Joxyment nipenocrasied Koncynsrantlliroc

MPABUTEJIbCTBO POCCUMCKOM ®EJEPALIIN

IMOCTAHOBJIEHUE
ot 23 mast 2024 r. N 637

O BHECEHUHA I/I3MEHEHI/II71u .
B HEKOTOPBIE AKTbBI IPABUTEJIbCTBA POCCUUCKOU ®EJEPALIUN

IIpaButensctBO Poccuiickoi @enepanny moCTaHOBIISIET:

1. YTBepauTh mpuiaraemble M3MEHEHUs, KOTOphle BHOCATCS B akThl IIpaBurenbctBa Poccuiickoi
®denepauuu.

2. Hacrosiee TOCTaHOBICHHUE BCTYNMAET B CHIY CO JHS €ro opHUIMAILHOTO OMyOJIMKOBAaHUS, 3a
nn

WCKJTIIOYCHWEM TMOAMyHKTa "a" TyHKTa 2 W3MEHEeHWH, YTBEPKACHHBIX HACTOSIINM ITOCTAHOBJICHUEM,
BCTynaromiero B cuiny ¢ 1 asrycra 2024 r.

IIpencenarens IIpaButenbcTBa
Poccuiickoit @enepanuu
M.MUITYCTUH

Y TBEpKACHBI

nocta”oBieHrueM [IpaBuTtenscTBa
Poccuiickoit ®enepanuu

ot 23 mas 2024 r. N 637

N3MEHEHMUA, _ .
KOTOPBIE BHOCATCSH B AKTbBI IPABUTEJIBCTBA POCCUUCKOU ®EJEPALIUN

1. B [TIlomoxeHnn O TOCYAapCTBEHHOH aBTOMAaTH3MPOBAaHHONH WH(POPMAIIMOHHOW CHCTEMeE
"Vopasnenue", yTBepkIeHHOM mocTtaHoBieHneM IIpaBurenscrBa Poccuiickon denepanum ot 25
nexabpst 2009 r. N 1088 "O rocymapcTBeHHOH aBTOMAaTH3UPOBaHHOW HWH(POPMAIMOHHON cucTeMe
"Yupasnenue" (Cobpanue 3akonomarensctBa Poccmiickoit @eaepanuu, 2010, N 1, ct. 101; 2011, N 38,
ct. 5380; 2013, N 1, cT. 65; N 48, ct. 6259; 2015, N 2, ct1. 459, 460; N 10, cT. 1524; N 49, cT. 6972;
2019, N 6, ct. 533; N 21, ct. 2594; N 47, ct. 6676; 2020, N 35, cT. 5569):

a) B moanyHkTe """ myHkTa 4, moanyHkre "0" myHKTa 5 ¥ moanyHkTe "a" myHKTa 7 cioBa "opraHoB
WCTIOJTHUTEILHOU BIACTH CYObEKTOB" 3aMEHUTH CIIOBAaMH "MCIIOJIHUTEBHBIX OPraHOB CYOhEKTOB";

n_n

0) myHKT 8(7) TOMIOIHUTH MOAIMYHKTOM "1" CIEAYIOIIETO COACPIKAHMS:

noan,

") rocyiapcTBeHHas HHPOpMaIHoOHHas cucTema "IKkoHoMuka".";

B) B moanyHkTe "B" myHkTa 9, moanmynkre "x" nmyHkra 11, mognyHkre "3" myHkTa 12 ¥ moamyHKTax
"6" m "r" myHkTa 15 crioBa "opraHbl HCIIOJHUTEIHHON BIACTH CYyOBEKTOB" B COOTBETCTBYIOIIEM ITAIEKe
3aMEHHTD CJIOBaMHU "MCIIOJIHUTEIbHBIE OPTaHbl CYOBEKTOB" B COOTBETCTBYIOLIEM IaIEKe.

2. B mynkre 14 IlpaBun ¢popmMupoBaHus iIaHa TPOBEACHUS IJIAHOBBIX KOHTPOJIBHBIX (HaJA30PHBIX)
MEpONpUATHH Ha OYEPEJHOW KaJEHIApHBIA TOJ, €ro COIVIACOBaHHA C OpraHaMM IPOKYypaTyphl,
BKJIIOUEHUS] B HETO U UCKIIIOYEHHS M3 HEro KOHTPOJIBHBIX (HAaJ30pHBIX) MEPONPHUATHI B T€UCHUE T0Ja,
YTBEPXKACHHBIX MocTaHoBiIeHueM [IpaButenbcrBa Poccuiickoii ®denepanmu ot 31 mekabps 2020 r. N


https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=100071
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=110
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=100083
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=38
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=64
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=100152
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=138
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=100131
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=135
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=135
https://login.consultant.ru/link/?req=doc&base=LAW&n=443952&dst=100148
https://login.consultant.ru/link/?req=doc&base=LAW&n=455262&dst=100039

