IIPABUTEJIbCTBO POCCHUICKON ®EJIEPALIUU
ITIOCTAHOBIIEHUE
ot 23 mast 2024 r. Ne 637

MOCKBA

O BHeceHMH M3MEHEHHUI B HEKOTOPbIE aKThI
IpaBureascrBa Poccuiickoit @exepaumu

ITIpaButenbcTBO Poccuiickon degepaimi MmO CTAHOBJI A €T ¢

l. YTBepauTs mnpunaraemMble U3MEHEHHUs, KOTOpPbIE€ BHOCSTCA B aKThI
IIpaBurenscTBa Poccuiickoit @enepanni.

2. HacTosimiee  MOCTaHOBJEHME  BCTYNaeT B  CHIy CO  JIHS
ero o(puIaNIbHOTO OMYOIMKOBAaHUS, 32 UCKIFOUEHUEM TOAMyHKTa "a" MmyHKTa 2
W3MEHEHHM, YTBEPAKIEHHBIX HACTOAIIUM IIOCTAHOBJIEHHEM, BCTYMNAIOIIETO
B cuily ¢ | aBrycra 2024 r.

AOKYMEHT MOAMNCAH
SNEKTPOHHOWM NOANUCHIO

Hp eﬂceﬂa’reﬂb Hp aBI/ITeHBCTBa 4E4B48AC2B4A4793191877D128ED7D62

AeiictButenen ¢ 03.05.2024 no 27.07.2025
Brapenell: [paBUTeAbCTBO POCCHIACKOI

Poccuiickoit @enepanuu Ceacpau M.Muiryctua




YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
oT 23 mas 2024 r. Ne 637

N3MEHEHMUA,

KOTOpPbIE BHOCATCH B aKThI
IIpaBureabcTBa Poccuniickon @enepauuu

1.B  IlonoxkeHum O  TOCYJAapCTBEHHOM  aBTOMATHU3WPOBAHHOU
uH(popManmoHHOW cucteme "YmpaBiieHHe", yTBEPKJIECHHOM IOCTAaHOBICHUEM
[IpaButenscTBa Poccuiickoii ®enepanuu ot 25 nexadps 2009 r. Ne 1088
"O rocylapCTBEHHON aBTOMAaTHM3UPOBAHHOM MH(POPMALMOHHON cHcTeMe
"Vupasnenue" (CobGpanue 3akoHonarenbctBa Poccuiickoit deneparuu, 2010,
Ne 1, cr. 101; 2011, Ne 38, ct. 5380; 2013, Ne 1, ct. 65; Ne 48, cT. 6259; 2015,
Ne 2, c1. 459, 460; Ne 10, ct. 1524; No 49, ct. 6972; 2019, Ne 6, c1. 533; No 21,
CT. 2594; Ne 47, ct1. 6676; 2020, Ne 35, cT. 5569):

a) B moAanyHkre "r" nyHkra 4, noanyHkre "0" myHkTa 5 v noamyHkre "a"
MyHKTa 7 cjioBa "OPraHOB HCIIOJIHUTEIBHONW BIACTU CYOBEKTOB" 3aMEHUTHh
CJIOBAMH "HCIIOJIHUTENIbHBIX OPTaHOB CYObEKTOB";

0) myHKT 87 OMOIHHUTD MOAIMTYHKTOM """ CIIEAYOIIEro CONepPIKaHMS

nmn,

"11) rocygapcTBeHHas nH(opMaloHHas cucrema "JOkoHoMmuka'".";

B) B noAnyHkTe "B" myHkTa 9, noanynkre "x" mynkra 11, moamynkre "3"
nyHkTta 12 u noanyHkrax "6" u "r" myHkra 15 ciioBa "opraHbl UCTIOJIHUTEIbHON
BJIACTU CYOBEKTOB" B COOTBETCTBYIOIIEM TMaJeXe 3aMEHUTh CJIOBaMHU
"UCIIONIHUTEIIbHBIE OpraHbl CyObEKTOB" B COOTBETCTBYIOIIEM MaJEXKe.

