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MuUHHCTEPCTBO 3APABOOXPaHEeHHS
Poccuiickoit Penepauun
®EJIEPAJIBHASA CJIYXKBA 110 HA/I30PY
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O BHecenuu u3meHenmii B npuka3s ®exepaibHoi cI1yKGbI 1O HaI30py B cdepe
3ApaBooxpaHenus ot 2 nexabps 2025 r. Ne 5803 «OG6 yrBepsnennn dopm
NPOBEPOYHAIX JIHCTOB (CIIHCKOB KOHTPOJIBHBIX BONPOCOB, OTBETHI HA
KOTOpbI€ CBHAETEJIbCTBYIOT O COO/IIOeHMH HJIH HeCOOMI0AeHHN
KOHTPOJIMPYEMBIM JIHLIOM 00513aTe/IbHBIX TPeGOBAHHIA), HCIIOJIb3YeMBbIX
PejepanbHoi ciryx060ii o Hag3opy B cdepe 3APaBOOXPaHEHHS H ee
TePPHTOPHAILHBLIMH OPraHaMH NPH OCylecTBJIeHHH (peaepaibHOro
rocyAapcTBEHHOT0 KOHTpO.Is1 (Haa30pa) B cepe o6paLIeH s JIeKaAPCTBEHHbIX
CpeacTB JAJisi MEAHLHHCKOrO NPHMEHEeHH»

B coorBerctBMM ¢ wacteo 1 cratem 53 DenepalbHOrO  3aKOHA
or 31 wmionst 2020 r. Ne 248-®3 «O rocymapcTBeHHOM KOHTpoJie (Han3ope) u
MYHHULHUIIANBHOM KOHTpOJIe B Poccuiickoit ®eneparum», mynkrom 3 TpeGoBanuii
paspaboTke, COMEpXKaHMIO, OGIIECTBEHHOMY OGCYKIECHHIO IIPOEKTOB  hopm
IIPOBEPOYHBIX JIACTOB, YTBEPXKAEHHIO, NPUMEHEHHMIO, AaKTyalu3aud (GopM
TIPOBEPOHHBIX JIUCTOB, & TAKKE CIIy4aH 00s3aTebHOTO IPHMEHEHHS IPOBEPOTHBIX
JIACTOB, yTBEPXKACHHBIX NIOCTaHOBIeHHeM [ IpaButenscTBa Poccuiickoit ®eneparnuu
oT 27 oxtsabps 2021 r. No 1844, a6zaneM mnepBbIM nyHkra 3 Ilomoxenus o
(efiepalbHOM TOCYNapCTBEHHOM KOHTPOJIE (Hanmsope) B cdepe obpamenus
JIEKapCTBCHHBIX  CPEJICTB, YTBEPXKIAEHHOTO IIOCTAHOBIEHHEM IIpaBUTEnsCTBA
Poccuiickoit ®enepanuu ot 29 urons 2021 r. Ne 1049, NOAITYHKTOM 5.1.4 myHkTa 5
Ionoxenns o QenepanbHoit ciyx6e Mo Hag30py B cdepe 3mpaBOOXpaHeHus,
YTBEPXKICHHOTrO  mocranoBnenneM IlpasurensctBa Poccuiickoit  ®eneparmu
oT 30 mrons 2004 1. Ne 323, ipu Kk a3 BI B a 10:

BHECTH M3MCHCHHS B NpHKa3 DelepalbHOH CTyXObl 0 Han3opy B coepe
31paBoOXpaHeHus oT 2 nexabps 2025 r. Ne 5803 «O6 yrBepxiueHuu bopm
POBEPOYHBIX JIUCTOB (CIUCKOB KOHTPOJBHBIX BOIPOCOB, OTBETH HA KOTOpBIE
CBHIETENLCTBYIOT O COONIONEHHH WM HECOOIIONEHHH KOHTPOIUPYEMBIM JIMI[OM
00s13aTeNbHBIX TPeGOBaHHMIT), HCIIONB3YEMBIX ®enepanpHOit ciTyx60ii 10 Hag30py B
cepe 31paBOOXPAHEHNS H €€ TEPPHTOPHATEHBIMH OpraHaMH MPU OCYIIECTBIICHUU



(emepanpHOro rocyfapcTBEHHOTO KOHTpoNsl (Han3opa) B cdepe obGpamieHus
JIEKaPCTBEHHBIX CPEACTB JJI1 MENHLIMHCKOIO IpHMEHEHHs» (3aperucTpUpOBaH
MunucrepctBoM roctuumu  Poccumiickoit ®@epeparmm 10 mapra 2026 r.,
peructpannoHHbIi Ne 85580), cornacHo MpUIIOKEHHIO K HACTOSIIEMY ITPHKA3Yy.

