MHH3/IPAB POCCHH

PEAEPAJIbHAS CJIIYKBA 11O HAI3OPY B C®EPE 3/IPABOOXPAHEHMUS

TEPPUTOPUAJIBHBIA OPIT'AH ®EJEPAJIBHOM CJAYKEbI 10 HA3OPY
B CDEPE 3]IPABOOXPAHEHMUA 11O PECITYBJIMKE KPBIM U TOPOAY
®EJEPAJIBHOI'O 3BHAYEHHUSA CEBACTOIIOJIIO, 3AITOPOXKCKOH
OBJIACTU U XEPCOHCKOM OBJIACTH
(TeppuropuanbHbiii oprad Poc3apaBHaasopa no Pecnybiiuke Kpsim H ropoay
¢penepanbroro 3navenus CeBacTono.aio, 3anopoxckoi obracTy # XepCOHCKOM
00J1aCTH)

ITPUKAS3
19 K X35 No -8/

r. Cumdeponoss

006 yrsepxaenun [Iporpammel npopHNaKTHKH PHCKOB NpHYHHEHHs Bpeaa
(yumiepda) oxpaHsieMbIM 3aKOHOM IIEHHOCTSM IPH OCVI{eCTBJICHHH
¢beaepaibHOro rocyJapcTBeHHOro (KOHTPOJIsi (Haa3opa) B cepe odpaeHus
J€KAPCTBEHHBIX CPEACTB VI MEAHUHHCKOro npumenenus B 2026 roay

B coorBerctBuu co crateedr 44 ®enepanbHoro zaxona ot 31.07.2020

Ne 248-®3 «O rocymapcTBEHHOM KOHTpoJie (HaAmg30pe) ¥ MYHHIHUIAIBHOM
KOHTpoJie B Poccuiickoit @enepaiuu» pelnaro:

. YTeepaute npunaraemyio I[lporpamMmy npoduIakTHKH PUCKOB NMPHYHHEHHS
Bpena (yiepda) oOXpaHsieMbIM 3aKOHOM ILIEHHOCTSM TIPH  OCYLIECTBJIEHHH
(benepanbkHOro rocymapcTBeHHOro (KOHTpods (Hamsopa) B chepe obpaieHHs
JIEKapCTBEHHbIX CPEACTB IJIs MEAULIMHCKOIo nNpuMeHeHus B 2026 rony.

2. Yreepnuts [1nan npoBeneHHs 0053aTeNbHBIX MPOQUIAKTHYECKUX BU3UTOB IIPH
OCYLLECTB/IEHHHU (pelepalibHOr0 rocyIapCTBEHHOIO KOHTpOJs (Haa3opa) B chepe
oOpallleHHs JIEKapCTBEHHBIX CPEACTB I MEIUIMHCKOrO MPUMEHEHHUs COrJIacHO
npuinoxenuo Ne 2 K HacTosimIeMy MpHKa3y.

3. HacTosimui npukas BcTynaeT B cHuty ¢ | suBaps 2026 1.
4. KoHTpoJIb 32 UCIIOTHEHHEM HACTOSIIETO MPHUKa3a OCTaBIIsHO 3a COOOM.

i
PykoBonurtens er B.B. Kitumog



[Tpunoxenue No | k npukasy
TepputopuaiibHoro oprana
QezeparibHoii ¢ty kOB 10 HAI30PY
B cepe 3apaBooxpanenus 1o Pecry6iuke Kpbim
H ropoay ¢eepaibHoro sradedus CeBacTonomo.,
3anoposkckoit 061acTu u XepcoHCKo# 061acTH
ot 19.12.2025 Ne44-OJ1/25

IIporpamMma npoHIaKTHKH PHCKOB NPHYHHEHHSE Bpeaa (ymepba)
OXpaHAEMbIM 32KOHOM UEHHOCTSIM NPH OCyIlecTBIeHHH (enepaibHOro
roCyIapcTBEHHOTO KOHTPOJISA (HaA30pa) B cdepe obpaiesns JeKapCTBeHHbIX
CPeICTB /ISl MEHIHHCKOIO NPHMEeHeHH

B 2026 roay

Hacrosimas nporpamma mpoduiiaktudeckux MeponpHsTHii, HalmpaBJIeHHbIX
Ha TpeaynpexIeHHe NpUYHHEHHS Bpena (ymiepda) OXpaHsSeMBIM 3aKOHOM
neHHocTam  (manee - Ilporpamma), ycTaHaBIMBaeT NOPSAOK IMPOBENEHUS
MPOQUIAKTHYECKHX  MEpOINpPHUSATHH, HANpaBleHHBIX Ha npeaynpexiaeHue
NpUYHHEHUs Bpena (yiuepda) oXpaHSEeMBIM 3aKOHOM LEHHOCTSM, COOIIONEHHEe
KOTOPBIX OLCHHMBAETCA B DPAMKaxX MCIOJHEHHs TOCYAapCTBEHHOM GYHKUHH —
(enepanbHbIl  TOCynapCTBEHHBIH KOHTPONL (Hamsop) B chepe oOpareHus
JCKapCTBEHHBIX ~ CPEACTB  UIs  MEOUIMHCKOIO  NpuMeHeHHs  (gamee -
roCya1apCTBEHHBIH KOHTPOJIB).

[. AHaiM3 TeKyIIero COCTOSHHS OCYLIECTBIEHHS TIOCYIapCTBEHHOTO
KOHTPOJIS

DenepanbHoi ciyx60i Mo Hag3opy B chepe 3apaBoOXpaHeHHs (matee -
Pocsnpashansop) u TeppuTopnanbbivM opranoM ®enepansHol ciayx06oii Mo
Ha130py B chepe 3mpaBooxpaHeHMs Imo Pecriybinke KpeiM u  ropomy
enepanbroro 3HaueHust CeBacTOMOMIO, 3aMOPOKCKOH 0GIACTH XepCcoHCKOM
obnacty (nanee — TeppHTOPHANBEHBIM OPraH) KOHTPOJIbHAS [EATEILHOCTD B cepe
oOpamieHusi  J€KapCTBEHHBIX  CPEACTB  OCYILIECTBIAETCA  IOCPEACTBOM
(hezepanbHOro rocynapcTBEHHOro KOHTponisi (Hamsopa) B chepe oOparieHus
JIEKapCTBEHHBIX CPEICTB B COOTBETCTBUHU C MONOXKeHUsiMH DeepabHOro 3aKoHa
or 31.07.2020 Ne 248-®3 «O rocyaapcTBEHHOM KOHTpone (Haa3ope) M
MYyHHLMIaTbHOM KOHTposie B Poccuiickoit ®Denepaunn» (nanee - MenepanbHbii
3akoH oT 31.07.2020 Ne 248-®3), mocranosnenus IlpaButensctBa Poccuiickoit
Dezepaunu ot 29.06.2021 Ne 1049 «O denepanbHOM rocyaapcTBEHHOM KOHTPOJIE

(Haasope) B cepe obpallleHUs TeKapCTBEHHBIX CPEACTBY (Janee — IOCTAHOBIEHHE
oT 29.06.2021 Ne 1049).



[IpeameTom rocynapcTBeHHOro KOHTPOIS B COOTBETCTBHM €O CTaTheidl 9
®enepanproro 3akona ot 12.04.2010 Ne 61-®3 «06 0OpallieHHH JTeKapCTBEHHBIX
cpencts» (nanee — @enepansuelit 3akoH ot 12.04.2010 Ne 61-D3) gsnsrores:

1) cobmonenne obs3arenbHBIX TpeGoBaHMi B cthepe oOpareHHs
JeKapCTBEHHBIX CPEICTB, B TOM YHCJIE:

a) TpebOBaHHH K JOKITMHMYECKMM HCCIIELOBAHUSM J1eKapCTBEHHBIX CPEICTB,
KIIMHUYECKUM  MCCICIOBAHHUSIM JIEKADCTBEHHBIX IIPEnapaToB, H3rOTOBJEHHUIO,
XpaHEHHIO, epeBo3ke, BBO3y B Poccuiickyro Denepaunio, oTnycKy, peaamsaluu,
nepenade, MpoJake JIEKApCTBEHHBIX CPEACTB, MPHUMEHEHUIO JIEeKAPCTBEHHBIX
MpenapaTos,  yHHYTOKEHHIO  JIEKAPCTBEHHBIX  CPEJCTB,  YCTAHOBJIEHHIO
IPOU3BOMTENAMM  JICKADCTBEHHBIX IpENapaToB Ie€H Ha JIeKapCTBEHHbIE
npenapaTebl, BKIIOYEHHBIE B MEPEYEHb XU3HEHHO HeOOXOIMMBIX M BaKHEHIIHX
JIEKapCTBEHHbIX IPENapaTos;

0) TpeboBaHK#i K COOTBETCTBHIO JIEKAPCTBEHHBIX CPEJCTB, HAXOMALIMXCS B
oOpalleHKH, TOKa3aTelsM KayecTBa, SDPEKTHBHOCTH U  6GE30MACHOCTH,
YCTQHOBJICHHBIM B COOTBETCTBUHU ¢ DeaepalibHbIM 3aKOHOM;

B) TpeOoBaHHH K COOMONECHHIO CyOBEKTaMH OOpallleHHs J1eKapCTBEHHBIX
CPEACTB, yKa3aHHbIX B 4acTH 1 ctateu 67.1 ®enepanbHoro 3axona ot 12.04.2010
Ne 61-@3. orpannyenuil, Hamaraemblx crathsMu 67.1 u 67.2 ®emepanbHOro
3aK0Ha oT 12.04.2010 Ne 61-@3;

2) cobmiomeHHe  NMUEH3HOHHBIX  TPeGOBaHMH K  OCYIIECTBICHHIO
(apMaLeBTHYECKOI IESTETbHOCTH;

3) cobmonenre TpebOBaHMI K HPENOCTAaBIEHHIO CyObeKTaMHM OOpalleHHUs
JIEKapCTBEHHbIX CPEACTB MHG)OPMALMM O JIEKApCTBEHHBLIX CPEACTBAX M (MIIH)
JICKapCTBEHHBIX IIpenaparax, IpeNyCMOTpeHHOu ctatesmMu 9.1, 52.1 u 64
@enepanpHOro 3akona ot 12.04.2010 Ne 61-®3.

[ToaxkoHTPOIbHBIMU CYOBEKTaMH NPU OCYILIECTBIEHHH TOCYHApPCTBEHHOTO
KOHTPOJIA ABISIFOTCS:

MPOU3BOIUTEIHM I€KAPCTBEHHBIX CPEICTB;

OpraHu3allMy, OCYLIECTBISIOLIME ONTOBYIO TOPrOBIIO JIEKAPCTBEHHBIMH
CPEACTBAMH JIJIl MEAUUUHCKOTO TIPUMEHEHHS;

HAay49HO-UCCJIEJOBATEIIbCKHUE OopraHusanuu 151 06pa3OBaTeJ'II>HbIe
OpraHus3aluu BBICIHICIO O6pa3OBaHHﬂ, OpraHu3aluu JOITIOJTHUTEJIBHOI'O
npocbeccnouanbﬁoro 06pa3013aHpm, OCYLICCTBIIAIOIIHNE JOKIIHHHYECKHE

HUCCIIEN0OBAaHUA  JIEKAPCTBEHHBIX  CPEINCTB,  KJIMHUYECKHE  MCCIIEJOBAHHS
JI€KapCTBEHHBIX NpenapaTos;

pa3paboTYMKH JIEKAPCTBEHHBIX IPENapaToB MM YIIOJIHOMOYEHHbIE HMH
J4ua;

MEIUIIMHCKHE OpraHu3alluH;

00ocobJieHHBIE CTPYKTYpHbIE MOApa3NeleHus MEIULMHCKAX OpraHH3aliii
(amOynatopus, henbaUIepcKuil MyHKT, (enpamepcko-aKymepeKuid MyHKT, LHEHTP
(oTneneHue) oOueld BpaueOGHOM (CeMENHOM) MPAKTUKHN), YUACTKOREIE HOTBHUILBI);

alTeKH, OCYIIECTBISIOUIME PO3SHUYHYIO TOPTOBIIIO (OTITYCK) JeKapCTBEHHBIX



NpenapaToB HACE€HHIO: FOTOBBIX JIEKAPCTBEHHBIX (OpM, MPOU3BOACTBEHHBIE C
MPaBOM W3rOTOBJICHHS JIEKAPCTBEHHBIX MPENApaToB, IPOM3BOACTBEHHBIE C TPABOM
U3rOTOBJICHHA aCEIITHYECKHUX JIEKAPCTBEHHBIX MPEIapaToB;

anTeKH KaK CTPYKTYpHOE TMOApa3JeieHHe MEIHIIMHCKOW OpraHUu3aluu:
FOTOBBIX JIEKAPCTBEHHBIX (OPM, NMPOU3BOACTBEHHBIE C I[PABOM H3TOTOBIICHUS
JEKapCTBEHHBIX IIPENnapaToB, IIPOM3BOJACTBEHHBIE C [IPAaBOM H3TOTOBJIEHHS
aCeNTUYECKUX JIEKAPCTBEHHBIX I[IpenapaTroB, TPOW3BOJCTEEHHBIE C IPaBOM
M3rOTOBJIEHHS pagrodapMaleBTHUECKHX JIEKaPCTBEHHBIX [TPEernapaTos;

anTeyHble IIYHKTBl, B TOM YHCIIe KaK CTPYKTypHbLIe TOApa3le/ieHHs
MEIUILMHCKON OpraHU3aluy;

anTe4YHbIe KUOCKHU;

WHIWBUyallbHble MpeANpUHUMATENH, OCYUIECTBISIONIME MEIULUUHCKYIO
JesITeTbHOCTB;

MHIUBUIyalIbHBIE NpeanpUHUMaTeH, OCYHIECTBISIOLLHE
dapMaleBTHUECKYO e TETbHOCTD;

Iep/KaTeld WM  BlAJENblbl  PErHCTPALMOHHLIX  yIOCTOBEpPEHHMH
JIEKapCTBEHHBIX IIPENnapaToB MJIM YMOJHOMOYEHHBIE MMH HHBIE HOPHUAHYECKHE
JTHLA.