2. B nynkre 14 IlpaBun ¢opmMupoBaHMs IJIaHA TPOBEACHMS IJIAHOBBIX
KOHTPOJIbHBIX (HAaJ30PHBIX) MEPOIPUATUI HA OUEPETHON KaleHAAPHBII IO/, €ro
COTJIACOBAHMS C OPraHaAMU MPOKYPATypPhl, BKIKOYEHNS B HETO U UCKIIFOYEHUS U3
HEro KOHTPOJIbHBIX (HA/I30PHBIX) MEPONPUATUNA B TEUEHHUE I'0/1a, YTBEPKIACHHBIX
noctaHoBiiennem IlpaBurensctBa Poccuiickoit ®enepanuu ot 31 nexalps
2020 1. Ne 2428 "O mnopsake (GopMupoBaHUsl IUIaHa MPOBEICHUS ILJIAHOBBIX
KOHTPOJIbHBIX (HAaJ30PHBIX) MEPOIPUATUI HA OUEPETHON KaleHAAPHBII IO/, €ro
COTJIACOBAHMS C OpraHaMH IPOKYpaTyphl, BKIKOYEHHS B HETO M MCKIHOYEHHUS
U3 HEro KOHTPOJBHBIX (HAA30pHBIX) Mepornpuatuil B Teuenue roja" (CoOpanue



3akoHomarenbcTBa Poccuiickonn @enepanuu, 2021, No 3, ct. 565; 2023, Ne 34,
cT. 6589):

a) MOAMYHKT "0" TOTOJIHUTH a03amamMu CICIYIOIIETO COICP KAHMS:

"B CBSI3M C HEOOXOJAMMOCTBIO H3MEHEHHMS CpOKa MPOBEICHUSA
KOHTPOJIBHOTO (HaJ30pPHOT0) MEPOTPHUATHS 10 MPUINHE HEPaOOTOCITOCOOHOCTH
€MHOT0 peecTpa KOHTPOJIBHBIX (HAA30PHBIX) MEPONPUITHH, NPETSTCTBYOLIEH
BHECCHHMIO CBEICHUN HaNpSIMYI Yepe3 JHMYHBIA KaOMHET KOHTPOJIBHOTO
(Ham30pHOTO) oOpraHa B €QUHOM pEECTpe KOHTPOJBHBIX (HAJA30PHBIX)
MEpONPUATHH;

B CBSI3U C HEBO3MOXKHOCTBIO MPOBEICHUSI KOHTPOJBHOTO (HAA30PHOTO)
MEpOIPUATHS B CIydyae HACTYIUIEHUS OOCTOSTENbCTB HENPEOJOJIMMON CHIIBI
(ctuxuiiHOe OeACTBUE, TOTOAHBIE YCJIOBHS, J3MUAEMHUS W MPOYME) U HHBIX
00CTOSITENHCTB, HE 3aBUCSIINX OT KOHTPOJBHOTO (HAA30PHOT0) OpraHa;";

0) B moanyHkre "B" cioBa "KaTeropu 4pe3BbIYAHO BBICOKOTO pHUCKa"
3aMEHUTH CJIIOBAMH "'KAaTETOPHSIM YPE3BBIYAiHO BBICOKOT'O M BBICOKOTO pHCKa'.

3. B npunoxenun k IlpaBunam (opmMupoBaHus W BEACHHS €IUHOTO
peecTpa  KOHTPOJBHBIX  (HAQA30pPHBIX)  MEPOINPHUSATUH,  YTBEPKICHHBIM
nocranoBiaenneM [IpaBurenscrBa Poccuiickoir ®epepauun ot 16 anpens
2021 1. Ne 604 "O6 ytBepxkaenuu [IpaBun GpopmMupoBaHUS U BEIECHUS €AUHOTO
peecTpa KOHTPOIBHBIX (HAA30PHBIX) MEPONPHUATUH U O BHECEHUH WU3MEHEHUS
B mnocraHoBiieHue I[lpaButenbctBa Poccuiickonn ®enepanuu or 28 ampens
2015r. Ne 415" (CobOpanue 3akoHomarensctBa Poccuiickoit ®enepanuu,
2021, Ne 17, ct. 2971; Ne 30, ct. 5781; 2022, Ne 19, ct. 3204; Ne 35, ct. 6081;
2023, No 12, ct. 2025; Ne 34, ct. 6589):

a) nyHkT 18 moapasnena "KourponbHas 3akynka" pazzaena Il mocne cios
"yachl MPOBEAEHUS KOHTPOJIBHOIO (HAA30PHOT0) MEpONpUATHA" TONOJHUTH
3HaKOM cHOckH "13-3";

0) TOMOJIHUTEL CHOCKOU 13-3 creayroniero coaepKaHus:

"I3-331ech W gamee B CIydasxX, YCTAHOBJIEHHBIX 3aKOHOJATCIBCTBOM
Poccuiickoit  ®Depeparuu, A IJIAHOBBIX — KOHTPOJBHBIX  (HA/I30PHBIX)
MeponpusATAd  cosmaercs none  IlepeHoc  mpoBeneHus — MepoHpuSATHA"
C YKa3aHMEM HOBOH JaThl Hayaja M OKOHYaHUS IUIAHOBOTO KOHTPOJBHOTO
(HaA30pHOT0) MEPOIIPUATHUS U UHBIX HEOOXOAMMBIX HOBBIX CPOKOB.".

