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MHUHUCTEPCTBO IPOMBIIIVIEHHOCTH K TOPTOBJIN

POCCHUMCKOM ®EJEPAIIUN
(Munnpomropr Poccun)

o224, |

NPUKA3

Vi /ﬁ%/j//% 204 o 579

Mocksa

O BHeceHMH H3MEHEHHI B NepevYeHb HHANKATOPOB PHCKA HAPYLIEHHS
00s13aTeILHBIX TpeOGoBaHu N0 deaepaibHOMY JHIEH3HOHHOMY KOHTPOJIIO
NesSITeJIbHOCTH 1O NPOU3BO/JACTBY JIEKAPCTBEHHBIX CPEeACTB AJIsi MEAHIMHCKOI0
NpHUMeHEeHHs, yTBep:KIeHHbIH npukazom Munnpomropra Poccun

ot 31 aBrycra 2023 r. Ne 3217

B coorBercTBUM ¢ NyHKTOM 9 uactu 5 crateu 19.2 ®enepanbHOro 3akoHa
oT 4 Mas 2011 r. Noe 99-®3 «O nUUEH3WPOBAHUM OTIEIbHBIX BHUIOB AESITEIHLHOCTHY,
nyHktoM | ywacti 10 crateu 23 ®epepanbHoro 3akoHa ot 31 utons 2020 r. Ne 248-®3
«O rocynapcTBEHHOM KOHTpoJsie (Haa30pe) U MyHHUIMIAJIbHOM KOHTposie B Poccuiickon
®enepaunn», ab3aiem BTopbIM MyHKTa 1 [TonoxeHuss 0 MUHUCTEPCTBE MPOMBIIIEHHOCTH
u Toprosiu Poccuiickoii ®@enepanuu, yTBEpKACHHOrO MOcTaHOBIeHWeM |IpaButenbcTBa
Poccuniickoii ®enepaumu ot 5 wrons 2008 1. Ne 438, nynkrom 2 [lonoxenus
O JIMLEH3MPOBAaHWUU IIPOU3BOJCTBA  JIEKAPCTBEHHBIX  CPENCTB,  YTBEPKAEHHOIO
noctaHoBlieHWeM [IpaButenbscTBa Poccuiickoit ®Menepanuu ot 6 utong 2012 1. Ne 686,
NpuKa3blBal:

YTBEPIAUTH NpHiaraéMble U3MEHEHUs, KOTOpble BHOCSATCS B MIepeUeHb WHIUKATOPOB
pUCKa HapylleHHs o0s3aTelbHbIX TpeboBaHMM 1Mo ¢enepabHOMY JIHIEH3UOHHOMY
KOHTPOJIIO JEATEIBbHOCTH IO MPOU3BOJACTBY JEKAPCTBEHHBIX CpeI[CTB JUISL MEIULIMHCKOTO
NPUMEHEHHUS, YyTBepKIECHHBIM nprKa3oM Munnpomropra Poccuu ot 31 aBrycra 2023 r.

Ne 3217 «OO6 yTBepxIeHUM TepeuHs MHIWKATOPOB PUCKAa HAPYIIECHHS OO0s3aTeNbHBIX



TpeOoBaHMi MO  (QeaepasbHOMY  JIMIICH3UOHHOMY  KOHTPOJIO  JE€ATEIbHOCTH
10 TMPOW3BOJACTBY JIEKAPCTBEHHBIX CPEACTB A MEJULIMHCKOIO IPUMEHECHUS»
(3apeructpupoBad MuHUCcTepcTBOM ocTuliuu Poccuiickoit denepanuu 25 oktsidps 2023 .,

peructpaiuoHHbiii Ne 75723).
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Munuctp A.A. AnuxaHoB




YTBEPX/IEHbBI

npuka3zom Mugnpomropra Poccuu

OT ///W/ 0 225 Ne SFY

HN3menenus,

KOTOpbIie BHOCATCS B NepevYeHb HHANKATOPOB PHCKA HAPYIHEHHS
00s13aTe/IbHBIX TpeOOBaHHH N0 (erepaJbHOMY JHIEH3HOHHOMY KOHTPOJIIO
NeATeTbHOCTH 10 MPOU3BOACTBY JIEKAPCTBEHHBIX CPEICTB )1 METHIIHHCKOIO
NpHMEHEeHHs, YTBepKAeHHbIH npuka3zomM Munnpomropra Poccun
ot 31 aBrycra 2023 r. Ne 3217

1. JIONOMHUTE MyHKTOM 3 CIIEAYIOIIErO COMEPKAHMS:

«3. Hamuume cBemeHMIi B CHCTEME MOHHUTOPUHIa IBIKEHHS JIEKAPCTBEHHBIX
TIpenapaToB IS MeIULMHCKOro NpuMeHeHus' o (akTax BBOJA B IPAXAAHCKUK 060pOT
JIEKapCTBEHHBIX CPEJCTB’ TIPOU3BOAMTENEH ¢ IPUOCTAHOBIEHHBIM IEHCTBHEM JIMIIEH3UU Ha
IIPOU3BOACTBO JIEKAPCTBEHHBIX CPEACTB IO OAHOMY WIM HECKOJBKMM MeECTaM
OCYIIECTBIICHHS JIMLIEH3UPYEMOT0 BU/IA AESTENBHOCTH® B TeUeHHE CPOKA IPUOCTAHOBICHUS
ee IeHCTBHUL. Y.

2. JIOTIOTHUTE CHOCKaMU 4 — 6 CIIEAYIOIIETO COEePIKAHMS:

«* Tynkr 1 npunoxenus Ne 1 x ITonoxxeHHIo o crcTeMe MOHUTOPUHIA JABUXEHUSA
NIEKapCTBEHHBIX IPENapaToB Uil MEIULUHCKOTO MPUMEHEHHUS, YTBEPKIEHHOMY
nocraHoBiieHueM IlpaBurensctBa Poccuiickoit ®enepammu ot 14 nekabps 2018 r.
Ne 1556.

5 Yacte 6 cratbu 45 MenepansHoro 3akoHa ot 12 ampens 2010 r. Ne 61-@3
«0O6 obpallieHnH JTeKapCTBEHHBIX CPENCTBY.

¢ Yactp 1.2 crateu 20 OenepansHoro 3akoHa ot 4 mas 2011 r. Ne 99-@3

«O JIALICH3UPOBaHUHU OTACIIBHBIX BUIOB ACATCIBHOCTU. .,



