O BHeCeHMn U3MeHeHUMN B NnepeyYyeHb UHAUKATOPOB PUCKA
HapyweHusa obsa3aTenbHbIX TpeboBaHuu No hepepasibHOMY
rocyaapCTBeHHOMY JIMLLEH3MOHHOMY KOHTPOJIIO AeATeNIbHOCTU No
NPOU3BOACTBY JIEKAPCTBEHHbIX CPeACTB AJIS BeTePUHAPHOro
NnpUMMEeHeHus, YTBepPXAeHHbIN npukazoM MuHcenbxo3sa Poccum ot
19 aHBapsa 2022 r. Ne 19

Mpuka3s - Ne 581 - 01 08.10.2024 - MMHNCTEPCTBO CENbCKOr0 X0351MCTBa * [encTeyeT 6e3 n3mMmeHeHnn

MWHMCTEpPCTBO CTULMK
Poccuinckon degepaunmn
3APEFMCTPUPOBAHO
PernctpauunoHHbii Ne 80103
oT 11 Hoabps 2024 r.

MWHWCTEPCTBO CE/IbCKOIO XO39NCTBA POCCUNCKOI ®ELEPALIAN
MPUKA3

MockBa

8 okTsa6psa 2024 r. Ne 581

O BHECEHUUN N3MEHEHU B NepevyeHb MHAMKATOPOB pUCKa HapyLlleHns oba3aTenbHblx TpeboBaHW No
thefepanbHOMY roCyapCTBEHHOMY JINLLEH3NOHHOMY KOHTPOJIIO AeATeIbHOCTY MO NPou3BOACTBY
JleKapCTBEHHbIX CPEACTB A1 BETEPUHAPHOI0 NMPUMEHeHNs, YTBEePXXAEHHbIN NPpYKa3oM MuHcenbxo3a
Poccum o1 19 aHBaps 2022 1. Ne 19

B cooTtBeTCTBUM C NYHKTOM 1 YacTn 10 cTaTbun 23 GepepanbHoro 3akoHa o1 31 mong 2020 r. Ne 248-03 "0
rocyZapCTBEHHOM KOHTpOJe (HaA30pe) M MyHULMNansHOM KOHTposie B Poccuinckon ®epepaummn”, 4actoio 1
cTaTbn 9 GenepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-d3 "O6 obpalleHnn NeKapCTBEHHbIX CPeacTB"
N NYHKTOM 1 MMonoXeHns 0 MUHUCTEPCTBE CESIbCKOro X03ancTBa Poccninckon degepaunm, yTeBepx4eHHOro
noctaHoBneHueM MpasuTtenbcTBa Poccunckon ®epnepauum ot 12 nioHsa 2008 r. Ne 450 , npukasbiBalo:
BHeCTn n3mMeHeHns B NepeyeHb MHAMKATOPOB PUCKa HapyLLeHns 06s3aTenbHbix TpeboBaHuin No
(henepanbHOMY rocylapCTBEHHOMY JINLLEH3UOHHOMY KOHTPOJIIO AeATESIbHOCTU MO NPOU3BOACTBY
JIeKapCTBEHHbIX CPEACTB A1 BEeTEPUHAPHOIr0 NPMMEHEHNS, YTBEPXXAEHHbIN NPYKa3oM MuHcenbxo3a
Poccum o1 19 aHBaps 2022 r. Ne 19 (3apernctpuposaH MuHiocTom Poccum 22 dpespans 2022 r.,
perncTpaumoHHbin Ne 67432), C U3BMEHEHUAMU, BHECEHHBIMM NpUKa3aMu MuHcenbxo3a Poccum oT 16 nioHs
2023 r. Ne 574 (3apeructpupoaH MuHtoctom Poccum 20 uona 2023 r., peructpauoHHsin Ne 74353) n ot
28 nekabpsa 2023 r. Ne 947 (3apeructpmpoBaH MuHiocToM Poccum 26 mapTa 2024 r., pernctpaumoHHbin Ne
77639), cornacHo NPUNOXKEHUIO K HAaCTOSALWLEMY MPUKa3y.

MuHucTp O.H.JyT

MpunoxxeHue

K npuka3sy MuHcenbxo3sa Poccun
0T 8 oKkTAbpsa 2024 r. Ne 581

W3MEHEHUA,

BHOCMMbIE B MepeyeHb MHAMKATOPOB PUCKa HapyLleHns obsa3aTensHbix TpeboBaHuin No penepasbHOMY
rocyapCTBEHHOMY JNLEH3UOHHOMY KOHTPOJIIO AeSATENbHOCTY MO NPON3BOACTBY JIeKapCTBEHHbIX CPeACTB
L1 BeTepnHapHOro NpUMeHeHUs, yTBepXAeHHbIM NpuKa3zomMm MuHcenbxo3a Poccum oT 19 aHBapsa 2022 r. Ne
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1. JonosiHNTbL NYHKTOM 5 C/ieiyIoLero CoLepXXaHus:

"5. BbiiBNeHNe HeCOOTBETCTBUS CBEAEHWI O KONNYeCcTBe NOTpebuTeNbCKMX YNakoBOK BBEAEHHOM0 B
060pOT NneKkapcTBEHHOro nNpenapaTa 419 BEeTEPUHAPHOro NMpUMEeHeH s, CBeAeHUs 0 BBOAe B 060poT
KOTOPOro noAsiexxaT NpeAcTaB/IeHNI0 B FOCYJapCTBEHHYIO0 MHPOPMALIMOHHYIO CUCTEMY MOHUTOPUHIa 3a
060pOTOM TOBApPOB, NoAaexaliux 06s3aTeNbHON MapKMPOBKe CpeacTBaMu naeHTugmkaumm 11,
copepxawmuxcsa B PefepanbHON rocyAapCTBEHHON UHOPMaLMOHHOW cucTeMe B 061acTu BeTepuHapuu, 1
CBEAEHWIN 0 KOSIMYeCTBe KOLOB MapKUPOBKY, NPefoCTaBAeHHbIX MPOU3BOAMTEIO YKa3aHHOro
JleKapCTBEHHOIro npenapaTta AN BETEPUHAaPHOr0 NPUMEHEHUS, CoAepXXaLuxcsa B rocyjapCTBEHHON
MH(OPMALMOHHON CMCTEME MOHUTOPMHIa 3a 060pOTOM TOBapPOB, Noasexallmx 06sa3aTeslbHON MapKUpoBKe
cpencTBaMn naeHTudgukaymm.".

2. [ononHUTb CHOCKOoM 11 K NyHKTY 5 cnefytowero cogepXaHus:

"11. CtaTbs 20.1 ®PepepanbHOro 3akoHa ot 28 gekabps 2009 r. Ne 381-03 "O6 ocHoBax rocyfapCTBEHHOIO
perynnpoBaHna TOProBon AesTenbHOCTU B Poccuinckon ®epepaunn. Ab3al, COPOK YETBEPTLIN MYyHKTa 2
MpaBu1 MapKMpPOBKY JIeKapCTBEHHbIX NpenapaToB AJ1f BETEPMHAPHOro NpYMeHeHns cpeacTBaMm
naeHTUOUKaLNN, yTBEPXKAEHHbIX NOCTaHOBNeHeM [MpaBuTensCcTBa Poccuinckon ®egepauum ot 27 Mas
2024 r. Ne 675.".
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