4.B nocranoBnenun lIpaBurensctBa  Poccuiickont ~ denepanuu
ot 10 mapta 2022 1. Ne 336 "O6 0coOeHHOCTAX OpraHU3aIMH U OCYIIECTBICHUS
roCyJapCTBEHHOTO  KOHTpoJid  (HaA30pa), MYHHMIMNAIBHOIO  KOHTpoJiA"
(Cobpanue 3axkonogatensctBa Poccuiickoit denepannu, 2022, Ne 11, ct. 1715;
No 13, ct.2108; Ne 35, ct. 6081; Ne 37, ct. 6346; No 41, ct. 7076; Ne 46,



ct. 8037; 2023, Ne 1, ct. 316; No 7, ct. 1132; No 12, c1. 2025; Ne 42, c1. 7500;
Ne 50, ct. 9073; Ne 51, ct. 9388; 2024, Ne 6, cT. 856):

a) B MyHKTE 3:

ab3all  OJAMHHAAUATHIM  MOAMyHKTa  "a"  JOMOJHUTH  CIIOBAMH
, 3@ WCKJIIOUECHHEM Clly4as, NpeIyCMOTPEHHOro ad3aieM JIBEeHaAlaThiM
noAnyHkKTa "0" HaCTOSIIETO MyHKTA";

"

B MOAMYHKTE "0":

a03a1bl 1eCATHIA U OJMHHAIUATHIA U3JI0KUTh B CIEAYIOLIEN PeTaKIUu:

"BHEIJIAHOBBIE ~ JOKYMEHTapHbIE  TPOBEPKA MPU  MOCTYIICHUH
B KOHTPOJBHBIN (HAA30pHBIA) OpraH oOT JO3HaBaTels, OpraHa JO3HaHUS,
clie[oBaTeNsi, PYKOBOAMTENS CJEACTBEHHOTO oOpraHa JubO0 U3 Oprasa,
OCYIIECTBISIOIIETO  OTMEPAaTUBHO-PA3bICKHYIO  JACSITENBHOCTb, MaTepHAIOB
O TPOW3BEJACHHOM TMPU TPOBEIACHUH MPOBEPKH COOOMICHHS O TMPECTYIUICHUU
WIM TIpA TPOBEACHUU ONEPATUBHO-PA3bICKHBIX MEPONPUATUNH  U3BATUU
npoayKinuu (TOBapoB), oOOpyAoBaHHWS (CPEACTB) [JIi WX MPOU3BOCTBA,
HE SIBJISIFOIIMXCS BEIIECTBEHHBIMH JI0Ka3aTeIbCTBAMH 110 YTOJIOBHOMY JIETTY;

BHEIUTAHOBBIE  JOKYMEHTapHbIE  TMPOBEPKH  MPU  TMOCTYIUICHUH
B KOHTPOJBHBIA (HAA30pHBIM) OpraH OT OPraHoB, JOJDKHOCTHBIX JIHII,
YIOJTHOMOYEHHBIX paccMaTrpuBaTh aena 00 aJIMUHHACTPATHUBHBIX
MPaBOHAPYUICHHUSIX, MaTEPHATIOB 00 HM3BATHH BEIICH, SBUBLINXCA OPYIUSIMU
COBEpIICHHS WU MpeIMeTaMu aJMHHHCTPATHBHOTO MpaBOHAPYIIEHUS, 000pOT
KOTOPBIX OCYHIECTBISUICA C HapylmieHHeM 0O0s3aTeNbHbIX TpeOOBaHHIA,
OTHECEHHBIX K MPEMETY TOCYJaPCTBEHHOTO KOHTPOJISI (Haa30pa);";

JIOTIOJTHUTH a03a1ieM CIEAYIONIEro COAePKaHus:

"0 WCTEYCHWH CpPOKAa UCHOTHEHHS TMpEeANHucanus o0 YCTpaHCHHH
BBISIBJICHHOTO HAapyIIEHUS O0O0s3aTENbHBIX TpPeOOBAaHUN, KOTOPOE BBIAAHO
nocime | mapra 2023 r. mo pe3yJdpraTaM BHEIJIAHOBOTO KOHTPOJIBHOTO
(Ha3OPHOTO) MEPOTPHUSATHS, MPOBEAECHHOTO HAa OCHOBaHMU ab3ama MIeCTOro
HACTOSIIEr0 NOANYHKTA;";

0) B mynkre 11%:

B a03ame 1mepBOM cJoBa "TOCYIAapCTBEHHBIX W MYHUUHUIAIBHBIX
YUPEXKICHUN MOMIKOIFHOTO W HAYaIbHOTO 00mero oOpa3oBaHHs, OCHOBHOTO
obmero w  cpemHero obOmero  oOpa3oBaHus"  3aMEHHTH  CJIOBaMH
"TOCYyIapCTBEHHBIX, = MYHHUIIMNAIBHBIX W  YacTHBIX  00pa30BaTEIbHBIX
OpraHM3alyi, pearu3yonmx o0pa3oBaTeNbHbIE MPOTPAMMBI JOIIKOJIBHOTO
W HAYaJIbHOTO O00NIero oO0pa30oBaHWs, OCHOBHOTO OOIIETO, CPEIHEr0 OOIIeTo
U CpeaHeTo MPOoQPECCUOHAIBHOTO 00pa30BaHus, 00pa30BaTEIIBHBIX OpTaHU3AIII
BBICHIET0 00pa3oBaHus";



B a03al1le cebMOM:

CJI0Ba "TOCYJAapCTBEHHBIX U MYHULIUIIAIBHBIX YUPEKACHUN TOIIKOJIBHOTO
¥ HadaJIbHOTO OOIIero oOpa3oBaHMWs, OCHOBHOTO OOIIETO M CPEIHEro OOIIero
oOpa3oBaHusI" 3aMEHHTb CIOBaMH 'TOCYAApCTBEHHBIX, MYHHIIUTIATbHBIX
¥ YaCTHBIX 0Opa30BaTENbHBIX OPTraHU3alNN, PEaTU3yIONINX 00pazoBaTeIbHBIC
IpOrpaMMBbl JOMIKOJIBHOTO M HadajdbHOTO 0O0Iero oOpa3oBaHUs, OCHOBHOTO
OO0IIIeTr0, CPEeAHEro OOIIEer0 W CPEAHEro MPOQecCHOHAIBHOTO 00pa3oBaHUS,
o0pa3oBaTeIbHBIX OpTaHU3AIMI BRICIIIETO 00pa3oBaHus";

JONOJIHUTh ~ CJIOBAaMM ', B COOTBETCTBMUM C IPEIyCMOTPEHHOMU
JUISL  YKa3aHHBIX KOHTPOJIMPYEMBIX JIMI TEPUOAUYHOCTBIO  IPOBEICHUS
IJIAHOBBIX KOHTPOJIBHBIX (HAA30PHBIX) MEPOIPUATHI";

B) B myHkTe 11°:

ab3ar; ceapMOM TMocie CIOB "MPOPUIAKTUYECKUE BU3HUTHI" JOMOTHUTH
CJIOBaMU ", WIIM KPUTEPUU ONPENEIICHHS KpyTa JINI';

JIOTIOJTHUTH a03a1ieM CIEAYIONIEro COAepKaHus:

"B cnyuae BkmroueHus B mnopydeHus Ilpencenmarens IlpaBurensctBa
Poccuiickonn  ®epepaunn, 3amectureneud Ilpencemarenss IIpaBurenbcrBa
Poccuiickont @enepanuyu KpUTEpUEB ONMPEACICHUST Kpyra JIAl PYKOBOJUTEIEM
KOHTPOJILHOTO (HaA30pHOI0) OpraHa yTBEPKIaeTCs epedeHb KOHTPOIUPYEMBIX
JUI, B OTHOUICHHH KOTOPBIX IOJDKHBI OBITH MPOBEACHBI MPOQPIIAKTHUECCKHE
BU3UTHIL.";

r) B nyHkre 11° crnoBa "mpunoxenusmu Ne 1 u 2" 3aMEHUTH CIIOBaMHU
"mpunoxenusmu Ne 1 - 3";

1) ZOTOJHHUTH yHKTOM 11! criemyromiero comepkanus:

"11'. VcranoButs, uto g0 1 stBaps 2030 r. B paMkax ¢eaepaabHOro
roCyJapCTBEHHOTO KOHTPOJIS (HaA30pa) 3a JAeATEIbHOCThIO aKKPEIUTOBAHHBIX
JUI] TIOMUMO TPO(YUIAKTUIECKUX MEPOIPHUITHIA, TPETyCMOTPEHHBIX YacThiO 3
ctatbu 27 denepanpHoro 3akona "O0 akKpeIuTaIlMi B HAIIMOHAIBHON cHCTEME
aKKpeauTanuu", JOMyCKaeTcs TMPOBEACHHE MNPOPHIAKTUYECKUX BU3UTOB
B coorBeTcTBUU ¢ DenepaibHbIM 3aKOHOM "O TroCyJapCTBEHHOM KOHTPOJIE
(Ham3ope) W MyHUUMIAIBHOM KoHTposie B Poccuiickoii  ®enepanun"
U HACTOSIIIUM MOCTAaHOBJICHUEM.";