2428 "O mopsake (opMHpPOBaHMS IUTaHA MPOBEIACHMS ILIAHOBBIX KOHTPOJIBHBIX (HAJ30PHBIX)
MEpOIPUATUM Ha OYEPEeNHOW KaJeHAApHBIM TOJ, €ro COIVIAaCOBaHUA C OpraHaMu MPOKYpaTypshl,
BKIIFOUCHHS B HETO M MCKIIOYCHHS M3 HETO KOHTPOJIBHBIX (HAJ30PHBIX) MEPONPUATHI B TeueHHe ronaa’
(CoOpanue 3akoHonatenbcTBa Poccutickoit @enepanmu, 2021, N 3, ct. 565; 2023, N 34, ct. 6589):

Koncynsrantllntoc: npumeuanue.
ITm. "a" m. 2 Bctymaet B cuiny ¢ 01.08.2024.

a) MOAITYHKT "0" ZOMOIHUTH a03ariaMy CIIeIyIOIIEero COAEPKAHUS:

"B CBSI3M C HEOOXOIUMOCTHIO HM3MCHECHUS CpOKa IIPOBEACHUS KOHTPOJBHOTO (HAJI30PHOTO)
MEpOTIPUATHS 110 TPHYNHE HEepabOTOCIIOCOOHOCTH EIMHOTO0 peecTpa KOHTPOJIBHBIX (HAI30PHBIX)
MEPOIPUITUH, TPEMATCTBYIONICH BHECCHUIO CBEJCHUI HANIPSAMYIO Yepe3 JTUYHBIA KaOWHET KOHTPOJIBHOTO
(HaI30pHOTO) OpraHa B €JMHOM PeecTpe KOHTPOJIbHBIX (HaJA30PHBIX) MEPOTIPUSATHIA,

B CBSI3M C HEBO3MOYKHOCTHIO MPOBEICHHS KOHTPOJIBFHOTO (HAI30PHOTO) MEPONPHSTHS B CIydae
HaCTYIJICHUSA O6CTOHTCHBCTB HCHpCOI[OHHMOﬁ CHJIbI (CTI/IXI/II\/'IHOC 6€ILCTBI/IG, IMOroaHsIC YCJIOBU,
SMUJEMHS U IPOYHE) U UHBIX 00CTOSTENBCTB, HE 3aBUCSAIINX OT KOHTPOJIBHOTO (HaA30PHOTO) OpraHa;'";

0) B moamyHkTre "B" cioBa "KaTeropuu UYPE3BHIYANHO BBICOKOTO pHCKA" 3aMEHHUTH CIOBAMHU
"KaTeropusM 4pe3BbIYaiiHO BHICOKOT'O M BBICOKOTO pHCcKa'.

3. B mpunoxenun k [IpaBuinam ¢GopMHpPOBaHHMS W BEACHUS €IUHOTO peecTpa KOHTPOJBHBIX
(HaIBOPHBIX) MEPOTIPHUATHH, YTBEP KIeHHBIM TIocTaHOBIeHHeM [IpaBurenscTBa Poccuiickoit denepannn
ot 16 ampens 2021 r. N 604 "O06 yreepxxaeHun IIpaBun ¢GopMUpOBaHUsS U BEICHUS €IUHOTO peecTpa
KOHTPOJIBHBIX (HaJ30pHBIX) MEPONPUATUI U O BHECEHWH M3MEHEHHUs B nocTtaHoBieHue [IpaBurenbcTBa
Poccuiickoit @enepammu ot 28 ampens 2015 1. N 415" (Cobpanue 3akoHOmarenbcTBa Poccuiickoit
®enepanuu, 2021, N 17, ct. 2971; N 30, ct. 5781; 2022, N 19, ct. 3204; N 35, c1. 6081; 2023, N 12, cT.
2025; N 34, ct. 6589):

a) nmyHkT 18 mompasgena "KonTpombHas 3akynka" pasmena Il mocne cimoB "dackl mpoBeneHUS
KOHTPOJIBHOTO (HaJ30PHOT0) MEPOIIPHUATHS" TOTIOJIHUTE 3HAaKOM cHocku "13-3",

0) JIOTIOJIHUTH CHOCKOM 13-3 ClIeIyIOIIEero CoAepKaHus:

"<13-3> 3aeck u ganee B ciydasx, YCTAaHOBJIEHHBIX 3aKOHOJATeNsCTBOM Poccuiickoit ®denepanum,
JUISL TUTAHOBBIX KOHTPOJIBHBIX (HAA30pPHBIX) MEpONpHATHHA co3naercss mone "llepeHoc mnpoBeneHus
MepornpuaTus” ¢ yKa3aHWeM HOBOW JaThl Hadala U OKOHYAHWS TUIAHOBOTO KOHTPOJBHOTO (HAJ30PHOTO)
MEPOTPUATHS U HHBIX HEOOXOIUMBIX HOBBIX CPOKOB.".