PykoBogutens A.B. Camoitnosa




[Ipunoxenue
K npukazy PenepanbHOi Ci1yKObI

110 HAA30pY B cq)epe 3z(paBooxp y
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H3menenns,

KOTopble BHOCSITCS B npuka3 MenepaiabHoii cinyk0bl 1o Haa3opy B chepe
3ApaBooXpaHeHust oT 2 gexadps 2025 r. Ne 5803 «O6 yrBepaxaenun ¢popm
NMPOBEPOYHLIX JIUCTOB (CNUCKOB KOHTPOJIbHBIX BOIIPOCOB, OTBETHI
HAa KOTOpbIe CBHAETEILCTBYIOT O CO0JII0AeHHH HJIH HeCO0II01eHHH
KOHTPOJHPYEMbIM JIHLIOM 00s13aTeILHBIX TPeOOBaHHI), HCIO/IbL3YEMbBIX
®enepanbHoii cy:xk00ii mo Hag30py B cepe 3ApaBOOXPAHEHHS
H ee TEPPUTOPHAILHBLIMH OPraHAMH NPH OCYIHECTBJIEHHH (peepaibHOro
rocy1apcTBeHHOro KOHTpoJs (Haa3opa) B chepe oOpamieHns JeKapCTBEHHBIX
CpeACTB AJIsl MEAHLIMHCKOIO NPHMEHEHH D>

1. B nynkre 5 npuxasa @enepaibHoil ciayxObl mo Haasopy B cdepe
3apaBooxpaHenus or 2 mekabps 2025 r. Ne 5803 «OO0 yrtBepxaeHuu ¢GopMm
IIPOBEPOYHBIX JIUCTOB (CIUCKOB KOHTPOJIBHBIX BOIIPOCOB, OTBETHI HA KOTOpbIE
CBUAETEIBCTBYIOT O COOJIONEHUN MJIM HECOONIOJEHHUH KOHTPOJIUPYEMBIM JIMIIOM
00s13aTeIbHBIX TPEeOOBaHMUI), HCIONB3yeMbIX DeepanbHON CiTy>x00i 1O HaA30py
B cdepe  3OpaBOOXpaHEHHS W €€  TEPPUTOPHAIBHBIMM  OpraHamMu
NpH OCYUIECTBIEHUH (eepalbHOr0 TOCYIapCTBEHHOTO KOHTpois (Haa3opa)
B cthepe obpalleHUs JEKapCTBEHHBIX CPEACTB ISl MEIMLIMHCKOIO IMPUMEHEHUS
(nanee — Ilpuka3z) cmoBa «ao 28 centsabps 2026 roma.» 3aMeHUTh CIOBaMHU
«no 1 mapra 2028 roga.».

2. B nyHkTte 3 chnucKa KOHTPOJBHBIX BOIPOCOB, OTPAXKAIOIIHUX COAECPIKAHHE
00s3aTeNbHBIX TpeOOBaHMM, OTBETH HA KOTOPBIE CBUACTENLCTBYIOT O COOMIOEHUH
WIH HeCOONIONEHNH KOHTPOJMPYEMBIM JIHIIOM 00s3aTeNbHBIX TpeOOBaHUA
npunoxenuss Ne 3 x Ilpukasy cinosa «Ilonoxenue o eIUHOH rocyAapCTBEHHOM
WHQOPMAITMOHHOW cucTeMe B cdepe 3ApaBOOXpaHEHUs, YTBEPXKIECHHOE
nocrasosienreM [Ipasurensctsa Poccuiickoit @enepanuu ot 9 despans 2022 r.
Ne 140 (meiictByer mo 28 ceHtsiops 2026 r.)» 3ameHUTH ciaoBamu «llojoxenue
0 eIMHO# roCy IapcTBEHHOH HHGOPMAIIMOHHOU cucTeMe B cepe 31paBOOXpaHEHMUS,
yTBEPXKIAeHHOe TmocTaHoBlenueM I[lpaButensctBa Poccuiickoir @enepaiyu
oT 9 deBpans 2022 r. No 140 (neiictByet no 1 mapra 2028 r.)».