OOfuiee  KOMMUYECTBO  KOHTPOJHPYEMBIX  JIML,  OCYIIECTBISFOLIMX
JesiTe]IbHOCTE B cepe oOpallleHUs JIEKapCTBEHHBIX CPEICTB (MO0 COCTOSHHUIO Ha
nexadbps 2025 r.) no Pecny6muke Kpbim — 342 muuensuara (2021 obwekta) U no
r¢3. Cesacronoio — 71 nuuensuar (359 00beKTOB).

PocsnpaBuagzop u  TeppuTOpHalibHBIA OpraH B COOTBETCTBHM C
DenepanbHeiM  3akoHOM 0T 31.07.2020 No 248-D3 u 1nocTaHOBIEHHEM OT
29.06.2021 Ne 1049 B wmensiXx ONTHMAJIBHOTO MCIOIL30BAHUS TPYAOBbIX,
MaTepualbHbIX U (HHAHCOBBIX PECYpPCOB, 3a1€HCTBOBAHHbLIX [IPH OCYILECTBIEHUH
rOCy/1apCTBEHHOIO  KOHTPOJIS, CHUXXEHMS M3JlepXkeK OpHUAMYECKHX JIHI,
WHIMBHAYANbHBLIX TNpeAlpUHUMAaTEIed U IMOBBILIEHUS pe3y/ILTAaTUBHOCTH CBOEH
JEeATENLHOCTH IIPH OCYIIECTBICHUH (elepalbHOr0 rocyJapCTBEeHHOTO Haa3opa B
cepe obpailleHus J1eKapCTBEHHBIX CPEICTB MPUMEHSET PHCK-OPUEHTHPOBAHHBIMN
MOJXO/I.

Puck-oprueHTHpOBaHHBIM MOAXOA MpEACTaBiseT cOO0KH MeTOA OpraHu3aluy
M OCYIIECTBICHUS TOCYAapCTBEHHOrO KOHTPOJs, T[IpUu KOTOPOM  BBIOOp
MHTEHCHBHOCTH ((QOpMbI, NPONOJKUTENBHOCTH, IEPHOJHYHOCTH) IPOBENCHHUs
MEPOIPUATANA IO KOHTPOJIO  ONpelesieTcss OTHEeCeHUEeM  IesiTebHOCTH
IOPUAMYECKOr0  JIMA, HWHAWBUAYAJIBHOIO  MpeanpuHumarens W (WIH)
UCIIOJIb3YEMBIX HMH npu OCYLIECTB/ICHUH TaKoH NeATENbHOCTH
MPOU3BOACTBEHHBIX OOBEKTOB, MPOU3BOAMMON NPOAYKIMM K ONperesleHHOH
KaTeropuy pucka.

OTHeceHHe K oONpeleNeHHONW KaTeropuH pHCKa KOHTPOJHUPYEMBIX JIHI
ocymecTrisiercs Poc3ipaBHag30poM € y4eTOM TSKECTM MOTEHLMAJIbHBIX
HEraTMBHBIX TOCIEICTBHH BO3MOMKHOTO HECOONIONEHUS IOPHIHYECKUMH JTHIIAMH.
UHAMBUIYATIbHBIMU NPEINPHHAUMATENSIME 0053aTebHBIX TpeOOBaHUH, a Takke ¢



Y4E€TOM OLCHKH BEPOATHOCTH HCCO6HIOH€HI/ISI COOTBECTCTBYHOUIHUX 00s3aTeNIbHbBIX
TpeOOBaHHUii.

B 2022 romy yrBepikaeHo mocrtaHoBieHHe [IpaButensctBa Poccuiickoin
®enepaunu ot 10.03.2022 Ne 336 «O6 o0coOeHHOCTSX OpraHM3alUud M
OCYLIECTBJICHUS TOCYAapCTBEHHOrO0 KOHTpOJIsS (Haa30pa), MYHHIMIAIBHOTO
KOHTPOJISI», KOTOpOE yCTaHaBJIMBAET 0COOEHHOCTH OCYLLIECTBICHHS
roCyIapCTBEHHOTO M MYHHUIMMaNbHOro koHTpons a0 2030 r., B 4YaCTHOCTH,
MJIAaHOBLIE TMPOBEPKU NPOBOMASATCS B OTHOLIEGHUHM MpPEANpHSATHH M OpraHM3allfi,
NeSiITeIbHOCTL KOTOPBIX OTHOCHUTCS K KaTeropusiM 4Ype3BbI4alHO BBICOKOTO H
BBICOKOTI'O pHCKa.

Cornacuo noctanoBiaeHuo ot 29.06.2021 Ne 1049 ropuanyeckuM JIHIAM H
MHIUBHAYJIbHBIM npeanpruHUMAaTENSIM, OCYLIECTBIISIOLIUM OTITyCK
JIeKapCTBEHHBIX IpernaparoB, NOAJEKalIUX MPEeIMETHO-KOIHYECTBEHHOMY Yy4eTy,
B TOM YMCJI€ COAEp)KAIUX HAapKOTHYECKHE CPEICTBa M ICUXOTPOINHBIE BEIeCTBa,
IIPUCBOEHA KATErOpusl BBICOKOrO pUCKa NMPUYMHEHUs Bpeda (yuiepda) kKH3HH H
310POBLIO TPaXaH.

VicxoaHble 1aHHBIe 00 OTHYCKEe JIEKAPCTBEHHBIX NPEnapaToB, MOIJICKAILIUX
MpeIMETHO-KOJIMYECTBEHHOMY y4eTy, nepenatorcsi Pocsapastanzopy B LuGpoBoM
BU/I€ Ha OCHOBAaHMH IWHAMHYECKHX CBEIEHHUH M3 CHUCTEMbI MOHHMTOPHHIA
NBHKEHUS JIEKAPCTBEHHBIX TpenapaToB A MEAULIMHCKOro NpUMEHEHHUs (Janee —
OI'UC MIUIII).

PacueT Kareropud pHCKa I[OJHOCTBIO AaBTOMATH3MPOBaH C MOMOIIBIO
CMIEUMANBLHBIX TPOrPAMMHBIX KOMIIOHEHTOB BHYTpeHHEH HMH(POPMalHOHHOH
cuctemsl Poc3apaBHaa3opa.

ITo cocrosuuio Ha aekadbpp 2025 r. mo Pecnybamke KpbpIM K Kareropuu
BBICOKOI'O pDHCKa OTHECeHO 274 KOHTPONMpYEMBIX JiMia, K KaTeropuu
3HauMTENBHOr0 pucka - 0, K Kareropum cpegHero pucka - 10, Kk xaTeropuu
yMEPeHHOro prcka — 17, Kk kaTeropuu HU3Koro pucka — 42; mo r¢3. CepacTonoio
K KaTeropuy BBICOKOTO pHCKa OTHECEHO 51 KOHTpOJMpyeMOe JIMIl0, K KaTeropuu
3HAYUTEeNLHOro pucka - 0, K KaTeropuum CpeaHero pucka - 5, K KaTeropHH
YMEpeHHOro pucKka — 1, K KaTeropuu HU3KOro pucKa — 3.

B nos0pe 2025 r. B moctanoBnenue ot 29.06.2021 N 1049 Oblv BHECEHBI
M3MEHEeHHs, B  COOTBETCTBMM C  KOTOpPBIMH  IOPHIMYECKHM  JIHLam,
OCYILECTRIISIIOIINM [eSTeIbHOCTh MO MPOBEICHUIO KIMHUYECKUX HCCIIENOBaHUM
JIeKapCTBEHHBIX MpernaparoB A1 MEAULMHCKOrO NPUMEHEHNs NPH YCJIIOBHH, YTO
KOJIMYECTBO MPOBOIMMBIX KIMHMYECKUX MCCIIEJOBaHUH 32 MOCIeHNe 5 JeT ObLIo
40 u Gonee, MPUCBOEHA KATErOpHsi BHICOKOrO PHUCKa MpHUYHHEHHs Bpena (yuiepba)
’KU3HU U 3I0POBBIO FPakaaH.

JlaHHBIE O KOJIMYECTBE IPOBOJMMBIX KIMHMYECKHWX MCCIIEOBaHUH
NepesarTCs Poc3npaBnansopy Mun3sapasom Poccuu B pamKax
MEKBEIOMCTBEHHOTO HH(OPMALMOHHOIO  B3aUMOJIEHCTBMsS HaA OCHOBAHHWHM

JMHAMUYECKHX CBEIEHHMM M3 TrOCYyHapCTBEHHOIO peecTpa JIeKapCTBEHHBIX CPEACTB
(manee — I'PJIC).



Ha oduuxansHoM caiite PocsapaBHag3opa pasmerlicH «KanpKynaTop
KaTerOpUu pPUCKa» (https://roszdravnadzor.gov.ru/services/calculator), KOTOPBIH
MO3BOMSET B PEKHME DPEATbHOTO BPEMEHH ONpENeNATh KaTeropuio pHcka Uil
KOHKPETHOTO OOBEKTa KOHTPONS M BO3MOXKHBIE (AKTOPHI. BIMAIOLIAC HA eé
M3MEHEHHE.

PeecTp  KaTeropupoBaHHbIX ~ OOBEKTOB B  paMKax benepanbHOro
roCyapcTBEHHOro KOHTpOJs (Hamsopa) B cdepe obpatienus JeKapCTBEHHbIX
cpencTB pasvelleH Ha obunuanbHoM caiite Pocsipashazasopa mo  aapecy:
hitps://roszdravnadzor.gov.ru/control.

1o mossoiser chOPMMpOBATH  IMHBIH  Npohunb  puCka A
KOHTPOJIMPYEMBIX JIAIl ¥ 00€CIIeYHBAET BCECTOPOHHIOKO OLCHKY PUCKOB.

CornacHo moctaHoBienuio IlpaButensctBa Poccuiickod PDenepanuu Ot
10.03.2022 Ne 336 mpoBegeHHWe BHEMIAHOBBIX [POBEPOK, B TOM HHCIC
KOHTPOIBHBIX 3aKyNOK BO3MOXHO MpH YCJIOBUM COIJIAaCOBAaHHA C OpraHami
POKYpaTypbl MpH HEMOCPEACTBEHHON yrpo3e NpPUHMHEHHA Bpea KUSHH 7
TSKKOrO Bpela 3[O0pOBbI0 IpaxiaH, mo (GakraM NpUYMHEHWA Bpela KU3HH H
TSHKKOI'O BPe/ia 340pPOBbIO IPaXaaH.

B pamkax rocyaapCTBEHHOTO KOHTPOJIs TeppuTOpHA/ILHBIM OPTraHOM B 2025
r. (mo cocTosHMIO Ha Aekabpp) mo Pecnybmike KpbiM nposeieHo 39 BHEMJIaHOBBIX
KOHTPOJIbHBIX (HAA30pHBIX) MEpONpHUATHA, B TOM HHCIC npoBefieHo 36
KOHTPOJIbHBIX (HAJI30PHBIX) MEPONpPHATHS B dopme BBIODOPOYHOTO KOHTPOJISA B
oTHOLIeHHH 36 CyOBeKTOB OOpallleHHs JIEKapCTBEHHBIX CPEACTS.