4. B nocranosnenun IlpaBurenscrBa Poccuiickoit ®@enepanmu ot 10 mapra 2022 r. N 336 "O6
OCOOCHHOCTSIX ~ OpPTaHW3allMd H  OCYIIECTBICHHS  T'OCYyIapCTBEHHOTO  KOHTpoist  (Hamsopa),
MyHHIMTIANBHOTO KOoHTpoist" (CoOpanue 3axoHomarenbcTBa Poccutickoit @epeparum, 2022, N 11, cr.
1715; N 13, ct. 2108; N 35, cT. 6081; N 37, c1. 6346; N 41, cT. 7076; N 46, ct. 8037; 2023, N 1, cT1. 316;
N 7,cr. 1132; N 12, ct. 2025; N 42, ct. 7500; N 50, ct. 9073; N 51, cT. 9388; 2024, N 6, cT. 856):

a) B ITyHKTE 3:

nyn "

ab3all OAMHHAAIATHIA TMOAMYyHKTa "a" JOMOJMHUTH CJIOBaMH ", 3a UCKIIOYEHUEM Ciydas,
MPeTyCMOTPEHHOTO a03aIieM JBEHAAAThIM MOIITYHKTa "0" HACTOAIIETO MyHKTA";

B moamyHkre "0":
a03aLbl AECATHIA U OTUHHAALATHINA U3JI0KHUTD B CIELYIOIIEH peJaKIHu:

"BHEIUIAHOBBIE JOKYMEHTAapHBIE POBEPKH NPU MOCTYIICHMHA B KOHTPOJBHBIN (HAA30pHBINA) OpraH
OT JI03HaBaTessl, OpraHa JO3HaHUs, CIIEJ0BaTells, PyKOBOJUTENS CIEICTBEHHOIO OpraHa Jinbo U3 oprasa,
OCYIIECTBIISIONIETO ONEPAaTHUBHO-PA3BICKHYIO JI€ATEIBHOCTh, MAaTEpUAIOB O IPOU3BEACHHOM IIpU
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MPOBEJICHNH TPOBEPKH COOOINEHHSI O TMPECTYIUICHWH WM IMPH TPOBEICHUH OIEPATUBHO-PA3bICKHBIX
MEPOTIPUATANA HM3BATAN TPOAYKIHMH (TOBapoOB), 00OpYyMOBaHHUS (CPEACTB) IUISI WX IPOM3BOICTBA, HE
SIBIISFONIUXCS BEIICCTBEHHBIMU JI0KA3aTEeIBCTBAMH IO YTOJIOBHOMY JIEITY;

BHCIUTAHOBBIC JIOKYMEHTAPHBIC TPOBEPKH MPHU MOCTYIUICHUH B KOHTPOJLHBINA (HAJ30PHBIN) OpraH
OT OpraHoOB, JOJDKHOCTHBIX JIWI, YIONHOMOYCHHBIX paccMaTpuBaTh jeia 00 aJMHHUCTPATHBHBIX
MPABOHAPYIICHUSAX, MaTCPUAIOB 00 WU3BATHH BEIICH, SBUBIIUXCS OPYIUSMHU COBEPIICHHS WIN
npeaIMeTaMy aJIMHHACTPATUBHOTO TIPABOHAPYIICHUS, 000POT KOTOPBIX OCYIIECTBIISUICS C HAPYIICHUEM
00s3aTeTbHBIX TPeOOBaHMIA, OTHECEHHBIX K MTPEIMETY TOCYJapCTBEHHOT0 KOHTPOIIA (Ham3opa);";

JOIIOJTHUTD 3633HCM CJICOAYIOIICTO COACPKAHUA:

"0 UCTEUCHWM CpPOKAa WCIIOJIHCHUS MpPEINUcCaHus 00 YCTPaHCHWW BBISBICHHOTO HapyIICHUS
o0s3aTenbHBIX TpeOoBaHMIA, KOTOpoe BbimaHo mociie 1 maprta 2023 T. 1Mo pe3ynbTaTaM BHEIUIAHOBOTO
KOHTPOJILHOTO (HAJ30PHOT0) MEPONPUSATHSI, MPOBEICHHOTO Ha OCHOBAaHWHU a03alla MIeCTOr0 HACTOSIIETO
MOMITyHKTA;";

