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Cratpg 1

Buectu B ®emepasnbHbiit 3akoH oT 12 ampesst 2010 roma N 61-d3 "06
oOpaieHnn JjeKapcTBeHHbIX cpeacTB” (CoOpaHue 3aKOHOAATeIbCTBA
Poccuiickoit ®emepannm, 2010, N 16, cT. 1815; N 42, cT. 5293; N 49, cT.
6409; 2011, N 50, ct. 7351; 2012, N 26, cT. 3446; 2013, N 48, cT. 6165; 2014,
N 43, ct. 5797; N 52, cT. 7540; 2015, N 29, cT. 4367; N 51, cT. 7245; 2016, N
27, cT. 4194; 2017, N 31, cT. 4827; 2018, N 1, cT. 9; N 24, cT. 3407; N 49, cT.
7521; 2019, N 31, cT. 4456) cnenymooiiye U3MeHEeHUSI :

1) BuacTtu 5 cratbm 18:

a) ab3arl rmepBbIit MyHKTa 1 JOMOTHUTH CJIOBaMM ", 38 MCK/TIOUeHMEM
mHpopMalmu o papMalieBTUUECKUX CYOCTAHIMSIX, BKIIOUEHHbIX B
roCyIapCTBEHHBIN peecTp JIeKapCTBEHHBIX CPEeACTB B COOTBETCTBUM CO
craTbeilt 34 HacTosero ®egepasibHOTO 3aKOHA";

0) IOIOJHUTH MTYHKTOM 1.1 CJIeIYIOIIEero comepskaHmsi:

"1.1) B oTHOWmEeHUM hapMaleBTUUECKUX CYOCTaHIIVI, BXOISIINX B COCTAaB
JIEKapCTBEHHOTO TIperapara 1 BKAKUYEHHBIX B TOCYAAPCTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUM CO CTAaThe 34 HACTOSIETO



denepaibHOTO 3aKOHA, - KOMMS JOKYMEHTa, CoJlepsKallero Cieayoiryio
nHopmMaluio:

a) HauMeHoOBaHMe (papMalleBTMUECKO CyOCTaHI[MM, ee CTPYKTypa, 001ne
CBOJICTBA;

0) HauMeHOBaHMe U afpec POU3BOAUTEIS;
B) pe3yJIbTaThl aHA/IM3a cepuit hapMaIreBTUIYeCKO CyOCTaHIINN;
) CPOK TOOHOCTH;";

2) B IyHKTe 3 yacTu 8 cTaThy 34 C10Ba "TIYHKTOM 2 4aCTu 1" 3aMeHUTD
CJI0BaMM "4acThlio 2";

3) BuacTu 4 ctaTby 45 cjioBa "BK/IIOUEHHBIE B TOCYJAapCTBEHHBIN peecTp
JleKapCTBEHHbIX CPEICTB" 3aMEeHUTDb CJIOBaMM "CBeJleHMSI O KOTOPBIX
CoZepKaTcs B rOCyJapCTBEHHOM peecTpe JIeKapCTBEeHHBIX CPeiCTB";

4) ByacTy 2 cTaThy 47 cjI0Ba "ObITh BKITIOUEHBI B TOCYHAPCTBEHHbIN peecTp
JIeKapCTBEHHBIX CPeICTB" 3aMEeHUTD CJIOBAMM "COIEPKAThCS B
roCyIapCTBEHHOM peecTpe JIeKapCTBEHHBIX CPeJICTB";

5)yacTb 7.1 cTaTby 67 U3JOKUTH B CIAEAYIONIEN pegaKIn:

"7.1. JlekapcTBeHHbIE MperapaThl A1 MeAULIMHCKOTO IIPYMeHeHUs,
npeHa3HAuYeHHbIe I 00ecTieueHus JInil, 60JbHBIX reMopuImnei,
MYKOBMCIIMI030M, IUITO(PM3apHbIM HaHM3MOM, O0Jie3HbI0 ['o1ie,
3JI0Ka4eCTBEHHbIMIM HOBOOOpa30BaHUSIMU IMM@OUIHO, KPOBETBOPHOIL U
POLCTBEHHBIX UM TKaHe, pacCessHHbIM CKIepO30M, JIUIL I10C/Ie
TpaHCIUIAaHTAL MM OPTaHOB U (M/IM) TKaHeI, Tpou3BefeHHbIe 10 31 mekabps
2019 ropa, a TakKe MHbIE JIeKAPCTBEHHbIE TIpernaparTsl Ajis MeIULMHCKOTO
puMeHeHus1, mpousseaeHHbie A0 1 uiosist 2020 roaa, rmoajeskaT XpaHeHu 1o,
repeBO3Ke, OTITYCKY, peaju3alnu, epegaye, mpuMeHeHMI0 6e3 HaHeCeHUs
CpeCTB UAeHTU(UKAIMY 10 MCTeUeHMs CPOKa UX TOIHOCTH." .

CraTtps 2

Buectu B ®emepabHblil 3aKOH OT 28 mekabps 2017 roga N 425-d3 "O
BHeCEeHUM u3MeHeHmii B DefepanbHblii 3akKoH "O6 o6palneHnn
JleKapCcTBeHHbIX cpencTB’ (CobpaHue 3aKOHOAATENbCTBA PoccuiicKoii
depepanun, 2018, N 1, cT. 9; N 49, ct. 7521) cnepymonue u3MeHeHUS:



1) B ab3a1ie BTOpOM IOAITYHKTa "6" MyHKTa 7 cTaThy 1 cjioBa "M MUSBOK
MeIVLVHCKMX" 3aMEeHUTD CJIOBAMM ", IUSIBOK MeIULIVHCKUX U Ta30B
MeOUIIMHCKUX" ;

2) BuacTtu 2 ctaTtby 2 cioBa "c 1 suBaps 2020 roma” 3aMmeHUThb caoBaMu " 1
mionsg 2020 roga”.

Cratbs 3

HacTosmuiit ®enepanbHblii 3aKOH BCTYIIA€T B CUJTY CO JTHSI €r0
0bUIIMATBHOTO OITyOIMKOBAHMSI.
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