BHenIaHOBbIE KOHTPOJbHBIE (HAA30PHBEIE) MEPONPHUATHA MPOBOAUIHCE MO
CJIEIYIOLIUM OCHOBAHMSAM:!

- IPOrpamMMa MPOBEPOK — 36 KOHTPOIbHBIX (Hal30pHBIX) MEPONPUATHH;

- ceqenus (hakThl) 0 HApyLIeHHsX — 1;

- WHAMKATOPBI pUCKa — 2.

[To wroraM 3 BHEIUIAHOBBIX KOHTPOJIBHBIX (HalI30PHBIX) MEPOTIPUATHH B
paMKax TrOCyIapCTBEHHOrO KOHTPOJS BBISBICHO 8 HapylieHHH 00s3aTebHbIX
TpeboBaHuii, Ha3HA4eHO S5  AIMHHMCTPATHBHBIX Haka3aHUH B BHIE
npeaynpekIeHnd W aJAMHHUCTPATHBHBIX mrtpapos B pazmepe 40,0 ThIC. pyo.
(HEeBBIMOIHEHHE 3AKOHHBIX TpeOOBaHWM JOJDKHOCTHOrO JHla benepanpHOro
opraHa WCIOJHUTENbHOH BJIACTH, OCYIIECTBIISIOLICTO GyHKIMH MO KOHTPOIIO H
Hamg30py B cepe 3ApaBOOXPAHEHHMs, ero TepPpUTOpHAlRHOrO OpraHa, a paBHO
BOCTIPENATCTBOBAHHE OCYIIECTBICHUIO STHM IOJUKHOCTHBIM JIHILIOM CITyKeOHBIX
00g3aHHOCTEH MPENyCMOTPEHO - 4acTh 5 CTaThH 19.4 Konekca PoccuickoM
@enepayi 00 AIMHHUCTPATMBHBIX NPABOHAPYIUCHHAX: HECBOCBPEMEHHOC
BHECeHWe HAHHBIX B CHCTEMYy MOHUTOPWHIA [BHIKCHHA JIEKAPCTBEHHBIX
TpenapaTos /i MeIMUMHCKOrO IPUMEHEHHS WM BHECCHHE B HEE HEJI0CTOBEPHBIX
naHHBIX - €acTe 2 crateu 6.34 Kopekca Poccuickod denepauuu 00
AIMHHHCTPATHBHBIX [IPABOHAPYIUEHMSX; HApYIICHHE YCTAHOBJCHHBIX MpaBiil
OTITOBO# TOProBIIK JIEKAPCTBEHHBIMH CPEACTBAMHU H MOPANKa PO3HUYHON TOPTrOBIH
JeKapCTBEHHbIMM  [IpernapaTtaMy  4acTbio 1 crareum 1442 KoAIl P®;



OCYLIECTBIICHHE NPEANPUHUMATEIbCKON AEATENBHOCTH C IpyOBIM HapylIeHHeM
TpeOOBaHWi ¥  YCNOBHM, NPEIyCMOTPEHHBIX ClELHATbLHBIM paspelueHuem
(muuensuet) — qacts 4 crateu 14.1 KoAIl PO).

B pamkax rocynapcTBeHHOro KOHTpOs TepputopuanbHsim opradom B 2025
r. (10 COCTOAHMIO Ha 1eKabpb) no r.¢.3. CeBacTonomMo NpoBeIcHO 9 BHEMIAHOBbIX
KOHTPOJIBHBIX ~ (HAA30DHBIX) MEPONpPHUATUS, B TOM YHCIe MPOBEAEHO 8
KOHTPOJIBHBIX (HaA30PHBIX) MEpPONPHATHS B (OopMe BLIOOPOYHOIO KOHTPONS B
OTHOLIeHUH 8 CyOBeKTOB OOpallleH s IEKApCTBEHHBIX CPEJICTB.

BHemnaHoBble KOHTPONBHBIE (HAA30pHbIE) MEPONPUSITHS MPOBOAMUINCH MO
CIIEYIOIMM OCHOBAHHSIM:

- IporpaMma MpoBePOK — 8 KOHTPOJIBHBIX (HAA30PHbIX ) MEPOIPHATHIA;

- MHIMKATOpBI pucka — 1.

[To uroram | BHemIaHOBOMY KOHTPONBHOMY (HaI30pHOMY) MEPOIIPUSTHIO B
paMKax TroCyNapCTBEHHOTO KOHTPOJIA BBISBICHO 7 HapyLIeHHH 00s13aTeNbHBIX
TpeDOBaHUM, Ha3HAa4eHO |  aAMHMHHCTPATHBHOE  HAKa3aHHE B  BHIE
NpeaynpexKIeHHS.

YCcTaHOBIICHBI HapylleHUus TpeOOBaHMi:

ITopsinka BHecenns uH(OPMALMK O JIEKAPCTBEHHBIX MpENapaTax B CHCTEMY
MOHHTOpHHTa CyOBheKTaMi OOpallieHHs TeKAPCTBEHHBIX CPEACTE U €€ COCTaBe;

[IpaBun yHHYTOXKEHUS H3BATHIX (GaNbCHOUIMPOBAHHEIX JIEKAPCTBEHHBIX
CPEACTB, HEAOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPENCTE M KOHTPa(aKTHBIX
JIEKapCTBEHHbIX CPEICTB;

[IpaBun  XpaHeHHs JI€KAapCTBEHHBIX CPEACTB Ul  MEIHLHHCKOro
MPUMCHEHHS,  aKTyajqM3alus  CTAHOAPTHBIX  ONEPAllMOHHBIX  MPOLELYP,
PEICTABICHHBIX K 0003PEHHIO NIPH IPOBEPKE;

IlpaBuiia  oTmycka IIeKapCTBEHHBIX IMpeNapaToB /I8 MEIMLHHCKOrO
MPUMEHEHHS allTEYHBIMU OpraHUu3alusIMH (...);

Ilpasun Hagnexaule# anTe4HoON MPAKTUKH JI€KAPCTBEHHBIX MPENapaToB s
MEIHLMHCKOrO IPUMEHEHUS.

Bo  ucnonsenwe natm  nopywenwit  3amecturens  Ilpeacemarens
Ipagutensersa Poccuiickoit ®enepanun Iomukosoii T.A. PoczipaBHaa30poM mo
CTaTUCTHYECKUM JaHHBIM, NPEACTaBIeHHBIM [{eHTpoM pa3BuTHS MEpCHEKTHBHBIX
TexHonoru#, B 2025 r. mMpoBOIHMICS KOHTPOJIb 3a ONTOBLIMH OPraHH3alMIMH,
MMEROIIMMH O0JbLie 0OBEMBI «3aBUCIIMX OCTATKOBY JIEKAPCTEEHHBIX MPENapaTon
¢ MHH «3Tanomn».

PocsnpasransopoM npoBeneHsl NPOBepKH B OTHOIICHHH 49 IOPHIMYECKHUX
ML ¥ WHAMBUAYallbHBIX TpeAnpHHUMaTeneid. TeppuTopuaibHBIM OpraHoM B
paMKax yKa3aHHOro TIOpYYeHHMs MpoBeAeHbl 2 NpoBepkd (B T.4. | — mo
YCTPaHEHNIO HapylleHuid). B oboux ciayyasx cocTtaBiieH akT O HEBO3MOMKHOCTH
MTPOBE/ICHHU KOHTPOJBHOIO (HaA30PHOT0) MEPONPUSITHS.

Hapyiuenuii B Xozne nmpoBepku He yCTAHOBIEHO y | OpraHuM3allMH ONTOBOH



TOPrOBJIM (3aKyMaeT ¥ MCHOJb3yeT JieKapcTBeHHbIH npenapat ¢ MHH «Jrtanon»
AJIs TIPOX3BO/ICTBA CIIMPTOBBIX CAN(ETOK).

YcragoBneHo, 4to 28 [OpHAMYECKHX JIHII OTCYTCTBOBAJIM MO MECTY
OCYLIECTBJICHHA IMIEH3UPYEMOro BHAA JEATENbHOCTH. PoC3apaBHAI30pOM
JCHCTBME YKa3aHHBIX OPraHM3alluii MPHOCTAHOBJIEHO Ha 90 CYTOK, 0 UCTEYEHHH
YCTaHOBJIEHHOrO CpoKa 28 OpraHM3alMsAM ONTOBOM TOProB/d JeKapCTBEHHBIMH
CPEACTBaMH JIMLEH3UH aHHYJIHPOBAHBDI.

[lo pesynbratam mnpoBepok y 20 [OpPHAMYECKHX JIHI  BBISBJEHBI
MHOTOYHC/ICHHEIE HapylleHHs 00s3aTeNbHBIX TpeboBaHuil B chepe obpalieHHs
TICKapCTBEHHBIX MPENapaToB Ul MEJUUHMHCKOrO NMPUMEHEHUs, a TaKKe MOopsaKa
BHECEGHMs HH(pOpManuh o NeKkapcTBeHHOM npenapate ¢ MHH «draHom» B
CACTEMY  MOHHTODMHIA  JBH)XKEHHMsS  JIGKADCTBEHHLIX  [IpENaparoB A
MEJIMIMHCKOro npuMeHeHust (manee — OI'MC MJIJIIT), a Ttakke HapylmeHHs
THILIEH3HOHHBIX TpeOOBAHMH.

PocsapasransopoM Bo Bcex ciydasx CcoOCTaBieHHl MPOTOKONBI 00
AAMUHHCTPATHBHBIX PAaBOHAPYIICHUSAX, KOTOPbIe ObLIM HANPABIEHBI B CyAeOHBIE
Oprasel 17s BO30YKA€HUS 1€l 00 aIMUHUCTPATUBHBIX IPABOHAPYIIEHUSX.

Tawke Poc3npaBHam3opoM BO HCHONHEHHE TNOPYYESHHSI 3aMeCTHTENs
lipencenatens TIlpaeutenscrBa Poccuiickoit ®enepaunn [omukosodt T.A.
[IPOBEICHLI BHENJIAHOBbIE BbIC3IHBIE NPOBEPKH B paMKax rOCYJapCTBEHHOIO
KOHTPOJIA B OTHOLICHHH |8 IOPHAMYECKHX JHIL, OCYIIECTBIAIOIIMX OOpaIleHHe
JICKapCTBEHHBIX TMpenapaToB C TOProBBIMH HaHMEHOBaHHsSIMH «MypaBbUHBIH
cnupT», « MeHoBa3HH» U « XJIOPreKCHIUHY.

IlpoBeseHne mpoBepkM B OTHOWEHMH | OpraHW3auMM  OKA3aloCh
HEBO3MOKHBIM B CBf3M C OTCYTCTBHEM KOHTPOJMPYEMOTrO JIHI@ IO MECTY
OCYIIECTBIICHHSA eATeNbHOCTH. JIMLEeH3Hs Ha ocyliecTBieHKe (hapMaleBTUIeCcKOi
ACATEILHOCTH YKAa3aHHOTO IOPHAMYECKOro JMla Mo peleHnio PocsapasHagsopa
npeKpalieHa.

B 14 opranuzauusx BBIABIEHBl MHOTOYHMC/CHHBIE HApPYIICHHS nopsaka
BHECEHMS WH(OPMALMM O NEKapCTBEHHBIX Mpemapatax «MypaBbHHBI CIHPTY,
«Menosasun», «Xnoprekcuaua» B OIUC MJUITL, a Taxke HapyuIeHHUs
JIMLICH3KOHHBIX  TpeOOBaHMH  NpPH  OCYUIECTBIEHMH  (hapMaleBTHYECKOl
JESTeNIbHOCTH.

CocrasiieHo 15 MpOTOKONOB 06 aJgMHHHCTPATHRHBIX rpaBOHapyLIEHUsIX: 6
NpoToKooB 1o 4. 2 cT. 6.34 KoAIl P® (HecBoeBpeMeHHOe BHECEHHE NaHHBIX B
CHCTeMY  MOHHTOPMHIA  JBHXKEHHs  JIGKAPCTBEHHBIX  [pEenapaToB IS
MEMLMHCKOTO TIPUMEHEHHS WJIH BHECEHHE B Hee HEeJIOCTOBEPHBIX JAHHBIX), 9
IpOTOKOJOB 1o 4. 4 ¢T. 14.1 KoAIl P® (ocymectsienue npeanpuHAMATENBCKO#M
AATE/LHOCTH ¢ TrpyObIM  HapylleHWeM TpeGOBaHWH, [peayCMOTPEHHBIX
CreLHalIbHBIM pa3pellieHueM (JTHIeH3HelH ).