0) B mynkre 11(4):

B ab3ale MepBOM cJoBa "TOCYJApCTBEHHBIX M MYHHULMIAIBHBIX YUYPEXKICHUH JOIIKOJIBHOTO WU
HAYaJbHOTO O0IIero oOpa3oBaHU, OCHOBHOTO OOIIEr0o M CpeaHero oOmero oOpa3oBaHUsA" 3aMEHUTh
cJiIoBaMun "FOCYZIapCTBeHHbIX, MYHUIUIIAIBHBIX u HYaCTHBIX O6pa3OBaTCHI>HBIX OpFaHHSaHHﬁ,
peayIu3yIoNMX 00pa30BaTeNIbHbIC MPOrpaMMbl JIOIIKOJIBHOIO M HadaJbHOTO OO0IIero oOpa3oBaHHMS,
OCHOBHOTO OOIIIET0, CPETHETO OOIIEro U CPEeTHEro MpoQecCHOHATFHOTO 00pa3oBaHus, 00pa30BaTEbHBIX
OpTraHM3aIHi BHICIIETO 00pa3oBaHUs";

B a03arie ceapMOM:

CJIOBa '"TOCYJapCTBEHHBIX M MYHHIIUMATIBHBIX YUPEIHKACHUHN JOIMIKOILHOIO W HAYAILHOTO OOIIEro
o0Opa3oBaHMs, OCHOBHOTO OOIINEro ¥ CpeAHero oOmero oOpa3oBaHus" 3aMEHUTh CJIOBaMHU
"TOCYJapCTBEHHBIX, MYHHIUMNAJIbHBIX M YAaCTHBIX 00pa3oBaTeNbHBIX OpraHH3alldil, pPean3yrOIIUX
o0pa3zoBaTebHbIC MPOrPaMMBbI JIONIKOIBHOTO M HAYAIBHOTO O0IIero 00pa3oBaHMs, OCHOBHOTO OOIIEro,
cpemHero oOIero M cpemHero MpodecCHOHAIbHOrO 00pa3oBaHMs, O00Pa30BATENBHBIX OpraHU3aIMi
BBICIIIEr0 00pa3oBaHus";

n

JOTIOJIHUTE CJIOBaMH ", B COOTBETCTBHM C NPEAYCMOTPEHHOW IJISi YKa3aHHBIX KOHTPOJIHPYEMBIX
JIUIT TIEPHOANYHOCTHIO MTPOBECHHS IIJIAHOBBIX KOHTPOJIBHBIX (HaJA30PHBIX) MEPOIPUATHI";

B) B myHkre 11(5):

ab3a1] cenpMoOil Tocie cioB "MpoduiIaKkTHYeCKUe BU3UTHI" JIOTIONHUTH CIOBaMU ", WM KPUTEPUU
ompeeeHus Kpyra Jini'";

JIOTIOJTHUTH a03a1eM CIIEYIOMIETO COACPKAHNS:

"B cnyugae BkmroueHus B mopydeHust llpencemarems IlpaBurensctBa Poccuiickoit deneparum,
3amectutenel [Ipencenarens [IpasurensctBa Poccuiickoin denepanun KpUTEPUEB ONPEIEIICHUS KpyTra
JIMI PYKOBOJUTEIEM KOHTPOJBHOTO (HAA30PHOTO) OpraHa YTBEP)KAAETCS NepeueHb KOHTPOIMPYEMBIX
JIVII, B OTHOIIIEHNH KOTOPBIX JIOJDKHBI OBITH IPOBEICHBI TPOGUIIAKTHIECKUE BUZUTHL.";

r) B yHkTe 11(9) cnosa "npunoxxenusimu N 1 u 2" 3ameHuTs crioBamu "niprtoskerussMu N 1 - 3",
1) nonoiHuTh myHKToM 11(11) cnenyromero conep xaHust:

"11(11). Vcranosuth, uro g0 1 staBapst 2030 r. B pamkax (emepasbHOTO TOCYIapCTBEHHOTO
KOHTpoJis (Ham30pa) 3a JEeATENLHOCTBIO AaKKPEIUTOBAHHBIX JIMI TOMHUMO TNPOQPHIAKTHIECKUX
MEPOTIPUATHN, MPEAYCMOTPEHHBIX 4YacThio 3 cTathul 27 DexepanpHoro 3akoHa "OO aKKpeauTaIlud B
HallMOHAIBHONW CHCTEME AaKKpEIWUTAIlMU', JOIMyCKAeTCs MPOBEACHHE NPO(OHUIAKTUIECKUX BH3UTOB B
cootBeTcTBUH ¢ DenepanbHbiM 3aK0HOM "O roCcyIapCTBEHHOM KOHTpPOJe (HAA30pe) U MyHHIUTIATHBHOM
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KoHTpoJie B Poccuiickoit denmeparuu 1 HACTOSIIIIAM ITOCTAHOBIICHHUEM.";