€) B puiokeHnu Ne 2 K yKazaHHOMY ITOCTaHOBJIEHUIO:

B noanyHkre "r" myHkra 1 cioBa "a03amamMu BTOPBIM - MSTBIM
U JAecsAThIM" 3aMEHHUTH CJIOBaMH '"a03allaMd BTOPBIM - TISITBIM, JECSATHIM
1 OJMHHAIIATBIM";

B IIYHKTE 5 cioBa "myHKTamu 4, 5" 3aMeHUTH c1oBaMHu "myHKTamu 4 - 5";

) HOTOJHUTH MpuiiokeHueM Ne 3 ciieyromnero coaepkanusi:



"TIPUJIOKEHUE Ne 3
K nocraHoBieHuto [IpaBurenbcTBa
Poccuiickon ®@enepanun
ot 10 mapta 2022 r. Ne 336

OCOBEHHOCTH

OLIEHKH COOJII0IeHUS 00513aTeJIbHBIX TPEOOBAHM K IPUMEHEHUIO LeH
HA JIEKAPCTBEHHbIE MPeNnapaThbl, BKIKYCHHbIC B IePeYCHb *KU3HCHHO
HEO0X0MMBIX M Ba)KHEHIIHNX JIEKAPCTBEHHBIX NPeNnapaToB

1. Ouenka cobmonenusi 00s13aTeIbHBIX TPEOOBAaHUHN K MPUMEHEHUIO 11eH
Ha JICKAPCTBEHHBbIC TMpenapaThl, BKJIIOYEHHBIE B IEPEUYCHb KU3HEHHO
HEOOXOJAMMBIX M BaXKHEUITUX JIEKAPCTBEHHBIX MPENapaToB, OCYIIECTBISACTCS
B paMKaX PpPETHOHAIBHOIO  TOCYJapCTBEHHOTO  KOHTpoJA  (Haa30pa)
3a MPUMEHEHUEM 1IEH Ha JIEKapCTBEHHBIE MPENapaThl, BKIIOYECHHBIE B IEPEUCHD
KU3HCHHO HEOOXOMUMBIX ¥ BaXHEUIIUX JICKAPCTBEHHBIX MPEMApaToB,
MOCPEJICTBOM:

a) BHEIJIAHOBBIX KOHTPOJBHBIX (HAJ30PHBIX) MEPONIPUITUH, TPOBOJUMBIX
10 COTJIACOBAHUIO C OPraHaMU MPOKypaTypbl HA OCHOBAHUH UHAUKATOPOB PUCKA
HapylIeHUus1 00s3aTeNbHBIX TPEOOBAaHU, YTBEPKICHHBIX B COOTBETCTBUU
co ctaTthel 23 PenepanbHOro 3akoHa "O rocy1apcTBEHHOM KOHTpOJIE (HaA30pe)
1 MyHULIUNAIBHOM KOHTpoJie B Poccuiickoit denepanuu', uim no UCTCYECHUU
CPOKa UCIOJIHEHUS MPENUCcaHusl 00 YCTPAaHEHUH BBISIBICHHBIX HAPYIICHUN;

0) BBIEC3THBIX 00CIICIOBAHUN B COOTBETCTBUU C HACTOSIIIUM JJOKYMEHTOM;

B) BHEIUIAHOBBIX KOHTPOJIbHBIX (HAJ30PHBIX) MEPONPUITUHN, TPOBOJUMBIX
M0 COTJIACOBAHUIO C OpraHaMu MPOKYpaTyphl, MPEIyCMOTPECHHBIX ad3aramu
BTOPBIM - YETBEPTHIM MOJNMyHKTa "a" myHkTa 3 moctaHoBienus [IpaButenbcTBa
Poccumiickoit deneparuun or 10 mapra 2022 r. Ne 336 "OO6 0coOCHHOCTSX
OpraHu3allid U OCYIIECTBICHUS TOCYJAapCTBEHHOIO0 KOHTpoJs (Haa3opa),
MYHULUIIATIBHOTO KOHTPOIA";

I') BHEIJIAHOBBIX KOHTPOJBHBIX (HAA30PHBIX) MEPONPUSITUHI, TPOBOJUMBIX
0e3 corracoBaHWsl C OpraHaMU MPOKYpaTyphl, MPEIyCMOTPECHHBIX ab3aramu
BTOPBIM - MATBIM, JECATHIM M OAMHHAALATHIM MOAMyHKTa "O" myHKTa 3
noctanoBnenus [IpaButensctBa Poccuiickoit @enepanun ot 10 mapta 2022 r.
Ne 336 "O0O 0cOOEHHOCTSIX OpraHU3alUU U OCYLIECTBIEHHUS FOCYJAapCTBEHHOTO
KOHTpOJIs (HaA30pa), MyHHUIIUIIAILHOTO KOHTPOJs'".