B 2025 r. BHenmaHOBble NPOBEPKM MPOBOMMIHCH, B TOM YHCIeE pH
CpabaTbiBaHMM WHIMKATOPOB DHCKA HApYIIeHWs O6s3aTennHEIX TpeGoBaHMH B
OTHOLICHKHK OpraHU3alHUN, OCYMIECTBIAIOIIMNX OOOPOT IE€KaPCTBEHHBIX CPENCTB



JUISE MEUILIUHCKOTO TPUMEHEHHUS.

Jlns  BbIABJAEHWS ~ MHOUKATOpPOB  pHCKA  MCMO/B3YKOTCH  TaKHe
uadopmannonnbie cucteMmsl, kak ®I'MC MIUJIIL u Emunas rocynapcTBeHHas
uHGbOpMaLHOHHAS CHCTEMa B cepe 31paBOOXpAHEHHUS.

ITpuka3om Mun3sapasa Poccuu ot 07.12.2021 Ne 11300 «O0 yTBepkaeHHH
MepedHs MHIMKATOPOB pHCKa HapylleHHs o0s3aTebHblX TpeOOBaHMH MpH
OCYILIECTBICHHH (elepaTbHOro rocyIapcTBEHHOr0 KOHTpOIls (Haasopa) B chepe
obpamieHys JIE€KapCTBEHHBIX CPEACTB UL  MEIMIMHCKOIO  TMPUMEHEHH:»
yTBepikieHo |1 MHIMKATOPOB pHCKa HapylleHHs 00A3aTelbHbIX TPeOOBaHMH B
LeNsiX NPOBEJEHHs BHEIJIAHOBBIX IPOBEPOK MPH OCYIIECTBICHHH (peaepanbHOro
roCyapcTBEHHOTO KOHTponsi (Haa3opa) B chepe oOpaileHys JeKapCTBEHHBIX
CPENCTRB i1 MEIUIIMHCKOTO IIPUMEHEHHUS.

Poc3/ipaBHAA30pOM C HCIIOJIb30BAaHMEM HMHAMKATOPOB PHUCKa HApyLICHH:
obs3aTebHBIX TpeboBanuii B 2025 I. (10 COCTOAHUIO Ha 1ekabpb) NPOBEACHO 366
npoBepok, no PecrmyGinke KpeiM — 2 mpoBepkd (1O HHIKHKATOpPaM Ne7, Ne8
Ilepeunsi WHIMKATOPOB pHUCKA HapylleHHs o00s3aTenbHbIX TpeOOBaHMH MpH
OCYILIECTR/IEHHH (helepabHOro rOCyIapCTBEHHOrO KOHTPOIIS (Haa3opa) B chepe
obpalleHyst  JIEKAPCTBEHHBIX CPEACTB s  MEIHUMHCKOro  NMpUMEHCHHs,
YTBEP/K/IEHHOTO TNpUKa3oM MMHHCTEPCTBA  31paBOOXPAHCHHS Poccuiickoit
®enepaimu ot 07.12.2021 Ne 1130n). Jloss npoBepoK MO HHAKMKATOPAaM pHUCKa 110
cocTosHMi0 Ha nexabpp 2025 r. cocrasmser 12,1% oT obuiero KoanuecTsa
npoBepok, o Pecny6muke Kpem — 5,1 %.

ITo utoram 323 KOHTPOJBHBIX (HAJ30PHBIX) MEPONPHATHH 110 HHAKKAaTOpaM
pHCKAa B paMKax TOCY/apCTBEHHOTO KOHTPONsS BbisBIeHO 713 HapylIeHUN
obs3aTeibHBIX TpeOOBaHHM, HA3HAYEHO 92 aJIMHHUCTPATHBHEIX HAaKa3aHHs B BU/C
mTpada B pasmepe 1022,0 Teic. py6. B Pecnybsmke Kpeiv 1o wuroram 2-x
NpOBEPOK BBIABICHO 8 HApylIeHWH oOs3aTelbHBIX TpeboBaHui, HasHa4eHO 4
aJMMHUCTDATHBHEIX HAaKa3aHWs B BUAE TNpeIynpexaeHus u 3-X mrtpadoB B
pasmepe 10 TeIC. PYO6.

KnroueBoit mokaszareinb AS(GQPEKTUBHOCTH MPOBEJACHHS MPOBEPOK IO
uHaMKaTopam prcka B 2025 r. coctaBun 88,3%.

B 2025 r. mo pe3ynbTaraM KOHTPOJIBHBIX (HAZ30pHbBIX) MEpONPHUSATHH
BLIBNIEHBl HAPYLIEHHs 0bs3aTenbHbIX TpeboBanuii B chepe obpalleHHs
JeKapCTBEHHBIX CPEJICTB, B TOM YMCIIe:

a) 10 COONIOJEHUIO IOPUIMYECKMMHM JIHLIAaM¥ KW HHAMBUIAYaIbHBIMH
NpeANpPHHAMATENAMH, OCYLIECTBISIOIMME JIEATEeNbHOCTs B cepe obpalleHHs
JeKapCTBEHHbIX CPEACTB:

- TpeboBaHMM K M3TOTOBJIEHMIO, XPAHEHWIO, IIEPEBO3KE, BBO3Yy B
Poccuiickyio  @enepauuio, OTIYCKYy, pealu3aluu, 1nepeaade, MNpoJaaxe
JIeKapCTBEHHBIX ~ CPEACTB,  NPUMEHEHWIO  JIEKapCTBEHHLIX  IMpenaparos,
YHHUYTOKEHHUIO IEKapCTBEHHBIX CPENICTB,;

- Tpe6GOoBaHHU K COOTBETCTBMIO JIEKAPCTBEHHBIX CPE/ICTB, HAXOALIMUXCH B
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oOpalieHuyd. MOKa3aTeasM  KaydecTBa, spdekTHBHOCTH W 0e30MacHOCTH,
YCTAHOBIIEHHBIM B COOTBETCTBUH ¢ De/lepabHbIM 3aKOHOM 12.04.2010 Ne 61-@3;

6) 1o cOOMOAEHUI0 KOHTPOIMPYEMBIMU JIMIIAMHU TpeGoBaHUM, yKa3aHHBIX B
yactu | cratei 67.1 ®enepanbHoro 3axona 12.04.2010 Ne 61-@3, OrpaHUuEHHH,
YCTAHOBIEHHBIX CTaThiMK 67.1 W 67.2 denepanbHOro 3aKoHa 12.04.2010 Ne 61-
D3;

B) 10 COOMIOAEHHIO JMIEH3MOHHBIX TpeDOBaHHH K OCYLIECTBICHHIO
(hapMareBTHYECKOH NesTeTbHOCTH;

r) 1o COOJNIONEHHI0 KOHTPOJIMPYEMBIMH  JIHIIZMH TpeOoBaHUH K
NpeJoCTABIEHHIO HHGOpMAMM O JIGKApPCTBEHHBIX — CPEACTBaX H (unn)
1eKapcTBEHHBIX Mpernaparax, MPeIyCMOTPEHHOH CTaTbiMH 9.1, 52.1 u 64
®exepanbHOro 3akoHa 12.04.2010 Ne 61-®3.

OCHOBHBIMH HapyLIEHHSAMH 00si3aTeNbHbIX TPEOOBaHHH B cthepe obpaieHus
NIeKapCTBEHHbIX CPEACTB i MEAMLMHCKOro MPUMEHEHH: ABJIIHCH HapylIeHHs
TpeGOBaHUH, YCTaHOBJIEHHBIX CTaThbAMH 11, 38, 40,53, 54, 55, 55.1, 36, 38, 58.1,
67 ®enepanpHoro 3akosa ot 12.04.2010 Ne 61-®3, ITlpaBunamMyu XpaHECHHs
IeKAapCTBEHHbIX CPEACTB JUIS MEIMUMHCKOTO MPUMEHEHUs, YTBEPKACHHBIMH
npukazoM Munsapasa Poccuut oT 29.04.2025 Ne 260H (¢ 01.09.2025); IIpaBunamu
XpaHeHHs JIeKapCTBEHHBIX CPeICTB, yTBEPIKAECHHBIMHA MPUKA30M
Munsnpaecoupa3putus Poccun  oT 23.08.2010 Ne 7061 (mo 01.09.2025),
[IpaBuiamMy Hajulexkallled anTeyHo¥ MPAKTHKK JIEKapCTBEHHEIX NPENapatos s
MeMIIMHCKOTO IPUMEHEHUs, yTBEPKACHHBIMA NpuKkasoM MuH3apasa Poccuu ot
29.04.2025 No 2591 (¢ 01.09.2025), [TpaBunaMu HajeKalleH NPaKTHKA XpaHeHHA
M TepeBO3KM NEKApPCTBEHHBIX IIPENaparoB s MEIMUIHUHCKOrO MpUMEHCHMA,
yTBEpK/IEHHBIMU TpHKa3oM MHuH31paBa Poccuu ot 31.08.2016 Ne 646 (mo
01.09.2025), IlpaBunamu Hamexalmled anTeYHOH MPaKTHKH JICKApCTBEHHBIX
MpenapaTtoB /Ul MEIWIMHCKOrO TNPUMEHEHHH, YTBEPKICHHBIMHA MPUKa30M
Munszgpasa Poccun ot 31.08.2016 Ne 6471 (mo 01.09.2025), IlpaBnnamu
Hajiexkalieil  IUCTPHUOBIOTOPCKOM — MPakTUKM B paMKax EBpasuiickoro
3KOHOMHYECKOro Coro3a, yTBepxkaeHHbiMM Pemenuem Coserta EBpasuiickoit
skoHOMUYecKoi komuccuu ot 03.11.2016 Ne 80, a UMeHHO:

- HecobOmOJEHHE TeMIIepaTypHO-BIAKXHOCTHBIX  PEKWMOB  XpaHCHHS
NeKapCTBEHHBIX MPENapaToB, B TOM YKCIe TPeOYIOWMX 3alliTEl OT TIOBBILIEHHOH,
MOHMKEHHOM TeMIepaTrypbl, OT AeHCTBHS CBETa, BIAKHOCTH, OT MEXaHMYECKOro
Bo3elicTeus (YI1apoB) U APYTHX (aKTOPOB OKPYIKAKOIIEH Cpe/sl;

- OTCYTCTBHE JOCTATOYHOTO KOJIHYECTBA 000PYy10BAHHUS, He0OXOAUMOro s
OpraHW3allid  HaJJIeXKallero  XpaHeHWs  JeKapCTBEHHbLIX npenaparos,
[TO3BOJIAOLIEr0 0OECIEYHTh XpaHEHHe NTPeNnapaToB B COOTBETCTBUM C yKa3aHHBIMU
HA TIEPBUYHOM M BTOPHYHOM (MOTPEGUTENBCKOH) yNaKoBKe TpeGOBaHUAMM
NpOM3BOAUTENEH JEKapCTBEHHBIX CPEICTB (nepabodee COCTOSHHE TPUTOYHO-
BLITSDKHOII BEHTHJIAUMM OTCYTCTBHE KOH/MIIHOHEPOB, OCYLIMTENeHd BO3IyXa,
XOJIOMAIbHAKOB, CyMOK-XOJIOIMIbHUKOB, TEPMOKOHTEHHEPOE 1 JIP.);

- OTCyTCTBHE TNpHOOpOB Ul PETMCTpalMu  [apaMeTpoB  BO3AyXa
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(TEpMOTMIPOMETPOB, TEPMOMETPOB, THTPOMETPOB (3JIEKTPOHHBIX TMTPOMETPOB)
WIM TICUXPOMETPOB) WM HHBIX CpPEACTB M3MEPEHMA B MECTaX XpaHCHHS
IeKapCTBEHHBIX MPENapaToB, HECBOEBPEMEHHas MOBEPKA yKa3aHHBIX CPEICTB
W3MEpEHHs: OTCYTCTBHE €XKEIHEBHOrO KOHTPOIS 3a TeMIIEPATYPHBIM DPEKHMOM
XpaHeH#sl JIeKapCTB, B TOM YUCIIE€ B BHIXOAHbBIE U NPA3IAHUYHbBIC 1HH,

- OTCYTCTBHE 3QIIMTHl MOCTYMNAMOMUX JIEKAPCTBEHHBIX CPEACTB  OT
atMochepHBIX OCaJKOB IMpH INPOBEAEHWH TOrpy3049HO-pasrpy30IHBIX pabot
(OTCYTCTBHE KO3BIPbKA, JAOKIIENTEPa, AOKBEJIepa, HaBeca, TeIIOBOH 3aBEChl HIH
MyIIKH U JIp.);