e) B mpmtokeHuH N 2 K yKa3aHHOMY TIOCTaHOBIIEHHIO:

n_n

B noamyHkre "r" myHkTa 1 cioBa "a03amaMu BTOPBIM - MATHIM M JCCATHIM" 3aMEHUTH CIOBAMH
"ab3amaMu BTOPBIM - TISITBIM, JECATBIM U OJTMHHAIIATEIM";

B IIyHKTE 5 cioBa "myHkTamu 4, 5" 3aMeHHUTh clloBaMH "myHKTamu 4 - 5",
) AOTIOJHUTH MpHUokeHneM N 3 CleAyIOIEero ColepKaHus:

"IIpunoxxenune N 3

K nocra"osyeHuio [IpaButenscraa
Poccuiickoit ®enepanuu

ot 10 mapta 2022 r. N 336

OCOBEHHOCTH
OLIEHKU COBJIFOJJEHUS OBS3ATEJILHBIX TPEFOBAHUI K ITIPUMEHEHMIO 1IEH
HA JIEKAPCTBEHHEGIE [TIPEITAPATBI, BKJIFOUEHHBIE B ITEPEUEHD )KM3HEHHO
HEOBXOJMUMbIX U BAXXHEMIINX JIEKAPCTBEHHBIX ITPEITAPATOB

1. Omnenka coOmoneHus 00s3aTeIbHBIX TPEOOBAaHMH K NPUMEHCHHMIO IIEH Ha JICKApCTBCHHBIC
mpernaparbl, BKIIOUCHHBIE B TIEPEYCHb KU3HCHHO HEOOXOMUMBIX U BaKHEHIIMX JICKAPCTBEHHBIX
npenapaToB, OCYIIECTBISICTCS B paMKax PErHOHAIBHOTO TOCYAapPCTBEHHOTO KOHTpoNs (Ham3opa) 3a
MPUMEHEHHUEM IICH Ha JICKAPCTBCHHBIC MIPEapaThl, BKIFOUYCHHBIC B TICPEUYCHb KU3HEHHO HEOOXOIUMBIX U
BaYKHEHIIINX JICKAPCTBEHHBIX MTPEIapaToB, OCPEACTBOM:

a) BHEIJIAHOBBIX KOHTPOJBHBIX (HAaI30pHBIX) MEPONPHUSITHH, MPOBOJMMBIX 10 COIJIACOBAHHUIO C
OopraHamM# TPOKYpaTypbl Ha OCHOBAaHMHM WHAMKATOPOB PHCKa HapyIICHHUs O0s3aTelbHBIX TPEeOOBAHMI,
YTBEPKIICHHBIX B COOTBETCTBHH CO cTaThel 23 demepanpHOro 3akona "O rocynapCTBEHHOM KOHTPOJIE
(HamBope) W MyHHIMIIATBHOM KOHTpone B Poccwiickoit denepanuu', wWim Mo HCTEYCHHH CpPOKa
WCTIOJTHEHMS MIpeIIucanust 00 yCTpaHEHNUH BBISIBIEHHBIX HApYIICHUH;

0) BbIE3AHBIX 00CIICIOBAaHNI B COOTBETCTBUHU C HACTOSIIIIUM JIOKYMEHTOM;

B) BHEIUIAHOBBIX KOHTPOJBHBIX (HAJ30PHBIX) MEPOIPHUATHHA, MPOBOAMUMBIX MO COTJACOBAHUIO C
OopraHam#l MPOKypaTyphl, MPEeyCMOTPEHHBIX a03allaMd BTOPHIM - YETBEPTHIM MOAIYHKTa "a" myHKTa 3
nocranoBieHus [IpasurensctBa Poccuiickoit @enepanun ot 10 mapta 2022 1. N 336 "O6 ocoOeHHOCTAX
OpraHu3alMy M OCYILECTBIICHUS TOCYIapCTBEHHOTO KOHTPOJIS (Haa30pa), MyHULIMIAIBHOTO KOHTPOJIS";

I') BHEIUIAHOBBIX KOHTPOJBHBIX (HAJI30PHBIX) MEPOIPHUITHN, NMPOBOAUMBIX 0€3 COIJacoBaHHA C
OpraHams IpOKypaTyphl, IPeAyCMOTPEHHbIX a03alamMu BTOPBIM - IISATBIM, JIECSATHIM U OJUHHAIAIATHIM
nonmyHkTa "0" myHkra 3 mocraHoBneHus [IpaBurensctBa Poccuiickoit deneparuu ot 10 mapra 2022 r.
N 336 "O0 0COOSHHOCTSX OpraHM3allMd U OCYIISCTBICHUS TOCYIapCTBEHHOI'O KOHTPOJIsA (Haa30pa),
MYHHLIMTIATBHOTO KOHTPOJIS'".

