O BHeceHHH U3MeHeHHH B MpuKa3 PeepanbHON CIyX0bI 10 HAaA30pY B chepe
3/[paBooXpaHeHus1 oT 2 Aekadps 2025 r. Ne 5803 «O0 yrBepxgeHnu popm
NMPOBEPOYHbIX JIUCTOB (CIUCKOB KOHTPOJ/IBHBIX BONIPOCOB, 0TBEThI HAa
KOTOpBbIe CBH/IETE/ILCTBYIOT O COOJTIOIeHHY W/IH HeCO0/TF0/JeHUHI
KOHTPOJ/IMPYEeMbIM JIMLOM 00s13aTe/TbHbIX TPe0OBaHUMH), HCIT0/1b3yeMBbIX
depepanbHOI C/TyX00# 10 HaA30pYy B cepe 3ApaBoOXPaHEHU H ee
TepPUTOPHA/ILHBIMHI OPraHaMM MPH 0CyLIeCcTB/IeHUH (efepasbHOTO
rocy/JapCTBeHHOT0 KOHTPO,IsA (Haj30pa) B cepe odOpalljeHUsI JIeKapCTBEHHBIX
CPeACTB /I MeAMIIUHCKOT'0 MPUMeHeHHI»

B coorBerctBMM C 4acTthto 1 crateu 53 ®DenepasibHOrO 3aKOHA
ot 31 wronss 2020 r. Ne 248-®3 «O rocygapCTBeHHOM KOHTpoOJie (HaA30pe) U
MYHHULUIATEHOM KOHTpOoJie B Poccutickoit @epnepaiin», myHKToMm 3 TpeboBaHuUii K
pa3paboTKe, cofep>KaHUIO, OOIIeCTBEHHOMY OOCY>KJeHUI0 TPOeKTOB (opm
MIPOBEPOYHBIX JIUCTOB, YTBEP)KJEHUIO, TIPUMEHEHUWI0, aKTyaausauud (popm
TIPOBEPOYHBIX JIUCTOB, a TAK)Ke C/Tyuau 00si3aTe/TbHOTO TIPUMeHeHUsI TTPOBEePOYHBIX
JIMCTOB, YTBEP>)K/|€HHbIX NOCTaHOB/IeHWeM [IpaBuTenbcTBa Poccurickoni @epepanyu
or 27 oktsbpsi 2021 r. Ne 1844, ab63aiiem mepBbiM TyHKTa 3 [lono)keHus o
denepasbHOM TOCYJapCTBEHHOM KOHTpoJie (Hag3ope) B cdepe obOpaiieHus
JIEKapCTBEHHBIX CPEeJCTB, YTBEP)KJEHHOr0 I0CTaHOB/IeHWeM [IpaBuTenbCTBa
Poccuiickon ®@epeparuu ot 29 nrons 2021 r. Ne 1049, moanyHkToM 5.1.4 miyHKTa 5
[Tonoxkenuss o PepepasnbHOM Cily>xbe 10 HaA30py B cdepe 37paBOOXpaHEHUS,
yTBEPXKJAEHHOro mnocTtaHoBieHueM IlpaBurtenbctBa Poccurickon @Pepepaiuu
oT 30 uroHs 2004 r. Ne 323, mp U K @ 3 bI B a 10:

BHECTU u3MeHeHUs1 B mpuka3z PefepanbHOM CayObl 10 HazA30py B cdepe
3apaBooxpaHeHuss oT 2 gekabpsi 2025 1. Ne 5803 «O06 ytBepxkigeHuu ¢hopm
MIPOBEPOYHBIX JIMCTOB (CHMCKOB KOHTPOJIBHBIX BOMPOCOB, OTBETHI HAa KOTOPBIE
CBUZETENbCTBYIOT O COOJIIOJIeHUM WM HecoO/r0ileHUM KOHTPOUPYEeMbIM JIUL[OM
o0si3aTenbHBIX TpeboBaHMiA), UCT0/Ib3yeMbIX PesiepasibHOI CTy>K001 110 HaJ;30py B
cdepe 31paBOOXPAHEHUS U ee TePPUTOPUA/IbHBIMUA OpPraHaMy MPU OCYILeCTB/IEHUN



denepasbHOrO TOCYJApPCTBEHHOTO KOHTpO/s (Haz3opa) B cdepe obpailjeHus
JIEKAapCTBEHHBIX CPEeACTB [/ MeJULMHCKOTO TIPUMEHeHUs» (3aperuCcTpyupoBaH
MunucrepctBoM roctuiud  Poccuiickor ®epepatpu 10 mapra 2026 T,
peructpaiuoHHbI Ne 85580), corsiacHO TPUIOKEHUIO K HACTOSIIT|EMY MPUKa3y.

