H

MMUHUCTEPCTBO CEJBCKOI'O XO3$II/ICTBA
POCCHHUCKOM ®EJEPAIIMN
(Muncensxo3 Poccun)

IIPUKAS3

OT 8 OoKTAGpa 2024 r. Ne 580

MockBa

O BHeceHMH H3IMEHEHHIl B NepevyeHb HHIAHKATOPOB PHCKA HAPYIIeHHUS
0o6s13aTeJIbHBIX TPeOOBAHMH NPH OCYyHIeCTBJICHHH (peJepabHOTo
rocy1apcTBEHHOI0 KOHTPO.Js (Hag3opa) B cepe oOpaineHust
JIEKapPCTBEHHBIX CPEICTB AJIsl BEeTCPHHAPHOIO MPHMEHEeHHS,
yTBepKAEeHHbIH npukazom Munceabxo3a Poccnu ot 16 nrons 2023 r. Ne 573

B coorsercTtBuM ¢ myHkTOM 1 wactu 10 crateu 23 ®enepaibHOrO 3aKOHa
ot 31 wmrona 2020 r. Ne 248-®3 «O rocymapcTBeHHOM KOHTpose (Ham3ope)
U MYHHMIMIIANBHOM KOHTpolle B Poccuiickoil @enepanuu», dacteio 1 cTathu
9 ®epepanpHoro 3akoHa ot 12 ampens 2010 r. Ne 61-®3 «O6 obpamenuu
JEKapCTBEHHBIX CpeACTB» U MyHKTOM | ITonoxenus o MuHHCTEpCTBE CEIBCKOTO
xo3suctBa Poccuiickoit ®enepauuu, YTBEpXKACHHOTO ITOCTAHOBJIEHHEM
IIpaButensctBa Poccuiickoit ®egeparun ot 12 wmroms 2008 r. Ne 450,
NpHUKa3blBal:

1. BHecT uM3MeHeHMS B IiepeyeHb MHAWKATOPOB PHCKa HapyIIeHHUsS
00s3aTeNbHBIX TpeOoBaHMIA npu OCYIIECTBIICHUH benepaibHOTO
rOCy/IapCTBEHHOTO KOHTpousl (Haa3opa) B cdepe obpalieHus JeKapCTBEHHBIX
CPENCTB Ui BETEPUHAPHOTO ITIPUMEHEHHs, YTBEPXKJEHHBIH IMpUKa30M
MuHcenpxo3a Poccuu ot 16 urons 2023 r. Ne 573 (3apeructpupoBad MUHIOCTOM
Poccum 20 wmrona 2023 r., peructpanuonHbiit Ne 74352), ¢ w3MeHEHHSIMH,
BHECEHHBIMM IpuKa3oM MuHcensxo3a Poccun or 19 npekabps 2023 r.
Ne 929  (zapermctpupoBan MunioctoM Poccum 30  smBaps 2024 r.,
peructpanuonHsii Ne 77039), cornacHo NpuioXXeHUIO K HaCTOALIEMY IIPHUKasy.

2. Hacrosumit npuka3s Bcrynaet B cuiy ¢ 1 mapra 2025 .

Munuctp O.H. JIyt




[Ipunoxenue
K npukaszy MuHcenbxo3a Poccuu
oT 8 okTa0ps 2024 r. Ne 580

N3IMEHEHMUIS,
BHOCHMBbIE B IIepeYeHb HHAHKATOPOB PHCKA HAPYUIEHUs 00s13aTeIbHBIX
TpeGOBaHHH NPH OCyIleCTBIeHHH (eAepaIbHOI0 rocyAapcTBeHHOro
KOHTpoJIA (Haa30pa) B cdepe obpaieHust JJeKAPCTBEHHBIX CPEICTB 1Jisi

BEeTEPHHAPHOIO IPHMEHEHHsl, yTBepPaKAeHHbIH Npuka3oM MuHceIbX03a
Poccun ot 16 uronst 2023 r. Ne 573

1. JIONONHUTE IYHKTOM 4 CIIeyOIIEro COAEPIKaHus:

«4. OrcyTcTBHE B rOCYAapCTBEHHOM  MHGMDOPMAIMOHHOH  CHUCTEME
MOHHTOpHHIa 3a 00OpOTOM TOBApOB, MOJUICKAIMUX 00A3aTENbHOM MapKHPOBKE
CpelcTBaMH HICHTUOUKaMK (Hantee — WHPOPMAIMOHHAs CHCTeMA)’, CBEACHHIA,

MMpEACTaBJICHHBIX HOPUIUICCKHUM JIUITOM U NMHAWUBUAYAJIbHBIM
IpCANPUHHUMATEIICM, OCYIIECTBIIAIOIIUMHI POZHUYIHYIO TOPT'OBJIIO JT€KAPCTBEHHBIMHU
npenaparaMmn JJIA BETECPUHAPHOTO IIPUMCHCHHMA, peajin3anus

¥ IPHMEHEHNE KOTOPbIX HE MPUOCTAHOBJIEHH®, M cBeaeHus 06 060poTe U BHIBOIE
13 060poTa KOTOPHIX MOAJIEXAT HPEACTABIEHHIO B HHOOPMAIMOHHYIO CHCTEMY ',
06 obopore mnu BbIBOje W3 obopora S0 u Gojiee IPOLEHTOB IOCTABIEHHOIO
YKa3aHHOMY IOpUAMYECKOMY JIMLY WIM HHAUBHAYaJIbHOMY IPEINIPHHAMATEIO
obbeMa cepuM JIEKapCTBEHHOTO IIperapara i BETEPUHAPHOrO IIPHUMEHEHMS,
B TeUeHHUe 6 MecsIeB NOIPSII.».

2. JIonOTHMATH CHOCKaMH 5 — 7 K MyHKTY 4 CleIyIONIero cofep KaHus:

«5. Cratesa 20.1 @enepanpHoro 3akona ot 28 mexabps 2009 r. Ne 381-03
«O6 ocHOBax TrOCYJapCTBEHHOTO pETyJIUPOBaHHS TOPrOBOM JeATEIHLHOCTH
B Poccuiickoit ®enepanuny.

6. Yacte 4 cratbu 65 PemepanpHoro 3akoHa oT 12 ampens 2010r.
Ne 61-®3 «O6 obpamernn JeKapCTBEHHBIX CPEACTBY.

7. Ab3a1 cOpoK 4eTBepTHIi IMyHKTa 2 [IpaBUIl MApKUPOBKH JIEKAPCTBEHHBIX
IpernapaTos Uil BETEPUHAPHOIO IPUMEHEHUS CpEeACTBAMH WICHTH(QHKAIIIH,
YTBEPXKACHHEIX IocTaHoBiacHueM IlpaBurensctBa Poccuiickoit ®Depeparun
ot 27 mast 2024 r. Ne 675.».