2. B mensx oueHKH cOOIOAEHUS KOHTPOIMPYEMBIMHM JIMLAMH 00s3aTeNbHBIX TpeOOBaHHN K
MIPUMEHEHUIO IIeH Ha JIEKapCTBEHHBIE TPenapaThl, BKIOYECHHbBIE B TIEPEYeHb )KM3HEHHO HEOOXOJUMBIX U
BXHEHIINX JIEKAPCTBEHHBIX MpPENapaToB, MPOBOISATCS BBIE3AHBIE 0OCIEIOBAHUS KOHTPOJIUPYEMBIX JIUI]
u  (wm) oOmenoCTYNHbIX (OTKPBITBIX UL IOCEUICHHWS HEOTPaHUYEHHBIM  KPYIOM  JIMII)
MIPOM3BOICTBEHHBIX 0OBEKTOB, MPETyCMOTPEHHBIX MyHKTOM 3 dacT 1 ctatbu 16 PexepanbHOTO 3aKOHA
"O rocymapcTBEHHOM KOHTpOJie (Haa30pe) U MyHHUITUIAIBHOM KOHTposie B Poccuiickoit deneparuu', Ha
OCHOBaHMHM IUIaHA TNPOBEICHHUSA BBIE3AHBIX O00CIEJOBaHUH, KOTOPBIH (OPMHUpYETCS OpraHaMy,
OCYIIECTBISIONIMMH PETHOHAJIBHBIA TOCYJapCTBEHHBIH KOHTPONb (HAI30p) 3a NMPHMEHEHHEM IIeH Ha
JIEKapCTBEHHBIE TIPENaparthl, BKIIOYCHHbIE B TIEPEYCHb HKU3HEHHO HEOOXOMUMBIX M BaKHEHUIINX
JIEKapCTBEHHBIX IPENapaToB, €KEKBAPTAJIBbHO, HE MO3AHEEe 15-ro ymcima Mecsma, MpeIIlecTBYIOIIETo
TUTAHUPYEMOMY KBapTay.
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3. B nensax npuMeHEHHsI TOJI0KEHUM MyHKTa 2 HACTOSIIETO JOKYMEHTa KPUTSPHH (OPMUPOBAHHUS
IIaHa TIPOBEIEHHS BBIE3OHBIX OOCIIEAOBAHMIA, ONPEHENMIOMINE OCHOBAHWS JUIS  BKIIOYEHUS
KOHTPOJIHUPYEMBIX JIUI[ U (MIH) OOIIETOCTYIMHBIX MPOM3BOACTBEHHBIX OOBEKTOB B COOTBETCTBYIOIIHE
IUTaHBI, YTBEP)KIAIOTCSA OpraHaMH, OCYIIECTBISIOIIMMHM PETHOHAIBHBIN TOCYAapCTBEHHBIH KOHTPOJIb
(Ham30p) 3a MpHUMEHEHHEM IIEH Ha JIEKAPCTBEHHEBIE IIPEIaparhl, BKIIOYEHHBIE B IE€PEUYECHb JKU3HEHHO
HEOOXOMMUMBIX U BKHCHIIMX JICKAPCTBEHHBIX MPEMapaToB, W YYUTHIBAIOT B TOM YHCIE CIICAYIOIINE
00CTOSTENLCTBA:

a) mpeamecTByone (GpakTel HAPYIIEHUS] KOHTPOINPYEMBIMH JTUIIAMH 00S3aTeNFHBIX TPeOOBaHUI
K MPUMEHEHUIO 1IeH Ha JICKApCTBCHHBIE TPENapaThl, BKIIOYCHHBIC B IEPEUCHb )KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIINX JICKAPCTBEHHBIX MIPETIapaTOB;

0) HEOTHOKPATHOE TTOCTYIUIEHHUE kaj00 (0OpalieHnii) Ha HapyIIeHne 00s3aTeIbHBIX TPeOOBaHMIA K
MPUMEHEHUIO 1ICH Ha JICKAPCTBEHHBIC MPENapaThl, BKIOYCHHBIC B MIEPEUYCHb )KMU3HCHHO HEOOXOIUMBIX U
BaXHCHIIINX JICKAPCTBEHHBIX MTPEIapaToB.