- OTCYTCTBME CpPEICTB HM3MEpEHMs TpU IEPEeBO3KE, TPAHCIOPTHPOBKE,
NO3BONSIONIAX — MOATBEPAMTL  COONIIOJIeHHE HEeOoOXOAMMOro  TeMIepaTypHO-
BIAXKHOCTHOTO PEXMMa (JIOITepbl, TEPMOUH/MKATOPbI, PErUCTPATOPbl NaHHBIX H
ap.);

- HecoOmIOZIEHHME TMpaBHJI OTIyCKa H pealusalun JICKapCTBEHHBIX
NpenapaToB ([IOMyCKaeTCs OTIyCK PeLenTypHBIX JIEKapCTBEHHBIX NPErnapaTos oe3
pellenTa; He OCYLIECTBIAETCA YYET BbllIeyKa3aHHBIX JEKApCTBCHHBIX IPEIapaToB;
He COOMIOJAIOTCS CPOKM XpaHEHMs PELENTOB Ha JIEKapCTBEHHBIC MpenapaTsl,
ANTeYHBIMH OPraHMU3alMsIMH He TPEAbSBIAIOTCS pElEeNThl Ha OTIYIICHHBIC
JleKapCTBeHHbIE MPeTaparsl, MOJIeXallie MPeAMETHO-KOIUHECTBEHHOMY y4ery);

- OTCYTCTBHME CHCTEMbI MEHEKMEHTa KauecTBa (OTCYTCTBAC NAOKYMEHTOB,
pErJiaMeHTHPYIOLIMX B TOM YHCIIE TIOPSJOK COBEPLICHH paboTHUKAMHU JEHCTBUH
TP OCYIECTBIIEHAM XPaHEHHs M (WJIM) MEPEeBO3KM JIEKAPCTBCHHBIX IIPENapaTos,
MopsiIoK 00CTy/KMBAHUSA U TOBEPKH U3MEPUTENIBHBIX npubopoB U 0OOpyHOBaHHA,
Be/leHue 3aricelf, OTYETOB ¥ MX XpaHEHHE, MPHEM, Pa3MELIEHNE JIEKapCTBEHHBIX
perapaToB M OPraHM3alMIO KOHTPOJs 3a COOMIO/IeHMEM — CTAaHIApTHBIX
OfepanuoOHHbBIX IPOLELYP);

- OTCYTCTBHME TOpSiIKA BEJIEHHWs YydyeTa JIEKapCTBEHHBIX CPEICTB C
OrpaHMYEeHHEIM CPOKOM TOHHOCTH, He OCYIIECTBJISETCS KOHTPOIL 32 HX
CBOEBPEMEHHOM pealn3aluen,

- HapylleHWe T[OpsAKa BHECEHMs WH(OpMaluM O JICKapCTBEHHBIX
mpenaparax B CHCTEMY MOHHTODMHIA JBHKEHHS JICKApCTBEHHBIX NPENapaTos A
MEIMIMHCKOTO  NpMMEHEHHs, HampuUMep:  OTCYTCTBYIOT — JICKapCTBCHHBIC
npenaparsi, KOTOpble HE BbIBEJCHBI CBOEBPEMEHHO M3 obopoTa U YHUCIATCA Ha
Ganance ropuauueckoro nuua cornacio ®IUC MJUIIL, naniune J1eKapCTBEHHBIX
NpernaparoB, KOTOpble paHee B MOIHOM O0beMe BbIBEJICHbI U3 ®IrucC MJUII,
OTCyTCTBHE WH(POPMALKH O IPHEMKE, XPaHEHHH, OTIYCKe, peasii3alliy, epeaatit,
MPUMEHEHNH ¥ YHUYTOXKEHHHM JIEKAPCTBEHHBIX [pEnaparos B OIr'nucC MJUJIL
HaIM4yUe JIeKapCTBEHHBIX IIPENapaToB, KOTOPbIE YHMCIATCS B obopoTe y HHBIX
OpraHu3alui,

- OTCYTCTBHE YTBEPXKIEHHOrO MopsaaKa paboTkl B CHCTEME OI'C MJUIIT B
4acTH KOHTPOJIS 32 CBOEBPEMEHHBIM M JOCTOBEPHBIM BHECEHUEM uH(pOpMALIUH;

- OTCYTCTBHE OPraHM3alMK U POBEASHHS MEPUOINUESCKOH HHBEHTapH3allH
B IeNsX CBepkM (AKTMYECKUX OCTATKOB JIEKAPCTBEHHBIX MPENapaToB C JaHHLIMHU
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cuctemsl ®I'MC MJUJIII;

- OTCYTCTBHE NpPHUCIOCOONEHHOr0 X OCHALIGHHOrO  TpaHCIopTa M
JIOKYMEHTAIINH, TOATBEPKIAIOWIEH pPEryJlApHOE TEXHHYECKOE o0cyKuBaHHUE
TpaHCIIOpPTA B COOTBETCTBHH C JOKYMEHTAIBHO O(OPMICHHBIM rpadbukom
nposeneHus paboT, macmopra Ha KIMMaTHYECKYylO yCTaHOBKY, crieruUKalKu C
yKasaHHeM HacTpOeK KIMMATHYEeCKOro 0OOpyIoBaHHS. OIpEIEeNAIOIEH PEKUM
paboThbl YCTaHOBKH.

B 2025 r. (MmO COCTOSHHIO Ha JeKaOpb) pe3ylibTaTbhl MPOBEPOK
FOPUIMYECKUMH JIMIIaMK 00KaloBaHBI B nocyneOHOM Mopsake B 4 cayyasx (0,13%
OT OOLIEro KOJIMYEeCTBAa NPOBEPOK). Poc3ipaBHan3opoM BO Beex CilydadX peHIeHHe
npuHATO B TONB3y BepoMcTea. Ilo PecmyOmuke KpeiM KOJIMYECTBO CIy4acB
00kaoBaHus B Cy1e0HOM MOpSIKE PEIICHUH KOHTPOJIBHBIX (HaI30pHBIX) OpPraHOB
BE3 cobioenns npoleaypbl 00s3aTeNbHOrO J0Cy Ae0HOTO oOxkanoBaHusi — 4, B
TOM umcie Mo 1-My M3 cilydaeB pellleHHe NPUHATO B MOJb3y TeppUTOPHANbHOTO
opraHa. 3 — Ha paCCMOTPEHHH B CyeOHBIX OpraHax.

B rosi6pe 2023 rona [Ipesunent Poccuiickoii denepaiiii B.B. Ilytun nan
mopyuenue Ilp-2219 (wacte 4) T'eHepanbHOM TPOKYpaType Poccuiickoi
®enepaiuu coBMeCTHO €O CreICTBEHHBIM KOMUTETOM Poccuiickoit denepaiui,
@®CB Poccuu, MB/I Poccuu npoBecTH B 4aCTH COOTBETCTBHUS NTaHHBIX 00 ocTaTKax
MPOAYKLIHH, TTOJJIeKAIIe! NPeIMETHO-KOMYECTBEHHOMY yHETY, B OI'UC MIJIT
u uxX GaKTUYECKOro Halu4us B papMaleBTHIECKHX Opranu3aluix.

B pamkax HCrOJHeHWs mopydenus IIpesunenTta Poccuiickoit Penepauuu
B.B. ITytuna ot 07.11.2023 Ne IIp-2219 (4acTh 4) 10 COCTOAHMIO Ha nekabppb 2025
r. coTpyaHukH Poc3ipaBHaa30pa B Ka4eCcTBE CNELMATHCTOB MPHHANM ydacThe B
1651 mposepke, OpraHM30BaHHOW OpraHaMH MPOKypatTypbl. TeppuTopualibHBIM
OpraHoM TpPHHATO ydacTus B 42 mpoBepkax. PaccMOTpeHO 32 mpoToKosia Mo
pe3yJibTaraM NPOBEIEHHBIX IPOBEPOK:

- mo 4. 1.1. cr. 14.4.2 KoAlIl P® «napyuieHue YyCTaHOBJIEHHBIX MPABHIL
OTIyCKa NIeKapCTBEHHBIX npenaparos, MOAJIEKALUX peIMEeTHO-
KOJINYECTBEHHOMY y4eTy, BbIpasHBlIeecs B OTIYCKe YKa3aHHBIX JCKapCTBEHHBIX
npenapatoB Ge3 pelenTa, ecy 3TH JAeHCTBHA HE COAEPKAT NPH3HAKOB yTOJIOBHO
HAKa3yeMoro /ESHHS» PacCMOTPEHO 78 TMPOTOKOIOB 00 2AMHHHCTPATHBHOM
IpaBOHAPYIIEHUH, HAJIOKEHO IITPapoB HA CyMMY 556,4 ThIC. PYO.;

- o 4. 2 cT. 6.34 KoAlIl P® «HecBoeBpeMeHHOE BHECEHHE JAaHHBIX B
CHCTeMY  MOHMTODHHIA  JBHM)KEHMS  JICKapCTBEHHbIX  TIpemapaTtoB U
Me[HIMHCKOrO MpPMMEHEHHWs HIM BHECEHHE B HEEe HEIOCTOBEPHBIX MAHHBIX»
paccMoTpeHo 399 mpoTokonoB 06 aAMHHMCTPATMBHOM  TPaBOHAPYIICHHH,
HanoxeHo mrpados Ha cymmy 3301,5 ThiC. pyo.

B pamkax GOpsOBI C PacmpoCTpaHEHHEM 3alpelieHHOH uHbopMallui B
cepe oOpalueHHs JEKapCTBEHHBIX CpeACTB Pocsipapnansop Ha MTOCTOSIHHOM
OCHOBE TIPOBOJMT MOHHTOPUHT CPEICTB MHQOPMALMOHHOH KOMMYHHKaLWH I
npemynpexaenns pacnpoctpaHenus B cetn  «MHTepHeT» 3arpeleHHon
uH(OpMAIIWK, B TOM YHCIIE TIPOJIAJKH MCHXOAKTHBHBIX BEIISCTB.
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C 18 centsibps 2020 r. Poc3gpaBHam3opoM B pe3yJsibTaTeé MOHHUTOPHUHIA
uH(POPMALMOHHO-TENEKOMMYHHKAIIHOHHOH CeTH «HTEepHEeT» MO COCTOSHHIO Ha
nexabps 2025 r. npoaHanu3nupoaHo 175 019 uHTepHET-pecypCcoB, B TOM HHCIE TO
obpallieHHsM TIpak[aH, OPraHOB BJIaCTH, MPaBOOXPAHUTE/IbHBIX OpPraHoB H
OpraHoB MPOKYpaTypbl, O COJEPXAHHM 3alpelleHHOH HH(QOpPMALUK B CETH
«AnTepHem.

[To undopmaunu Poc3znpaBHag3opa, POCKOMHAI30pOM IO COCTOSHHIO Ha
nekabps 2025 r. NpuHATO pelieHue o Gmokuposke 116 306 nHTEpHET-pECYpCoB B
CBS3M C HAJIW4YMEM TMpPEUIOKEHHH O PO3HHYHOW TOProejie AUCTAaHUMOHHBIM
CrocoOOM NIeKapCTBEHHBIMHM Npenaparamu s MEJULKHCKOro MpHMEHEHHA,
OTITyCKaEMBIMH 10 peLenTy (MCHXOaKTHUBHBIX JIEKAapCTBEHHBIX MPENaparos,
BBI3BIBAIONIMX HAPKOTHYECKYIO 3aBHCHMOCTB), B TOM YHMCJE yHH(QHIMPOBAHHBIX
yKkasaTeneil pecypca B couuanbHeIX ceTsax (BkoHrakte, OQHOKITaCCHUKH,
Telegram). TeppuTopHalbHBIM OPraHOM TMPHHATO peLICHHUE O GnokupoBke 439
HHTEPHET-PECYPCOB.

OCHOBHBIMM ~ NpPUYMHAMH ONOKMPOBKM  HMHTEPHET-PECYpCOB  SABHUJIHCDH
OTCYTCTBHE JIMIIEH3WHM Ha OCYIIECTBIeHHE (apMaleBTHYECKON AEATENbHOCTH U
(Mny) paspelleHHs Ha JUCTAHUMOHHYIO TOPTOBIIO, & TAKAKE MPEANIOKEHHS O
PO3HMYHOMW TOPrOBIIE 3aMPELIEHHBIMH K MPOJaXe AUCTAHIHOHHLIM criocobom:

- He3aperiCTPHPOBAHHBIX JIeKAapCTBEHHbIX mpernapatoB (Myrkapo,
Mupesa, ['ammanon, Cykcunen, Ozemnuk, Pedaiinexc, Mi¢enpucToH);

- ICUXOAKTUBHAIX IPENAPATOB, BbI3BIBAOLIMX HAPKOTHYECKYIO 3aBUCUMOCTD
(Tponukam, ITperabanun, Jlupuka);

- WHBIX PpELeNTYPHBIX JIeKapCTBEHHBIX mpenapatoB  (Mertumnpen,
PosypactaTtuH, AtopBacTaTuH, Pactan, DyTupokc, JIMBUres).