2.B menmax OIEHKHM COOMIOAEHUS  KOHTPOJIMPYEMBIMH  JIUIIAMHU
00s13aTeNbHBIX TPeOOBaHMI K MPUMEHEHUIO IIEH Ha JIEKapCTBEHHBIC TIpemapaThl,
BKIIIOUEHHBIE B TEPEYCHb JKU3HEHHO HEOOXOAMMBIX ¥  Ba)KHEHIIHNX
JEKapCTBEHHBIX  NPEMapaTroB,  MPOBOIATCS  BbIE3JHBIE  OOCIEAOBaHUS
KOHTPOJIUPYEMBIX JIUIl U (WIK) OOMIEAOCTYMHBIX (OTKPBITHIX ISl MOCEIICHUS
HEOTpPaHUYEHHBIM Kpyrom JIIY) MIPOU3BOACTBEHHBIX 00BEKTOB,
MIPEAYCMOTPEHHBIX NYHKTOM 3 4Wactu | crarebum 16 @PenepanbHOro 3akoHa
"O rocyaapCTBEHHOM KOHTpoJie (Haa30pe) U MYHHIUIAIBLHOM KOHTpOJIE
B Poccuniickonn ®enepannu’, Ha OCHOBAHMM ILJIAHA NPOBEACHUS BBIC3JIHBIX
oOcnenoBaHMii, KOTOPBIA (opMUpYeTCS OpraHaMH, OCYIIECTBISTFOIIIMHI
PErMOHAJBHBIN TOCYAapCTBEHHBIA KOHTPOJIb (HAA30p) 3a NPUMEHEHHEM LEH
Ha JIEKApCTBEHHbIE IIpenaparbl, BKJIIOYEHHbIE B TME€PEUYECHb >KU3HEHHO
HEOOXOJAMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IPENapaTroB, €XEKBapTAJIbHO,
He no3aHee 15-ro uncia Mecana, MpeAneCTBYOIIEro MNIAaHUPYEMOMY KBapTaimy.

3. B nensx npuMEHEHHsI MOJIOKEHUN IMyHKTa 2 HACTOSIIETO JOKYMEHTA
KpuTepurd (OPMHUPOBAHMS IIJJaHA TPOBENEHUS BBIC3AHBIX OOCICIOBAHHIA,
ONpENENSIONME  OCHOBAaHMWS  JJIA  BKJIIOYEHUS  KOHTPOJIMPYEMBIX  JIMI]
U (W) OOIIEOCTYITHBIX MPON3BOJCTBEHHBIX OOBEKTOB B COOTBETCTBYIOIIUE
IUIaHbl, YTBEP)KJAIOTCS  OpPraHaMH, OCYILIECTBISIOIIMMHU  PErMOHAIBHBIN
rocyJapCTBEHHBIA KOHTPOJIb (HAA30P) 32 MPUMEHEHHEM LIEH Ha JEKapCTBEHHbIE
Ipenaparsl, BKJIIOUYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOAMMBIX U BAKHEUILINX
JEKapCTBEHHBIX MPENapaToB, W YYHUTHIBAIOT B TOM YHUCIE CIEIYIOLIUE
00CTOATEHCTBA:

a) MpeIeCTBYOMME (PaKkThl HapyUIEHUS KOHTPOJIUPYEMBIMU JULAMU
00s13aTeNbHBIX TPeOOBaHMI K MPUMEHEHUIO IIEH Ha JIEKapCTBEHHBIC TIpemapaThl,
BKIIIOUEHHBIE B TEPEYCHb O KU3HEHHO HEOOXOAMMBIX ¥  Ba)KHEHIIHNX
JIEKapCTBEHHBIX MPENapaToB;

0) HEOTHOKpATHOE TOCTYIUICHUE >XKalloO (oOpaimieHnii) Ha HapylIeHUE
00s13aTeNbHBIX TPeOOBaHMI K MPUMEHEHUIO IIEH Ha JIEKapCTBEHHBIC TIpemapaThl,
BKIIIOUEHHBIE B TEPEYCHb O KU3HEHHO HEOOXOAMMBIX ¥  Ba)KHEHIIHNX
JIEKapCTBEHHBIX MPENapaToB.