4. 3a UCKIIOYEHUEM CIIy4aeB, PETYCMOTPEHHBIX TYHKTOM 5 HACTOSIIETO JOKYMEHTA, €CITH B XOJI¢
BBIC3THOTO OOCIEOBAaHMS BBISBICHBl HApYIICHHUS OOS3aTENbHBIX TpPEOOBaHUH, NPEAYCMOTPEHHBIX
®denepanbHbiM 3aKk0HOM "OO0 OOpallieHUH JIEKAPCTBEHHBIX CPEJCTB", TO COCTABISAETCS aKT BBIC3IHOTO
o0cIei0BaHus, KOTOPBIA HANpaBiseTcs (Bpy4yaeTcs) KOHTPOJIUPYEMOMY JTHILY, H BBIIACTCS TPEIITUCAHUC
06 YCTPAHCHHUU BBIABJIICHHBIX HapymeHHﬁ. OHGHKa HCIIOJIHCHHA TAKOro MmpeAarnuvucanyud OCYIICCTBIIACTCA
TOJIBKO MOCPECTBOM IMIPOBEIEHHS KOHTPOJIBHBIX (HAI30PHBIX) MEPONIPUATHIA 0€3 B3aUMOJICHCTBUSL.

Ecnu mo ucreueHun cpoka MCIIONHEHUS MPEANHCaHHA 00 yCTPaHEHWH BBIIBICHHBIX HapyLICHHM
YCTaHOBJIEHO, YTO HapyIIEHUs] HE YCTPaHEeHbI, TO TOIYCKaeTCs MPOBeIeHHE BHEMJIAHOBOI'O KOHTPOJIBHOTO
(Haa30pHOT0) MEPOTIPHSITHS C B3aUMOJCHCTBIEM 0€3 COTJIACOBAHMS C OpPraHaMu MPOKYPaTypHhL.

5. B cmydae ecaum B XO@e BbIE3NHOIO OOCIEAOBaHMS BBIABICHBI INPHU3HAKH HapyLICHHSA
00s13aTeNbHBIX TpeOOBaHMH, MPEIyCMOTPEHHBIX 4acThio 8 cTarbu 61 W (wim) dacTbto 3 craTbu 63
OenepanbHoro 3akona "OO0 00palleHnH JIEKApCTBEHHBIX CPEACTB" B YaCTH OTCYTCTBHUSI B OpraHU3aIMIX
PO3HUYHON TOPIOBIIM JIEKAPCTBEHHBIMH MpenapaTaMy akTyaJbHONH HHPOPMALMK O 3apPErHCTPUPOBAHHBIX
MIpPEJIeNbHBIX OTIYCKHBIX I€HaX IPOM3BOAMTENEH Ha JIEKAPCTBEHHBIE IIpernaparbl, BKIIOYEHHBIE B
nepeyeHb KU3HEHHO HEOOXOAMMBIX U BaXHEUIINX JIEKAPCTBEHHBIX IPENapaToB, MPeJebHBIX pa3Mepax
ONTOBBIX  (PO3HMYHBIX) HaA0AaBOK K  (aKTHYECKUM  OTIYCKHBIM  IIEHAaM, YCTaHOBJICHHBIM
MPOM3BOAMUTENSAMH Ha JIEKAPCTBEHHBIE IPENapaThl, BKIIOYCHHBIE B MIEPEUCHD KU3HEHHO HEOOXOANMBIX
BRXHEHININX JIEKAPCTBEHHBIX MPENapaToB, U CyMME 3apErHCTPUPOBAHHBIX MPEAENbHBIX OTIYCKHBIX IIEH
NPOM3BOAMTENEH Ha JICKApPCTBEHHBIEC MPENapaThl, BKJIIIOYCHHBIE B MEPEUYEHb KU3HEHHO HEOOXOAMMBIX H
BOXHEHIINX JIEKAPCTBEHHBIX MpPENapaToB, MPEACIbHBIX Pa3MEpOB OINTOBBIX HAA0aBOK M MPEAEIBbHBIX
pa3MepoB PO3HUYHBIX HAJI0aBOK M HAIOTa Ha JOOABIEHHYIO CTOMMOCTD IPH YCJIOBHH, YTO B OTHOIICHHU
JUIla 32 TMpeuIecTByomue 6 KaJeHIapHbIX MECALEB BBIBISUINCH aHAJIOTMYHBIE HApYIICHUS
00s13aTeNbHBIX TPEOOBAaHMH, IOMYCKAaeTCsl HE3aMEAJIUTENbHOE MPOBEICHNE KOHTPOJIBHOM 3aKyIKH HIIN
MOHUTOPHUHIOBOH 3aKyIllKH, B PaMKax KOTOPOH NpPOBEICHHE SKCIIEPTU3bl, HCIBITAHUS HE SBISETCS
o0s3aTenbHBIM. B yKa3aHHOM cilydyae MPHUHATHE PELIEHHUS O NMPOBEIEHUH KOHTPOJBHOW 3aKYNKH WU
MOHUTOPHUHTOBOH 3aKyIllKM, & TakXe COIJIACOBAaHHE M YBEJOMJICHHE OpPraHOB MPOKypaTypel He
TpeOytorcs. WHdopmanuss o NpOBEJECHUHM KOHTPOJIBHOM 3aKyNKH WJIM MOHUTOPWHTOBOM 3aKyINKH
BHOCHTCS B €IMHBIA PEeeCTp KOHTPOJIBHBIX (HAA30PHBIX) MEPONPUATHI B TEUEHHE OJHOTO pabOyero THS
CO JTHS VX 3aBEPIICHHUS.

