€ WIM MHOM JIOKYMEHTE, BBIIaBAEMOM
(IpUHMMAaEeMOM,  COTJIACOBBIBAEMOM,  YTBEPKIAEMOM)  YIOJIHOMOYEHHBIM
OpraHoOM IO pe3yJIbTaTaM OCYILECTBICHUS aIMUHUCTPATUBHON NPOLETYPHI:

HaumenoBanue Cpok dopma
JIOKyMEHTA JIEHCTBHS MpeACTaBICHUS
yBEIOMJICHHE 0eccpoyHO NUCbMEHHAas

Nuble nelcTBUS, COBEpLIAEMBIE  YINOJHOMOYEHHBIM OpraHoM Mo
UCIIOJIHEHUIO aJMUHUCTPATUBHOIO PEIICHHUS, — BHECEHHE CBEACHHUN O
3apEeTUCTPUPOBAHHOM JIEKAPCTBEHHOM Mpemnapare B ['ocyapCTBEHHBIN peecTp
IpEeACNIbHBIX OTIYCKHBIX II€H MPOW3BOAMUTENICH Ha JIEKAPCTBEHHBIE CPEACTBA
JIEKapCTBEHHBIX cpeaAcTB Pecrybnvku benapych.

3. Ilopsigok nojauu (0T36IBa) AIMUHUCTPATUBHOM 5KalOOBbI:

HaumenoBanue rocyaapcTBeHHOTO oprana|@opma mogauu (0T361Ba) aIMUHUCTPATUBHOM
(MHOM OpraHu3aIliy), PACCMaTPHUBAIOIIETO JKa100bI (3JIEKTpOHHAS U (UJTH)
aJIMUHUCTPATUBHYIO JKAJI00Y nUChbMEeHHas (hopMma)

CoBeT MUHUCTPOB MUCbMEHHas, PJICKTPOHHAS
Pecnyonmnku benapych