PykoBopgutesnb A.B. CamorinioBa



[Tpunoxxenuve

K TipyKa3y deiepanbHOM CTy>KObI

T10 HaJ30py B cdepe 3/ipaBOOXpaHEHUS
oT No

N3meHenus,
KOTOPbIe BHOCATCA B NpUKa3 PeepanbHOM C/1y)KObI 3ipaBOOXPaHeHHs 110
Ha/30py B cdepe 31paBooxpaHeHus1 oT 2 gJekadpsa 2025 r. Ne 5803
«00 yTBepKaeHHH ()OPM MPOBEPOYHBIX TUCTOB (CMMHMCKOB KOHTPO/IBHBIX
BOINPOCOB, OTBETHI HA KOTOPbIe CBHAETE/IHCTBYIOT 0 COO/TIOIeHINH HITH
HeC00/TI0IeHUHY KOHTPO/IMPYEeMbIM JIHI[OM 00s13aTe/IbHBIX TPeOOBaHMi),
HCno/ib3yeMbix DeepanbHON C1yk00# 110 Ha/30py B chepe
3/IpaBOOXpaHeHUs U ee TePPUTOPHUA/TILHBIMHM OPraHaMHy MPH OCYLeCTB/IeHUH
(eaepaIbHOIO roCyJapCTBeHHOT0 KOHTPOJIs (HaA3opa) B cepe odpaiieHust
JIEKapPCTBEHHBIX CPeACTB J/Is1 MeAUIUHCKOT0 IPUMeHeHHsI»

1. B myHkTe 5 nprka3a ®enepanbHoi C/1y>XKObI 37ipaBOOXpaHeHus T10 HaZ[30py B
cdepe 3apaBooxpaHenust oT 2 aekadbpst 2025 r. Ne 5803 «O6 yTBepkaeHUH hopM
TPOBEPOYHBIX JIMCTOB (CIMCKOB KOHTPOJIBHBIX BOMPOCOB, OTBETbI Ha KOTOPBIE
CBUZIETETLCTBYIOT O COOJIIO[IeHUM WM HecoO/TroZileHM KOHTPOMPYEeMbIM JIUI[OM
00s13aTe/TbHBIX TPeOOBaHMIA), UCIIOIb3yeMbIX PeepabHOM CyKOO0M 110 Hai30py B
cdepe 37paBOOXpaHEHUs U ee TePPUTOPUA/IbHBIMU OpraHaMu IIPU OCYILL{eCTBIeHUN
denepasbHOTO TOCYJAPCTBEHHOTO KOHTpO/s (Haz3opa) B cdepe obpaiieHus
JIEKapCTBEHHBIX CPe/ICTB /i1 MeJULIMHCKOT0 TIpUMeHeHus» (f1asiee — [Tpukas) cjioBa
«J10 28 centsi6ps 2026 rozma.» 3aMeHUTDb CJIoBaMU «/10 1 MmapTta 2028 roza.».

2. B nyHKTe 3 crmckKa KOHTPOJIBHBIX BOIIPOCOB, OTpakarolUX COZepyKaHue
00si3aTeNbHBIX TpeOOBaHUM, OTBETHI HAa KOTOPbIe CBUZETENLCTBYIOT O CODO/TI0jeHUH
UMM HecoOMIOZIeHMM KOHTPOMPYEMBIM JIMILIOM 00s3aTe/lbHBbIX — TpeboBaHU
nipuiiokeHusi Ne 3 k Ilpuka3sy ciioBa «IlomoxkeHre O eIMHOM TOCYAapCTBEHHOMU
MH(MOpPMAIIMOHHOW cucTteMe B cdepe 3ApaBOOXpPaHEHHs], YTBEP)KJEHHOe
noctaHoByieHreM [IpaButenbctBa Poccuiickort @epnepauyu ot 9 deBpans 2022 r.
Ne 140 (metictByet g0 28 centssopst 2026 roga)» 3aMeHUTH c/ioBaMu «I1oJ10)KeHwe 0
eZIMHOM rocyaapCcTBeHHON MHbOPMal[MOHHOMN cucTeMe B cdepe 37]paBOOXpaHeHMUs,
yTBepXKZeHHOoe mnocTtaHoBieHueM [lpaButenbctBa Poccuiickon ®epepanumn
ot 9 ¢eBpans 2022 r. Ne 140 (gerictByet no 1 maprta 2028 rozma)».