6. B ciaywae ecaum B XoJlie BBIE3JHOTO OOCIEIOBAHUS OJHOBPEMEHHO BBISABIICHBI HApYyLICHHS
00s3aTenbHBIX TPEOOBAHNH, MPETyCMOTPEHHBIX MyHKTaMH 4 M 5 HACTOSIIETO JTOKYMEHTa, MPOBOANUTCS
KOHTPOJIbHOE (HaA30PHOE) MEPOIIPHUATHE B COOTBETCTBUM C MTYHKTOM 5 HACTOSIIIETO JOKyMEHTa.".

5. B mocranoBnenun IlpasutensctBa Poccutickoit deneparuu ot 12 mapra 2022 r. N 353 "O6
0COOCHHOCTSIX  pa3pelIuTeNbHOW  JesitenbHOCTH B Poccmiickoit  @enepanmn”  (Cobpanue
3akoHonarenscTBa Poccuiickoit @epepannu, 2022, N 12, ct. 1839; N 13, cT. 2108; N 15, cT. 2521; N 16,
cT. 2668; N 26, ct. 4498; N 38, ct. 6450; N 43, ct. 7400; 2023, N 5, ct. 801; N 13, ct. 2286; N 42, cT.
7504; 2024, N 1, c1. 165):
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a) myHKT 6(1) TOTOTHHUTE ab3areM CIEIYIOIIEro COACPKaHWS:

"B cmydae eciii HOpMaTHUBHBIM ITPaBOBEIM akToM Poccuiickoii Dexeparyn mpeaycMOTpeHa moaada
3asBJICHUH Ha MPEIOCTABICHUE TOCYIAPCTBEHHBIX YCIYT B cdepe pa3pelIuTeNbHOW AeATeNbHOCTH
HCKITFOYATEIRHO B JJCKTPOHHOH  (opme, denepanbHBIi OpraH  HCIOJHHUTCIBLHOW  BIACTH,
YIOJTHOMOYEHHBIH Ha BRIPAOOTKY TOCYJApCTBEHHOW MONUTHKHA M HOPMATHBHO-TIPABOBOE PETYIIMPOBAHUE
B COOTBETCTBYIOLIEH c(epe, B OTHOLICHUU Pa3pelicHUH Ha MPaBO OCYIIECTBICHHSI COOTBETCTBYIOLIETO
BUJA JCATENbHOCTH (COBEpIUeHHs AeWcTBHii) Ha Tepputopusix Jlonenkoir HapomHoit PecmyOnukw,
Jlyranckoit HaponHo#i PecnyOmmku, 3amopoxckoit obmacTet m XepCOHCKOM 00IacTH BIpaBe MPHHSATH
peleHre 0 BO3SMOXKHOCTH TIOJaul TaKHUX 3asBICHUN Ha OyMa)XKHOM HOCHUTEJIE CO AHS BCTYIUJICHUS B CHITY
noctaHoBineHus IlpaBurenscrBa Poccuiickoit ®degepamuu ot 23 mas 2024 r. N 637 "O BHeceHHH
M3MECHEHHH B HEKOTOpBIE akThI [IpaBuTenbpcTBa Poccntickoit @enepanmu” u no 1 centsops 2026 1.";

0) B myHkrte 5 mpmioxkeHuss N 17 K ykazaHHOMY TTOCTaHOBJIEHHIO cioBa "mo 1 centsops 2024 r."
3aMeHUTH cioBaMu "o 1 mapta 2025 r.".



https://login.consultant.ru/link/?req=doc&base=LAW&n=475870&dst=81
https://login.consultant.ru/link/?req=doc&base=LAW&n=475870&dst=100854