4. 3a UCKIIFOYEHUEM CITy4YaeB, MPEIYCMOTPEHHBIX TYHKTOM 5 HACTOSILETO
JOKYMEHTa, €CJIM B XOJI€ BBIE3JHOTO OOCJIEIOBAaHMS BBISBICHBl HAPYLICHUS
00s3aTeNbHBIX TPEOOBAaHMUU, NPEAYCMOTPEHHbIX DenepanbHBIM  3aKOHOM
"O6 oOparmieHny JICKApCTBEHHBIX CPEACTB", TO COCTABISIETCS AKT BBIC3THOTO
oOcietoBaHMs, KOTOPBIM HaIpaBiseTcs (BpydaeTcs) KOHTPOIUPYEMOMY JIHILY,
Y BBIJAETCS NpEANnHucaHre 00 yCTPaHEHHM BBISIBICHHBIX HapylueHui. OleHka



WCIIOJTHEHHSI TAKOrO TMPEAIHACAHUSA OCYLIECTBIAETCS TOJBKO TOCPEACTBOM
MPOBECHUS KOHTPOJIBHBIX (HA30PHBIX) MEPONPHUITHIA O€3 B3aUMOACHCTBHSL.

Ecnu mo ucredeHMH cpoka HMCHOJHEHHUS MpeAnucaHus o0 yCTpaHEHHH
BBISIBJICHHBIX HApPYIIEHU YCTAHOBJIEHO, 4YTO HAapyIIEHHs HE YCTPAHEHBI,
TO JOMYCKAaeTcsl MPOBEACHUE BHEIUIAHOBOTO KOHTPOJBHOTO (HAA30pHOIO)
MEpONpUATHS C  B3aUMOJEHCTBHEM ©0€3  COrjacoBaHUs C  OpraHamu
MPOKYpaTyphl.

5. B ciyyae eciii B X0Z€ BBIE3THOTO 00CIE0BaHUS BBISIBICHBI TPU3HAKU
HapylleHus  oO0s3aTeNnbHBIX  TpeOOBaHUN, MPEITYCMOTPEHHBIX  YacThIO &
ctatbu 61 u (wnm) yacteio 3 crathu 63 DenepanbHOro 3akoHa "OO obOpaieHun
JIEKapCTBEHHBIX CPEICTB" B YaCTH OTCYTCTBUS B OpPraHHU3alUAX PO3HUYHOMU
TOPTOBIIM  JICKAPCTBEHHBIMH  TIperaparaMM  aKkTyaJdbHOW  HHGMOpMaIuu
O 3apETUCTPUPOBAHHBIX IPEIEIBHBIX OTIYCKHBIX II€HAaX MPOU3BOAUTENIEH
Ha JIGKapCTBEHHBIE IIpEnapaThbl, BKJIIOYEHHBIE B IIEPEYEHb IKU3HEHHO
HEOOXOAMMBIX W BaXXHEMIIMX JIEKAPCTBEHHBIX NPENApaToB, MPEIEIbHBIX
pa3Mepax ONTOBBIX (PO3HUYHBIX) HAZA0ABOK K (DAKTHUECKUM OTITYCKHBIM IICHAM,
YCTAHOBJICHHBIM  TPOM3BOJMTEISIMM ~ HA  JICKAPCTBEHHBIE  IIpEmNaparsl,
BKIIIOUEHHBIE B TEPEYCHb O KU3HEHHO HEOOXOAMMBIX ¥  Ba)KHEHIIHNX
JIEKapCTBEHHBIX IPENaparoB, M CYMME 3apErUCTPUPOBAHHBIX MNPEAEIIBHBIX
OTIYCKHBIX II€H MPOU3BOAUTENEH Ha JIEKAPCTBEHHBIE IIPENapaThl, BKIOUECHHBIE
B IIEPEUYCHb IKU3HEHHO HEOOXOJMMBIX M BAXKHEWIIUX JIEKAPCTBEHHBIX
MpenaparoB, NpPENeNbHbIX pa3MEpOB ONTOBBIX HAA0AaBOK U MPEHEIbHBIX
pa3MepoB PO3HUYHBIX HAJ0ABOK M Hajgora Ha J00aBJICHHYIO CTOMMOCTH MpHU
YCIOBUHM, YTO B OTHOLICHHWM JIMIA 34 NPEAIIECTBYIOMMNE 6 KaJleHIapHBIX
MECALIEB BBISBISIMCh AHAJOTWYHBIE HApyLIEHUS 00s3aTeIbHBIX TpeOOBaHUM,
JOIYCKAaeTCsl HE3aMEIUIMTEIbHOE TPOBEACHUE KOHTPOJBHOW 3aKyNKH WU
MOHHUTOPHUHIOBOM 3aKylKH, B paMKax KOTOPOM MNPOBENECHUE IKCIEPTU3HI,
UCIIBITAaHUSI HE SBIAETCA O00s3aTeNbHbIM. B yKa3zaHHOM ciyyae NpHUHSATHE
pelIeHus O MPOBENECHUH KOHTPOJIBHOM 3aKyNKH UM MOHUTOPUHIOBOM 3aKyIKH,
a TaK)Ke COrJJacoBaHWE M YBEIOMJIEHHE OPraHOB MPOKYpaTyphl HE TPEOYIOTCS.
Wudopmanvs o TpoOBEACHUH KOHTPOJIBHOW 3aKyNKH WM MOHHUTOPHUHTOBON
3aKyNKWA BHOCUTCSI B €IMHBIN PEECTpP KOHTPOJIbHBIX (HAJ30PHBIX) MEPOIPUITHI
B T€YEHUE OJIHOTO paboOYero JAHs CO JHS UX 3aBEPIICHUS.