C Accoumnanueit xommanuit Hurtepuer-toprosinun (AKHWT), B koTOpy!o
BXOJIST B TOM 4HCiIe KpylHeiine MapkeTieiicsl Poceniickoit ®enepaunu (Ozon,
Wildberries, Anaexc, MeramapkeT U 1p.), CO3[1aH Tejlerpam-KaHal.

[Ipu BbISIBJIEHAM Ha MapKeTIuleHcax (GakToB MpOJaku JIEKapCTBEHHbIX
npenaparoB,  peanu3aluss  KOTOPBIX ~ OrpaHWuYeHa  HIH 3arnpeleHa,
COOTBETCTBYIOMIAs MH(OPMALKs HANpaBIIseTcsl He TOJNbKO B POCKOMHAN30p, HO H
HerocpencTBeHHo B Tenerpam-kaHan ¢ AKHWT, uro mo3BosisieT ONepaTHBHO
OIOKMPOBATh JAHHYIO HHGOPMAIHIO.

Tak, no uHpopmaluu Poc3paBHan3opa, pasMeLIeHHOH B TelerpaM-kaHale,
Ha uHTepHeT-oaake Wildberries, Ozon, Sluaekc 3a0J0KHpPOBAHO 401 xapTouka
C MIPEUIOKEHHUEM O MPOJiaXKke PELENTYPHbIX NpenaparTos.

B pamkax ocyilecTBieHHs (apMmakoHamzopa 3a 11 mecaues 2025 ropa
mpoBeeHa OLEHKa HWHQOpPMAMU HAYYHOr0 M KIMHHYECKOTO XapakTepa,
cofepikameiics B JOKYMeHTax (TepuoAMYecKue OOHOBIAEMBIE OTYETHL MO
oezonacuoctd (ITOOB) — 5692; nnaHbl ymnpaBlieHUs PUCKaMH (ITYP) — 418),
TNpeNoCTaBIsIEMBIX CyObeKTaMu OOpalleHHs JEKapCTBEHHBIX CPEICTB B paMKax
oOs3aTenbHBIX TpeOOBaHMM, YCTAHOBJIGHHBIX MNpuKasoM PocsnpaBHaz3opa OT
17.06.2024 Ne 3518 «O6 yrteepxaenuu Ilopsnka  dapmakoHan3opa



14

NeKapCTBEHHBIX TpenapaTtoB U MEIULHHCKOrO NPUMEHCHHM. B pesynbrate
ounenku Obu1o  otkiaoneHo 307  IIOOb  BcnencTBue  HECOOTBETCTBUSA
YCTaHOBNEHHBIM TpeboBanuaM, 19 [IVP - B CBs3M C HEIOCTAaTOYHOCTBIO
MHGOPMAlLlUE O TNpPEATOKEHHBIX MEPONpPHUATHAX I MPELOTBPAlleHHUs Bpela H
3[0POBLIO  TpakJaH TNpH NPUMEHEHHH JIeKapCTBEHHBIX —Ipenaparos. ITo
Pecny6imke Kpeim — 167 coobmennit, o rds3. Cepactonoo - 91 coobeHue.

B xoj€ IPOBOJMMBIX MEPONPHSTHN MO OCYIIECTBIEHUIO (apMaKoHaa30pa
sa 11 wmecaues 2025 roma Poc3mpaBHan3opom HampasieHo B MHHUCTEPCTBO
3npaBooxpaHenus Poccuiickoit ®enepaumu 17 muceM O HOBbIX JaHHBIX M0
6e30MmacHOCTH JIEKapCTBEHHBIX IIpernapaToB, B TOM 4HC/Ie /s pacCMOTPEHHA
BOIpoca O HEOOXOAMMOCTH BHECEHHs COOTBETCTBYIOLIMX W3MEHEHHH B
WHCTPYKIMM 110 MEIMUMHCKOMY HPHMEHEHHIO H OOIlMe XapaKTepHCTHKH
JleKapCTBeHHbIX [IPENaparoB.

®eepanbHbM 3akoHOM OT 31.07.2020 Ne 248-@3, nocTaHOBJEHHEM OT
290.06.2021 Ne 1049 ycTaHOBIEHO, 4TO MpH OCYLIECTBICHUH (enepanbHOro
rocyJapcTBEHHOTo KOHTpous (Hamsopa) B cdepe oOparicHus J1€KapCTBEHHBIX
CPEJICTB MPOBOATCS CISAYIOIINE BUIbI MPOGUIAKTHYECKHX MEPOIPHUSATHH:

a) "HOOpPMHUPOBAHHE;

6) 06061IeHre TPABONPUMEHHUTEIbHON MPAKTHKH;

B) 00OBABIEHUE NIPEIOCTEPEIKEHUS:

') KOHCYJIbTUPOBAHHE;

1) npo(uIaKTUYECKUHA BU3HUT.

ITo cocTosHUIO Ha aekabpb 2025 r. PocsapasHansopom nposeaeHo 20 893
NPOdHIAKTHYECKHX ~ MeponpHusaTHs, U3 Hux: 17 116 — oOBABIEHHBIC
npegocTepexenus W 3 777 — TpOBENEHHbIE MPOQHIAKTHYECKHE BHIUTEL
TeppuTOopHaibHEIM OpraHoM 00OBsBIEHO 166 mNpepocTepekeHui, NPOBEACHO 33
MpodHUIaKTHYECKHX BH3HUTA.

B cooTBeTcTBHHU co cT. 52 @enepansHoro 3akoHa ot 31.07.2020 Ne 248-@3,
nm. 19, 36-39 mocranosnenust IlpaButenscTBa Poccuiickoii ®Penepanuu OT
29.06.2021 Ne 1049, mpuxasom Pocsmpasragsopa ot 09.12.2024 Ne 6971 «O6
yTBepxk/eHun [IporpaMMbl NPOQUIAKTUKE PUCKOB NMPHUMHEHHS Bpela (yuiepba)
OXpaHAEMBIM  3aKOHOM IIEHHOCTAM TIPH  OCYINECTBIICHHH (benepanbHOro
roCyIapCTBEHHOTO KOHTpONs (Hamsopa) B chepe oOpalleHus JEKapCTBEHHDLIX
CPEICTB [T MEIMIMHCKOro npumeHenus B 2025 roay» PocsipaBHan3opoM OBLI
nposejied | NpodUIaKTUYECKUH BH3UT B paMKax OCYLIECTBICHUA (henepaibHOrO
roCyIapCTBEHHOTo KOHTpoJs (Hagsopa) B cdepe oOpalleHus NE€KapCTBEHHBIX
CpPeACTB B  OTHOLIEHMH  OpraHM3allid,  OCYLIeCTBISIOUIEH  MpOBEACHHE
KIMHHYECKUX MCCIEOBaHWM JIEKapCTBEHHBIX IpEenapaTos A MEIUIHUHCKOro
npuMeHeHus, B (opMe MpOPUIAKTHYECKOH Oecellbl MO MECTY OCYLIECTBICHHS
NeSTELHOCTH KOHTPOIMPYEMOro ymua. JIaHHbIH NpoduiakTH4eCKud BU3HT ObLI
MpoBedeH N0 HWHMLMATHBE KOHTPONMpYeMOro Jmia. LlensiMu MpOBEACHUSA
npoGuIaKTHHeCKOro BU3UTA SBJISUIUCE!

a) nOpelynpexJeHWe M COKpalleHHe  KOJM4ecTBa HapyLIeHHH
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KOHTPOJIHPYEMBIM JIHLIOM 0053aTeTbHBIX TPeOOBAHMH;

©) co3laHME€ MOTHBALMU y KOHTPOJIUPYEMOroO JHla K J100pPOCOBECTHOMY
MOBENCHMIO . KaK CIeICTBHE, CHIKEHHE YPOBHSA ylep0da OXpaHseMbIM 3aKOHOM
[IEHHOCTSIM:

B) (hOpPMUpPOBAHHME EIHHOTO MOHMMAHMUSI 00A3ATEIbHBIX TpeboBaHUi,

r) BbisBIEHHE TpHUYMH, (GAKTOPOB M  YCIOBHH, CrocoOCTBYIOLIUX
HapyIIeHwio 00513aTeIbHBIX TPEOOBaHHH, ONpeNe/eHHE crocob0oB yCTpAaHEHHS WK
CHHJKEHUS PHCKOB UX BOSHUKHOBEHHS.

B cooTBercTBMM ¢ KOHIEMUMeHl COBEPLIEHCTBOBAHKS ~KOHTPOJILHOH
(Ham3opHo#) gestenbHOCTH H0 2026 roja, YTBEPK/ISHHOH paclnopsKEeHHEM
IIpaButenscTea Poccuiickoit Peznepalud OT 21.12.2023 Ne 3745-p, B paMKax
WCTIONHEH!S TPUOPHTETHBIX IUIAHOB DAa3BUTHS LM(POBU3ANMM KOHTPOJBHO-
HaJ30pHO#H aesTenbHOCTH B 2025 r. B paMKax MUIOTHOrO NpOeKTa B MpOLECChI
JesiTenbHOCTH  Poc3gpaBHamzopa  BHEIPEHO — MOOMIbHOE  NPHIOKCHHUE
«Wncnextopy (manee — MIT MHCIEKTOP, IPHIOKEHUE).

[Tpu 3TOM B CBSI3¥ C BHECCHHEM W3MeHeHui B nocranornenune ot 29.06.2021
Ne 1049 ¢ 23 HosiOpst 2025 T. ypery/MpoBaHbl MPaBOBBIE BOMPOCH! HCMO/IL30BAHNA
MI1 WsucnekTop TpH IMPOBEACHUH KaK KOHTPOJBHBIX (Haa30pHBIX), TaK H
npo(QUIAKTHYECKUX BU3UTOB.

PocznpapHanzopoM ¢ uioHs 2024 1. MO COCTOSHHMIO HA nexabpp 2025 T.
MpPOBEAEHO 652 KOHTPOJBHBIX  (HAA30pHbIX) MEpPOIpPHUATHS, 1477
npoduIaKTAYECKUX BH3UTOB, 797 KOHCYbTalM# ¢ nomoruso MII WHCcnekTop.
TeppuTOpHaibHEIM OpPraHOM IPOBEACHO 11 npodunakTHYeCKUX BHU3UTOB , 11
KoHCy/bTalu# ¢ nomomeio MIT MHCcnexTop.

PyKOBOJICTBYSICh I0JI0KeHHeM 0 DesiepalbHOM cnyx6e 1o Hag30py B chepe
3[paBOOXPaHEHHUs, YTBEPKAEHHBIM MOCTAaHOBICHHEM IIpaBuTenscTBa Poccuiickon
®epepanuu ot 30.06.2004 Ne 323, B memax WH(pOPMUPOBaHUsS CyOBEKTOB
obpalieHysi JIEKQpCTBEHHBIX CPENCTB Ha caiite Poczipasnanzopa (pa3zen
«MouuTOprHT >h(GEKTHBHOCTH M 0€30MaCHOCTH JICKAPCTBCHHBIX npenaparos» )
pasMmeiaercs WHGOpMALHs O HOBBIX IAHHBIX 1O 6e30MacHOCTU JIEKApCTBEHHBIX
[penapatoB, a Takke WHad WHQOpMAlLMs N0 OTBETCTBEHHOMY H palMOHaIbHOMY
MpUMEHEHHIO JI€KapCTBEHHBIX NMPENapaTos. 3a 11 mecsues 2025 roaa pasmMenieHo
89 wuHGbOPMAIMOHHBIX MHCEM. TeppuTOpPHAILHBIM OPraHoM [IOJITOTOBIIEHO H
HaIpaBJeHo § TaKUX MHUCEM.

