POCCUVICKASl ®EJIEPAIIUA
(I)EJIEPAJII:HBIFI 3AKOH

O BHeceHHH H3MeHeHHH B cTaThio 6 MeAepaTbHOrO 3aKOHA
«0 xomMepueckoii TaiiHe» H cTaThIo 45 DeepaLHOIO 3aKOHA
«(00 o0paleHnH JIeKAPCTBEHHBIX CPEACTB»

IIpunst I'ocynapctBenHoit Jfymoii 6 urons 2022 roga
Opmo6pen CoBeToM demepaliuu 8 umoaa 2022 roma
Crarpan 1

Braectu B crateio 6 DepepanpHoro 3axona ot 29 mrons 2004 roma
Ne 98-®3 «O kommepueckoit TaitHe» (CoOpaHMe 3aKOHOIATENLCTBA
Poccuiickoli ®@epepaunu, 2004, Ne 32, ct.3283; 2007, Ne31, cr.4011)
ClIeIyIOIHE U3MEHEHHS

1) momoNHUTH 4acThio 3' cieyromero COIEepXKaHUS:

3 QDenepanbHble OpraHbl HCHONHHUTENBHOW BJIACTH, IOJYYHBIIHE
B PpaMKaXx YCTAaHOBJIICHHBIX MOJHOMOUYMM WHQOPMAIMIO, COCTABJISIONIYIO

KOMMEpUYECKYIO0 TaliHy, OT obiajaTens Takod HH(MOpMAILWHU, MPEHOCTABJIAIOT
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TaKylo HHPOpPMAaLUIO IO 3ampocy ¢eaepalbHBIX OPraHOB MCIIOJHHTEIBHOM
BIACTH B PaMKax MEXBEIOMCTBEHHOTO0 HWH(OPMAIMOHHOTO B3aMMOIEHCTBHS
¢ cobmoneHueM TpeGoBaHMH U (WIM) OrpaHHUYEHHH, YCTaHOBIEHHBIX
HacrosamM  DenepalbHBIM  3aKOHOM, B CIy4asX, IpeIyCMOTPEHHBIX
¢denepanbHBIME 3aKOHAMH, C OJHOBpPEMEHHBIM HAaNpaBlieHWEM o001anaTeso
TaKOW MH(OpPMAIMHU JIIOOBIM JIOCTYIIHBIM CIIOCOOOM, B TOM HHCIIE TIOCPEACTBOM
3NEKTPOHHOIO NOKYMEHTa, INOIIUCAHHOIO YCWJIEHHOM KBaTM(UIMPOBaHHOU
3IIEKTPOHHON MOANMCHIO M HANpaBiIEHHOIO Ha aJpec HJIEKTPOHHON NOYTHI
obnazatenss Takod HMHQOpManMH, YBENOMJEHHS O ee IpeNoCTaBICHUH
C yKazaHHeM o0beMa NIpeoCTaBIeHHONH HHOPMALIUH. »;

2)B vacth 4 cimoBa «B dYacTaXx 1 ¥ 3» 3aMEHUTb CJIOBaMH
«Byactax 1,3 u3'.

Crartbsn 2

Crateio 45 ®enepanbHoro 3akona ot 12 ampens 2010 roma Ne 61-@3
«O06 obpamierun JieKapcTBeHHBIX cpencTB» (CobOpaHue 3aKOHOAATENLCTBA
Poccuiickoit ®enepannm, 2010, Ne 16, cr. 1815; 2012, Ne 26, ct. 3446; 2014,
Ne 43, ct. 5797; No 52, ct. 7540; 2015, Ne 51, ct. 7245; 2016, Ne 27, ct. 4194,
2017, Ne 31, ct. 4827; 2019, Ne 31, ct. 4456; Ne 52, ct. 7780, 7799; 2020, Ne 52,
cT. 8590) HONOIHUTE YaCTHIO 2! CIEAYIOIIETO COAEPIKAHUS:

«2'. Jlns uemeit MHIEH3MPOBAHKS IPOU3BOACTBA JIGKAPCTBEHHBIX CPEICTB

V1T MEAULMHCKOIO NMPUMEHEHUS U MHCIEKTUPOBaHUA CyOBEKTOB oOpallieHus



JIeKapCTBEHHBIX CPEICTB Ha COOTBETCTBHE TPeOOBaHMAM IIPaBWII HaaJeXallen
IPOM3BOJICTBEHHON MPaKTUKU (perepaibHBI OpraH HCIOTHUTENBHONW BJIACTH,
OCYIIECTBIISIFOIIUI rOCyJapCTBEHHYIO PETUCTpALHIO JeKapCTBEHHBIX
NIpenaparoB il MEIUIIMHCKOIO MPUMEHEeHUs, MpeAoCTaBisieT (enepaabHOMY
OpraHy  WCIIOJHHMTENBHOM  BJIACTH, OCYIIECTBIsIOmeMY  (enepaibHbBIN
rOCyJapCTBEHHBIN JNTHIEH3UOHHBIA KOHTPOJIb JIEATebHOCTH IO TPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJCTB AN MEAMIMHCKOTO NPHUMEHEHHS, IO €ro 3ampocy
B paMKax MEXBEJIOMCTBEHHOTO UH(OPMAITHOHHOTO B3aHUMOIENCTBUSI
B ITOPSAIKE, YCTAHOBICHHOM (e/lepalbHBIM OPraHOM HCIIONHUTENBHON BIIACTH,
OCYILECTBIISIONAM JIMIIEH3UPOBaHUE IPOU3BOJACTBA JIEKAPCTBEHHBIX CPEICTB
JUISL MEAMIIMHCKOTO TPUMEHEHHUs, U (elepalbHBIM OPraHoOM HCHOJHUTEIHHOU
BJIACTH, OCYILIECTBISIOLUM TOCYJAapCTBEHHYIO PETHCTPAaLHI0 JIeKapCTBEHHBIX
MpenaparoB JJsl MEJUIMHCKOIO IPUMEHEHHs, CBEJeHHS O JeKapCTBEHHBIX
CpeICTBax, yKa3aHHBIE B 4acTH 5 crarbd 18 Hacrosimero MenepaibHOro 3aKOHa,
B TOM 4YHCJE B cilydae, €ClIM TaKhue CBEJCHHUS COCTABISAIOT KOMMEpPYECKYIO

TailiHy.».

B.Ilytun

Mocksa, Kpemib
14 nrona 2022 ropa
Ne 311-®3