6. B cmydae ecnm B X0A€ BBIE3HOTO OOCIEAOBAHUSA OJHOBPEMEHHO
BBISIBJIEHBI ~ HapylIeHHs OOA3aTENbHBIX TPEOOBAHMM, NTPETYyCMOTPEHHBIX
NyHKTaMM 4 © 5 HACTOSIIEro JOKYMEHTAa, NPOBOJIUTCS KOHTPOJIBHOE
(Ham30pHOE) MEpPONpPHUSATHE B COOTBETCTBUM C IIYHKTOM S5 HACTOSILIETO
JOKyMEHTA.".



5.B nocranoBnenun  IlpaButensctBa  Poccmiickorn — Penepannn
ot 12 mapta 2022 1. Ne 353 "O6 0COOEHHOCTSIX pa3pelIuTEILHON IeATeIbHOCTH
B Poccuiickoit ®enepanun" (CobOpanue 3akoHoAaTeNnbcTBA Poccuiickoi
Oenepannu, 2022, No 12, ct. 1839; No 13, ct. 2108; No 15, cT. 2521; Ne 16,
CT. 2668; No 26, cT. 4498; Ne 38, ct. 6450; Ne 43, ct. 7400; 2023, Ne 5, cT. 801;
No 13, c1. 2286; Ne 42, ct. 7504; 2024, Ne 1, cT. 165):

a) MyHKT 6' TOTOHUTE ab3a1ieM CIIeAYIOIIEro COACPKAHMUS:

"B cmywae ecnm  HOpPMAaTMBHBIM IIPaBOBBIM  akTOM Poccuiickoin
Qenepauuy  NpegycMOTpEHA IojJada 3asBJIEHUHM Ha  MPEJOCTaBICHUE
TOCYyJIapCTBEHHBIX  yCIyr B  cdepe  pa3peluTeNbHON  IeATeIbHOCTH
UCKITIOYUTENHHO B DJIEKTPOHHOM (hopme, eaepanbHbIil OpraH UCIOIHATEIHHON
BJIACTH, YIIOJIHOMOYEHHBIH Ha BBIPAOOTKY TOCYAApCTBEHHOW MOIUTHUKU
U HOPMAaTUBHO-NPABOBOE pETryJIMPOBAaHME B COOTBETCTBYHOIIEH cdepe,
B OTHOLIEHUM Pa3pelIEHUI Ha MPaBO OCYIIECTBICHHS COOTBETCTBYIOLIErO BUIA
NesTeNbHOCTU (COBEpIIEHUs AeHCTBUI) Ha Tepputopusax Jloneukoit HapoaHoit
PecniyOnuku, Jlyranckoit Haponnoit PecnyOnmku, 3amopokckoil oOjacTu
u XepCOHCKON 005acTé BIpaBe MPUHATH PEUICHHE O BO3MOXKHOCTH IMOAAud
TaKMX 3asBI€HUM Ha OyMaXHOM HOCHUTEJIE CO JHA  BCTYIUICHUS
B cwry nocraHoBieHus  lIpaButensctBa  Poccuiickonn = @enepanuu
or 23 mas 2024 1. Ne 637 "O BHeceHMM W3MEHEHHM B HEKOTOPBIE AKTHI
IIpaButenscTBa Poccuiickoii @enepaunn" u 10 1 cenrsopsa 2026 r.";

0) B myHKTe 5 npuioxeHus Ne 17 kK ykazaHHOMY MOCTaHOBJIEHUIO CJIOBA
"o 1 centsiOopst 2024 r." 3amenuTs cioBamu g0 1 mapra 2025 r.".




