IIPABUTEJIbLCTBO BOJIOTOJCKOMU OBJIACTH
IIOCTAHOBJ/IEHHE

or _27.08.2026 Ne 888

r. Bonorna

O BHeceHHM M3MeHeHMUIT B nocTaHoBaenue IlpaBurenscrsa obnactu
ot 13 nexadps 2021 roga Ne 1394

IIpaBurenscTBo obsactu IIOCTAHOBJISIET:

1. Buectu B nocraHossenye [IpaBurenscrBa o6sactu ot 13 gexabpsa 2021 ro-
na Ne 1394 «O pernoHanbHOM rocy/lapCTBEHHOM KOHTpOJie (Haa3ope) 3a IpUMeHeHH-
€M IIeH Ha JIeKapCTBeHHble IIpelapaThl, BKIIOUYeHHbIe B IepevyeHb KM3HEeHHO HeobXo-
OUMBIX U BA)KHEHIIIHX JIeKapCTBeHHBIX IIperapaToBy ClIeAyolfe H3MeHeHH:

1.1 B IlomoxxeHuy O pervoHaIbHOM T'OCYAapCTBEHHOM KOHTpoJe (Hajasope) 3a
NpyMeHeHHeM IIeH Ha JIeKapCTBEeHHbIe IperapaThl, BKJIIOYeHHbIe B MepeveHb KU3HeH-
HO HEeOOXOMUMBIX M BaXKHEMIIMX JIeKapCTBEHHBIX IperapaToB (TpuiokeHue 1), yT-
BepXK/IeHHOM YKa3aHHbIM IIOCTaHOBJIEHUEM:

1.1.1 B paznene I:

B ab3ale BTOpPOM IyHKTa 1.3 CjioBa «H/IM IEepBBIM 3aMeCTHUTeleM MHUHHCTPa
3HEePreTHKH, KOMMYHAJIbHOM UHQPaCTPyKTYphl U TapUbHOTO peryidpoBaHus obac-
TH» UCKIIFOYHTD;

B IyHKTe 1.4:

ab3a1] TpeTUl IIPU3HATh YTPATUBIIIUM CHITY;

ab3arl mecToN U3JI0XKUTD B CIIeNYIOeH penaKluu:

«IJIaBHBIA KOHCYJIBTAHT OT/IeJla PeryJIMpOBaHUs M KOHTPOJIA 1ieH (TapudoB) B

TPAHCIIOPTHOM Y HEIIPOMBINUIEHHOH cdepax.»;



2
1.1.2 B myHkTe 5.5 pasnmena V cjioBa «WIM NEPBBIM 3aMeCTHTEIeM MHHHCTpa

SHEPreTHKH, KOMMYHA/IbHOM MHQPACTPYKTyphl U TapudpHOro peryjivpoBaHus obiac-
TH» UCKJIIOYUTD;

1.1.3 npunoxxenue k Ilono>keHUIO U3N0XKHUTH B HOBOH pPeJIaKIIUU COTVIaCHO TIPH-
JIO’KEeHHMIO K HacCTOosIeMy [TOCTaHOBJIEHHIO;

1.2 B myHKTe | mepe4Hs MHIUKATOPOB PHCKA HapymieHHs 06s3aTelbHBIX Tpe-
OoBanMil B paMKaxX perMOHaJIbHOTO IOCYJapCTBeHHOr0 KOHTPOJIs (Ha/i30pa) 3a IpuMe-
HeHyeM IleH Ha JleKapCTBeHHbIe Ipernaparhl, BKIIIOUYeHHbIe B IepedeHb KU3HEeHHO He-
00XOOMMBIX ¥ Ba)XKHEHIIMX JIeKapCTBEHHBIX IIperaparoB (TIpWIOXKeHue 2), yTBep-
KIeHHOT'0 YKa3aHHBLIM IIOCTaHOBJIEHHEM, CJI0BA «II. 3.1 MeToguku ycTaHOBJIEHHUS Op-
raHaMM HCIIOJIHMTEeIbHOW BIacTU CyObexkToB Poccuiickoit ®Penepanivy npeieibHbIX
pa3MepoB ONTOBLIX Ha0AaBOK U IIpelie/lbHbIX pa3MepOB PO3HUYHBIX HaJ0aBOK K (dak-
TUYECKUM OTIIyCKHBbIM IleHaM, yCTaHOBJIEHHBIM IIPOM3BOJUTEJISIMH JIeKapCTBEHHBIX
IpenaparToB, Ha JleKapCTBeHHbIe TpelapaThl, BKJIIOUeHHbIe B MlepeyeHb )XKM3HeHHO He-
00XOAMMBIX M BaXKHEMIUMX JIeKapCTBEHHBIX IIpellapaToB, YTBEepXIEeHHOHW IIPHUKAa30M
DenepanbHON aHTUMOHONIONBHON CIyKObI OoT 9 ceHTsbps 2020 roma Ne 820/20» 3a-
MEHWUTDL CJI0BaMHU «IIYHKTOM 9 MeTOIMKH yCTaHOBJIeHHS HCIIOJIHUTEeIbHBIMUA OpraHa-
MH cybbekToB Poccuiickoit Pefiepaniuy npefiesibHbIX Pa3MepoB ONTOBBIX HaJi0ABOK U
npejlellbHbIX Pa3MepoB PO3HUYHBIX HaZ0aBOK K (paKTUYeCKUM OTIIYCKHBIM IleHaM, yC-
TAHOBJIEHHBIM IIPOM3BOAUTEISIMU JIeKapCTBEHHBIX IIpelapaToB, Ha JIeKapCTBEHHBIE
IIperaparsl, BKIIOYeHHbIe B IlepedeHb )KU3HeHHO He0OXOIUMBIX Y BOKHEHIIHNX JeKap-
CTBEHHBIX IIPernapaTroB, yTBep)XIeHHOM mnpukazoM denepanbHOM aHTHUMOHOIOJIBHOM
ciryx6n1 oT 28 Hos6ps 2025 roga Ne 999/25».