B 2025 romy PocsapasHamsop MpHHHMal yuyacTHe B MEKIYHApOAHBIX
KoHrpeccax ¥ KOHQepeHLMsX B O0NacTH KIMHHYCCKHX MCClIeI0BaHUM
NIeKApPCTBEHHBIX CPEJICTB C LEIbIO MOBBINIEHHS IPAMOTHOCTH H OCBEJIOMJIEHHOCTH
MOJIKOHTPOTBHBIX CyOBEKTOB B paMKax JaHHOTO BUA ACATE/ILHOCTH.

denepaibHOU CITyKOOM 1O HAA30py B chepe 3npasooxpanenns Ha 2025 rox
B paMKax T[OCyJapCTBEHHOro KOHTPOJs (mamsopa) B chepe oOpalleHns
JeKapCTBEHHbBIX CpEACTB, 3arJIaHupOBaHO MpOBEIEHHE 36500
SKCHEpTH3/UCTIbITAHHA OOpa3LOB JIEKAPCTBEHHBIX CPEJCTS. HAXOMAMXCA B
rpaxIaHckoM obopore.
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Maxtuueckn 3a 11 MmecsueB 2025 roma no pesynbrataMm (eaepanbHOro
rocyJapCTBEHHOTO KOHTpOJs (Hagsopa) B chepe oOpalleHs J1€KapCTBEHHBIX
cpeacTB 0hOPMIICHBI SKCIEPTHBIE 3aKMOYEHHS B OTHOLICHUH 33 048 obpas3uos
NIeKapCTBEHHBIX CPeJCTB, U3 HUX Ha!

- 10 605 06pa31oB, KOTOpbIE NPOBEPEHBI MO NOKA3aTe/ %M, YCTAHOBICHHBIM
HOPMATHBHON J0KyMEHTalMeH/HOPMaTUBHEIM JIOKYMEHTOM [10 Ka4€CTBY;

22 443 ob6pasuoB, KOTOpble MpPOBEPEHbl ¢  HCMOJB30BAHAEM
Hepa3pyIIAKLUINX METOI0B Ha Oa3e nepeIBHKHbIX 3Kcrpecc-1abopaTopuH.

3a 11 MecsimeB 2025 r. BeIBIE€HA | cepus JIEKapCTBEHHOrO Ipernapara
«Mupena®» («Mirena®»), HaXxOAMBIIErocs B TPAKIAHCKOM obopore ¢
HapylleHHeM  JeHCTBYIOLIEro — 3aKOHOJATenbcTBa  (rperapat nmpuodpeTeH
nocpencTsoM cetu «MHTEpHET» yepe3 CaiThl mirena-lady.ru; mirena003.ru) u 52
cepui 16 TOProBEIX HAWMEHOBAHWH (anbcuGUIUPOBAHHEIX JIEKAPCTBEHHBIX
npenaparos.

TeppUTOpHATBHBIM OpranoM mo Pecrybnnke Kpev nposeaeno 36 KHM no
BeiGopounomy otbopy JIC, mo rd3. Cesacromons — 8. ITo Pecny6nuke KpbM
otobpano 718 nanmenopanuit JIC va BUK unccrenosanne, 64 JIC - na PAMAH
uccnenosanue, 276 JIC — Ha monsbii ananu3. [lo pesyibTaTaM SKCICPTH3BI
BBIJAHO 6 OTPULIATENbHBIX 3aKIIOUCHHH.

WubopMalys o HapylIeHHsX B cepe oOpaleHus eKapCTBEHHbIX CPEICTB,
OTBETCTBEHHOCTb 3@ KOTOpble yCTaHOBIeHa YronoBHbiM KolekcoM Poccuiickoi
®enepauyy, Hanpassiack B I'YIBullK MBJI Poccun ( 4 muceMa).

B uensix HHGOPMUPOBAHHA CyOBEKTOB OOpalleHHs JIeKapCTBEHHBIX CPEICTB
pa caiite Poc3mpaBHamsopa (pasmen «KoHTpomb KadecTsa JICKapCTBEHHBIX
cpeacTB») pasMelanack HHpopmanus o daxTax BBIABICHWSA JIEKAPCTBEHHDIX
CpelCTB, Ka4yeCcTBO KOTOPBIX HE COOTBETCTBYET yCTAHOBJICHHBIM TpeOOBaHUSIM.
Beero 3a 11 mecsier 2025 r. Ha caifTe pasmerieHo 311 uHGOPMAMOHHBIX MTHCEM
Poc3gpaBuanasopa.

Vka3aHHble [MCbMa TakkKe OTpaXaluch Ha caidTe IOCPEACTBOM
31EKTPOHHBIX cepBHCOB «[IOMCK HM3BATBIX M3 OOpalleHns JICKapCTBEHHBIX
cpencts» U «ITOMCK MUCEM 10 KOHTPOIIO KayeCTBa JI€KapCTBEHHBIX CPEACTBY, H9TO
OBeCeunIo BOIMOKHOCTD CBOEBPEMEHHOTO MOJIy4eHis cyOhekTaMn OOpalleHns
JIeKapCTBEHHbBIX CPEACTB aKTyanbHOH MH(pOpMALMK O JIEKapCTBEHHBIX CPEICTBAX.
060pOT KOTOpHIX OrpaHUYeH, W MPOBEIEHHE MEPONPUATHH 110 MUHUMHU3ALMH
pHCKa MPUYHHEHHS BPe/ia JKU3HH U 30POBbIO IPAKIAH.

I1. Hean n 3aaaun peaaunsaunu [Iporpavmel

1. Hensmu peanu3anuu IIporpaMmbl SBISIOTCA:

- mpeaynpexieHHe HapyIIeHHH 00s3aTelbHbIX tpeboBaHuil B cdepe
oOpallleHus IeKapCTBEHHBIX CPECTB A1 MEIUIUHCKOr0 NpUMEHEHUA,

- NpefoTBpallleHHe Yrpo3bl MPUUMHEHHs, MO0 NPUUMHEHNS Bpela KU3HHU,
370POBBIO IPAKAH BCIEACTBUE HApYLIEHHH 0053aTe/IbHBIX TpeboBaHHH,
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- yCTpaHeHWe CYUIECTBYIOIUMX M ITOTEHLMAIbHbIX yCIOBHH, NPUYAH H
(haKkTOpOB, CHMOCOOHBIX NPHBECTH K HAPYLIEHHIO 00S3aTelbHLIX TPEOOBAHUH M
yrpo3e npu4YHHEHNUs, MO0 NIPUYNHEHUS Bpeaa )KU3HH, 310POBLIO IPAXKIAH;

- hopMHpOBaHHE MOJENel COLUAIBbHO OTBETCTBEHHOIO. 100POCOBECTHOTO,
NIPaBOBOrO MOBEACHHUS TIOJAKOHTPOJIBHAIX CyObEKTOB;

- [OBBILIGHHE  TPO3PAYHOCTH  CHCTEMbI  KOHTDPONbHO-HAJA30pHOH
IesITeIbHOCTH.

2. 3apavamu peanuzauuu [IporpaMmsl sBISIOTCS:

- OlLIeHKA BO3MOJKHOM yrpo3bl IPHUMHEHHMS, THO0 NpUUHHEHUS Bpela XHU3HH,
30POBBIO IpaklaH, BbIpabOTKa M pealu3alus NPOQUIAKTHIECKHX —Mep,
CIIOCOOCTBYIOIUX €€ CHHIKEHHIO;

- BbIFBJIEHHE (AKTOPOB Yrpo3bl MPHUYMHEHHs, NUOO NPUYMHEHHA Bpela
JKH3HH, 340POBbIO TPAkKAaH, IPHYMH M YCJIOBUH, COCOOCTBYOLINX HAPYLICHHIO
o6s3aTenbHBIX TpeOOBaHMUiA, ONpeneNeHue Croco00B yCTpaHeH!s MM CHHKCHHA
yrpo3bl;

- OLIEHKA COCTOSIHUS MOIKOHTPOJBHON Cpe/ibl U YCTaHOBJICHUE 3aBUCUMOCTH
BHZOB, (DOPM ¥ MHTEHCMBHOCTH MPO(HUIAKTHYECKMX MEPONMPUATHH  OT
MPUCBOEHHBIX OAKOHTPOIBHBIM CyOBEKTaM ypOBHEH pHCKa;

- co3naHWe YCIOBHM 17l W3MEHEHHMs 1LEHHOCTHOrO  OTHOLICHHS
MOJAKOHTPOIBHEIX ~CyOBEKTOB K PHCKOBOMY MOBEJIEHUI, (OPMHPOBAHUS
MO3WTHBHONW OTBETCTBEHHOCTH 3a CBOE IOBEIEHHE, MOIEPKAaHUsI MOTHBALUHU K
A00pOCOBECTHOMY NOBEIEHHUIO;

- perynsipHas peBH3us 00s3aTeNbHBIX TpeOOBaHWHA M NPHHATHE MEp K
obecredeH o pealbHoro BIHSHHS HAa YPOBEHb 0€30MacHOCTH OXPaHbl 310POBbS
rpakiaH KoOMIJieKca o0s3aTenbHbIX —TpeGoBaHMM, COOIIOACHHE KOTOPbIX
cOCTaBiSieT MpeaMeT (eIepalibHOro rocyAapCTBEHHOTO KOHTPOIs (Haasopa) B
chepe obpaleHus 1eKapCTBEHHBIX CPE/ICTB;

- (hopMHpOBaHHE EIMHOTO IMOHMMAaHHsi 00s3aTeNbHBIX TPeOOBAHUH Yy BCEX
YYaCTHUKOB ~ OOpallleHWs  JIEKapCTBEHHBIX  CPEICTB  AJd  MEAHIHUHCKOro
NIPUMEHEHUS:

- Cco3naHMe W BHEJPEHHE Mep CHCTeMbi MO3UTHBHOH NpPOQUIIAKTHKH;
MOBBIIICHNHE YPOBHS NPAaBOBOH FPAMOTHOCTH MOAKOHTPOIBHLIX CYObEKTOB, B TOM
yhcie TyTeM obecredeHus JOCTymHOCTH uH(opmanui 06  obsA3aTesnbHBIX
TpeOOBaHUAX U HEOOXOIUMBIX Mepax [0 MX HCTIOTHEHMUIO;

- CHMJ)KEHHE M3JIepKeK KOHTPOJIbHO-HAA30pHOH  AeSTEeIbHOCTH H
aZIMHHHUCTPATHBHOM HArpy3KH Ha MOJKOHTPOIbHbIE CYOBEKTHI;

- yKpemjieHMe CHCTeMbl NPOGUIAKTHKM HapylleHUH 00s3aTe/bHbIX
TpeGoBaHMUii [yTeM aKTHBU3ALHUM MPOPUIIAKTUYECKOH eI TENBHOCTH;

- MHBEHTAPU3ALMS COCTABA W OCOOEHHOCTEH TOJKOHTPONBHBIX CYyOBEKTOB
(0OBEKTOB) H OLIEHKA COCTOSIHUS TIOAKOHTPOIBHOM chepsl;

- YCTaHOBJIEHWE 3aBHCUMOCTM BMIOB, (OpM ¥  HHTEHCHBHOCTH
npoGHIaKTAYECKHX MEPONPUSITUI oT ocobeHHOCTEH KOHKPETHBIX
OJKOHTPOJIBHBIX CYOBEKTOB (0OBEKTOB) M IPUCBOCHHOM MM KaTErOpHH PHCKa;



- MOBBILIEHUE
Poc3npasranasopa.
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KBaJTH (PUKALUH

COTPYIHHKOB

oapa3aeeHn

[11. IepeyeHb NPOPHIAKTHUECKHX MepONpUATHH, CPOKH
(MepHOAHYHOCTD) HX MPOBeIeHHS

B cootBercTBMH ¢ IlonoxeHueM O (elepanibHOM roCyIapCTBEHHOM

KOHTpOJIE

(Ham3ope) B

chepe ©

OpateHus

JIeKapCTBEHHBIX

CpenCTB,

yTBEp/KJIEHHBIM I10cTaHOBNeHHeM [IpaBUTE/LCTBA Poccuiickoit ®Denepalu OT
29.06.2021 Ne 1049, npoBoasTcs cieylomue NpodHIakTHHECKHE MEPOIPUATHS:
a) HHHOPMHUPOBAHHE;
6) 06061LIEHNE TPABONPHMEHUTENbHOH NPAKTUKH;
B) 0OBsIBIIEHHE TIPENOCTEPEIKEHHS,
I') KOHCYIbTUPOBAHHKE;
1) npoUuIaKTHIECKUH BU3UT.

ﬁ%nn MEPOTIPUATHS 1 dopma MepONpUSATHS OTBeTCTBEHHbIE | Cpok (1epHoMYHOCTE) '
MCIIOJIHUTE/IH [IPOBE/ICHHS .