2. Hacrosdilee mocraHoBjeHHe BCTyIIaeT B CWJIy CO IHSI ero O(pUIIHAIBLHOTO

Oy OJIMKOBaHMSI.

Hpencenarens IIpaBurenscrBa 001aCcTH . MopaBuHoB



[IpunoxxeHue

K ITOCTAaHOBJIEHUIO
[TpaBuTenbcTBa 0b1acTu
ot 27.08.2026 Ne 888
«IIpunoxenuve

k [Tonmoxenuro

KirogeBoii nokasareib
B paMKaX perHoOHaJIbHOr0 rOCyAapCTBEeHHOr0 KOHTPoJs (Haa3opa)
3a IpMMeHeHHeM IieH Ha JieKapCTBeHHbIe IIpenaparsl, BKJIIQUeHHbIe B lepe4eHb
MH3HEHHO HeoOXOAMMBIX H BaXKHeHIINX JIeKapCTBeHHBIX IIpernapaToB

HaumeHoBaHue nokasarens LleneBrle 3Ha4eHHs ITOKa3aTess (MIH pyb.),
110 rofam

Viriep6, npuurMHeHHBIN B pe3ysbTaTe 3aBbimenus yc- (2026|2027 (2028 |2029 |2030 |2031

TAHOBJIEHHBIX NIpe/IeJIbHBIX HabaBoK K ieHaM Ha Jie- |0 001 (0,001 [0,001 {0,001 (0,001 |0,001
KapCTBeHHbIe IIpPelapaThl, BKJIIOUYeHHbIe B IlepedeHb
’KU3HEHHO HeoOXOMUMBIX U BaXKHEHIIMX JIeKapCT-
BEeHHBIX [IPenapaToB

[Ipumeuanue: yuiepO, NPUYUHEHHBIA B pe3yiibTaTe 3aBbIIIEHHs yCTaHOBJICH-
HBIX TpeJle/IbHBIX HAa0aBOK K [IeHaM Ha JieKapCTBeHHbIe IperiapaTthl, BKIIOYeHHbIe B
1epeyeHb )KM3HEHHO HeoOXOJUMBIX U BaXKHEHINUX JleKapCTBeHHBIX IIperapaToB, pac-
CYMTHIBAETCS KaK Pa3HHUIA MeXy CYMMOW AeHEeXXHBIX CPeCTB, OIIa4eHHBIX 1-M II0-
KyIlaTejieM 3a i-¥ jileKapCTBeHHbIM IperapaT W LIeHOH Ha i-# JleKapCTBeHHBIN IIperna-
paT, BKIIOYEHHLIN B IlepeueHb )XKU3HEHHO HeOOXOAMMBIX M BaKHEHIINX JIeKapCTBeH-
HBIX IIperapaToB, PACCYUTAHHOMN B COOTBeTCTBHH C IIpaBHUnamMu ¢OpMUPOBAHUS OTITY-
CKHBIX IIeH Ha JIeKapCTBeHHbIe IperapaThl, BKIIIOUeHHbIe B IlepedeHb )KHU3HEHHO HeoO-
XOJUMBIX U Ba)KHEHIINX JIeKapCTBEHHBIX IIperapaToB I MeJHUIIMHCKOTOo IpUMeHe-
HHs, OpraHU3alUsIMA OIITOBOM TOPTOBJIM JIEKAPCTBEHHLIMU CpPeACTBAMH, allTeYHbLIMU
OpraHM3aIusIMH, UHAWBUIYAIbHBIMUA IIpeAIPUHUMATEIIIMH, HUMEIOIIUMH JIMIICH3HIO
Ha QapMalleBTUYECKYIO J1eSTeJIbHOCTh, MeIUIIMHCKUMH OpraHHU3alMsIMH, UMeIOIINMU
JIMIIeH3UI0 Ha ¢papMalleBTUYeCKy0 JesiTeJIbHOCThb, ¥ MX 000C0obBIeHHBIMU TOJIpasere-
HHSIMH, PACIIOJIOXKEeHHBIMHU B CEIbCKUX HACeNeHHBIX IIYHKTaX, B KOTOPLIX OTCYTCTBYIOT
aTITedHble OPTaHU3aIliH, YTBepXXAeHHbIMH NocTaHOBNeHUeM lIpaBurenscTBa Poccuii-
ckoit Penmeparuu ot 8 anpens 2025 roga Ne 462 «O rocyapCTBeHHOM peryJupoBa-
HHUU IIeH Ha JieKapCTBeHHbIe Iperaparsl, BKIIOYeHHbIe B [TlepedeHb )XU3HEHHO Heobxo-
IAMBIX U BaXKHEHIIINX JIeKAPCTBEHHBIX IIPEIapaToB JIJii MeAUIIMHCKOTO IPUMEeHeHUs»,
py6. Cymma yiep6a ucuucisiercs B pybisix 110 KaXAOMY BBISIBJIEHHOMY CIIy4ar0 Ha-
pylLleHUN 00513aTesIbHBIX TPeOOBAHUM M B CyMMe 110 BCEM BBISBJIEHHBIM 3a OTYETHBIN
[Iepyoj, CJiy4dasiM HapylleHAHN 06s3aTellbHbIX TPeGOBaHUM.»