Uudopmuposanne = PasmemneHue Ha | Eropeesa I0.A. | Tlo Mmepe 1
I ‘ ohuHaATEHOM caiite | Illepbax B.B. 1He0OX0IMMOCTH B
TeppuTOpHAIBHOIO Bensosa 3.1. TeyeHHue roja <

|
|

| Poc3apaBHaa3opa B CETH

| «HTCpHETY:

| 1) TEKCTOB

i HOPMATHBHBIX IPABOBBIX

aKTOB., PEryJHPYIOLIMX

OCYIIECTBIICHHE

rocy/1apCTBEHHOTO

KOHTpOJIA (Haa30pa):

‘ 2) CBEJICHUH 06

| ©3MEHEHHAX, BHECEHHBIX

‘ B HOPMaTHBHBIE

‘ IPaBOBbIE

| peryJpyroIHe
OCYIIECTBICHHE

| dbenepanbHOIO

| rOCY1apCTBEHHOTO

‘ KOHTpO/IsL (Haja3opa) B
chepe oOpameHus

! JIeKapCTBEHHBIX CPEJICTB,

| 0 CpoKax M MOpsIKe X

| BCTYIUICHHS B CHITY;

aKTBhI,

‘ l

3) nepeYHs (
‘ HOPMAaTHBHBIX MPABOBBIX |
| aKTOB € yKazaHHeM
‘ CTPYKTYPHBIX  €IHHHIL |
3THX aKTOB. ' i
1 | coepKallux ]
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| obs3aTenbHbIe

4 TpeboBaHHs. OLIeHKa
| cOOMOIEHUST  KOTOPBIX
| ABJISETCS peIMETOM
KOHTpOJIL, @  TaKke
uHbOpMALHIO O Mepax

‘ OTBETCTBEHHOCTH.
NPUMEHSEMBIX npu
HapyLIeHUH

| 00s3aTeNIbHBIX

| TpeGoBanMmii. ¢ TEKCTaMH

B JeHCTBYIOLIECH

| pelaKLuH:

4 YTBEPIK/ICHHBIX

[IPOBEPOYHBIX JHCTOB B
thopmare, 10IMyCKarOIEM
MX HCIOJb30BaHHE JUIA
camMo00cIieI0BaHH s,

5) PYKOBOACTB IO
coOII0ICHHIO
00si3aTeBHBIX
TpeboBaHHH;

6) nepeYHs
WHIMKATOPOB pHcKa
HapyLIeHUs
0bs13aTeIbHBIX
TpebOBaHUH.  MOPSIOK
OTHECEHHS 00BEKTOB
| KOHTPOJS K KaTeropusam
pUCKa:

7) IpOrpamMMbl
npoQUIaKTHKA  PHCKOB
NpUYMHEHHS Bpela H
rJ1aHa POBE/ICHHA
TUIaHOBBIX KOHTPOJIBHBIX
(HAA30PHBIX)
MEPOTIPHATHH:

8) HCYEPIIBIBAIOIIETO
nepeyHs CBEJIEHHUH.
KOTOpBIE MOTYT
3arpaliuBaThCs
Poc3apaBHan30poM y
| KOHTPOJIAPYEMOTO JIH1IA;
9) cBesieHHii 0 crocobax

‘nonyqeuna

| KOHCYJIbTallu# o
! BorpocaM  CcobIIOACHUS
| 0bs3aTeNbHbIX
TpeOOBaHMIA;

10) CBEJICHUH 0
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i

' PocszapaBHaa3opa.

B 3) CBEICHUH 0

| cpeacTBax

IPUMEHEHUH ‘
Poc3apaBHam30poM  Mep
CTHMYJIHPOBAHUSA ‘
106pOCOBECTHOCTH
KOHTPOJHMPYEMBIX JIHIL:
11) cBeieHHH O MOPSIKE
jpocyaebHoro
o0ajoBaHUs PpELIEHHH

nedicTBAl (Oe3/1€HCTBHS)
ero JOJKHOCTHBIX JIMLL
12) wuHpopManuH O
cnocobax ¥ mpoueaype
camoo0cieloBaHHs (IpH
ee HaJMYHH)., B TOM
qucie METO/IMUECKHE
peKOMEH1allHH 1o
POBEIEHHIO
caMmoo0cel0BaHus 7
MOArOTOBKE JI€KJapaluu
coOmoIeHus
00s13aTeIbHBIX
TpeOOBaHHH. "
uH(popMaIHo 0
JIeKJIaparusx
coOoAeHUs
obs3aTeIbHBIX
TpeOOBaHHH.
NpeiCTaBlIeHHbIX
KOHTPOJIHPYEMBIMH
JTMIIaMK (TPU HAJIMYHH ).

JIeKapCTBEHHBIX

CpelcTBax., obopot
KOTOpbIX OrpaHH4YeH, B
TOM qUCIIe 0
He100pOKaYeCTBEHHBIX H
(banbcuUIIMPOBAHHBIX
JIeKapCTBEHHBIX

| O6bABICHHE
1 NpeaoCTepeKEeHUs

| IpeA0CTePEKEHHH B

Hamnpasienue

MMHCbMEHHOM BUJIE
KOHTPOJIUPY EMbIM
JUIIaM JUIA Leaen
IPUHSATHS Mep 1o
obecneyeHUIO
coOMI0ICHUS
00s3aTebHBIX

| -
. TpeboBaHuM

JlomkHOCTHBIE Hna | [lpu HaJIMUUHU
TeppuTopHaNbHOIO

Poc3zipasrajsopa. B |
JIOJDKHOCTHBIE
periaaMeHThl

0043aHHOCTE
MIPOBEACHHUIO
MEPOIIPHUSATHH

NOCTYTHBUIMX
CBEJICHHH 0
TOTOBSIIUXCS
HapyIEHHIX
06s13aTeIbHBIX
TpeboBaHUH WIH |

| pu3HaKax HapylleHHH

oOsa3aTeNbHBIX
TpeOoBaHHM
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chepe obpatenus |
JIEKapCTBEHHEBIX
CpeacTB A7t
METHIIHHCKOTO |
[IPUMEHEHHU S |

KoHncynbsTHpOBaHHE | IpoBenenue

KOHCYJIbTAlUH o
| BOpocaM  HaIW4uHMs H
| (unm) coJlepyKaHus
| obsi3aTeIbHBIX
TpeGoBanuii B chepe
| oOpaiueHus '
| JIEKapCTBEHHBIX CPEICTB
‘ st MEJIMIIHHCKOTO
PUMEHEHHU,
TMIePHOIMYHOCTH "
nopsaka  MPOBEACHHS
KOHTPOJIbHBIX
(HaI30pHBIX)
MEpONpPHUATUHH, TOpsIKa
BBIIOJTHEHUS
00s3aTe/IbHBIX
TpeboBanuii B chepe
obparnieHus

JIEKaPCTBEHHBIX CPEJICTB

I st MEIULUHCKOIO
PUMEHEHHS,
BBIMOJTHEHUS

| IIpenrCcaHus,
BBIJJAHHOI'O [10 HTOram
KOHTPOJBHOIO
(HAI30PHOTrO)
MEpOTPUATHS
[IOCPEACTBOM  JIMYHOIO
obpauieHus.

- TeneOHHOR CBSI3H,

‘ AIIEKTPOHHOM MOYTHI,

BH1€0-KOH(EPEHII-
CBS3U. MpH MOJYyYEHHH
MMCHMEHHOTO 3ampoca -
B NMCbMEHHOH (dopme B
TIOpsiZIKE,
yCTaHOBJIEHHOM
| GenepaibHBIM  3aKOHOM
’ «O MOpsJIKE
paccMOTPEHHUS
oOpareHus rpaxiaH
Poccuiickoi
| @eaepalMu», a TakikKe B
xoje IPOBE/ICHHS

JlokHOCTHBIE nuiia | B pamkax — TekymeH
TeppuTopHansHOro — paboThl. B TOM 4YHMCIE |

opraHa pH TPOBE/ICHHH |
Poc3apaBHaa3opa. B KOHTPOJIBHBIX ‘
JIOIKHOCTHBIE (HaI30pHBIX) U ‘
periaMeHThI - IPO(HIAKTHIECKHX
KOTOPBIX ~ BXOJHT MEDOTPUATHH ‘
00513aHHOCTh no ‘
TIPOBE/ICHHIO | |
MEPOIIPUATHI B |

chepe oOpaieH#s |

JIeKapCTBEHHBIX

Cpe/aCTB ISt

MEUIIHHCKOIO

IIPUMEHEHUS
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| IPOGUIIAKTHIECKOrO | |
| MEpOTIPHUSTHSL. |
| KOHTPOJLHOTO | |
(HAI30PHOTO) | l
| MEpOTPHUATHS , |
[TpodunakTHIeCKui \ [IpoBenenue Jlo/uKHOCTHBIE a1 B TedeHHe roaa npH I
| BU3MT | mpobUIAKTHIECKHX TeppUTOPHATLHOIO | [OJYHeHHH 3asBICHUA
| BU3HTOB B bopme: ‘ oprasa 0 [IpOBE/ICHHH |
' 1)  npoduIaKTHYECKUX ‘ PocampaBHan3opa. B NPOQUIAKTHIECKOTO
| Becen no MECTY | JOJIKHOCTHbIE BH3MTA IO HHUIMATHEBE |
OCYUIECTBIICHHS perjiaMeHThI KOHTPOJIUPYEMOTO |
‘ JEATETbHOCTH KOTOpBIX ~ BXOAMT  JHua (CyOBEKT Masoro ‘
| KOHTPOJIUPYEMOTO JIHIA; 0053aHHOCTh Mo IpeANpHHUMATEIbCTBA.
‘ 2)  mpo(uIaKTHYECKHX | MPOBEACHHIO | couMalibHO
becen IyTEM | MEPOTIpHATHH B OpMEHTHPOBAHHASA 1
l MCIIONB30BaHMs  BHAEO- | cepe oOpalleHHs = HEKOMMeEpHUeCKas
‘ KOH(EPEHII-CBA3M ~ WJIHA | JIEKAPCTBEHHLIX OpraHu3alus nubo |
‘ MOOHIIBHOTO CPE/CTB IS | TOCYJapCTBEHHOE HIH ‘
TIPUJIOKEHUS MEIHIIUHCKOIO | MYHHUIHIIAIBHOE 1
‘l «HcnexTop» 10 | IPUMEHEHHUS | VUPEKICHHE).
BOTIPOCAM: | 2. O0si3aTenbHbIe 1
| TpeAbsBIIAEMBIX 11pohHUIAKTHYECKHE
- 06sA3aTebHBIX BU3UTHI B OTHOLICHUH |
‘. TpeGoBaHMA, OTHECEHHS ' }OJI m WUI1 nposoasTCs ‘
K KaTeropusiM PpHCKa: O | COrJIacHO ‘
KOHTPOJIbHBIX [Tpunoxennio Ne 2 c‘l
| (HAA30PHBIX) | yuetoM  cremyiomei |
MEPOIPUATHAX | EpUOIMYHOCTH! |
| -1 obs3aTe/bHBbIH |
\ 1poQUIAKTHIECKHH 1
1 BMU3UT B roj - A
0OBEKTOB ~ KOHTPOJIA, {
‘ | OTHECEHHBIX K |
\ | KATErOpUM  BBICOKOTO
] | pucKa;
} - ne  Oosee 1 ‘
'. 06s3aTeIbHOTO ‘
| | 1poGUIAKTHYIECKOTO

1  BM3MTA B 3 roja - s
| 0OBEKTOB  KOHTPOJIA.
| OTHECEHHBIX K
‘ KATErOpHH
| | JHAYMTEIBHOTO PHCKA: |
| '6) wue OGomee 1 l
\ - 00s3aTENIHOTO |
| - TpoGHIAKTHYECKOTO
‘ | BU3MTA B 5 JIET - IUIS[‘
| 00BEKTOB ~ KOHTPOJIA.
‘ OTHECEHHBIX K |
‘ KaTEropuu cpcm-leroJ
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-

| l - A VpHCKal
| ‘ B) He  Oonee l‘

. 00s13aTeIbHOTO '
| " ipoMIaKTHYECKOTO

i gM3uTa B 6 Jetr - A
0OBEKTOB  KOHTPOJIA, l

‘ OTHECEHHBIX K
| KaTErOpyuH YMEPEHHOI0 ‘
1 pHUCKa |

V. Ioka3aTeqn pe3ybTaTHBHOCTH M 3P PeKTHBHOCTH IIporpamMmmbi

Ouenka 3(h(})EeKTUBHOCTH H pe3yNbTaTHBHOCTH [TporpaMmbl MPOBOJUTCH
MyTeM CONMOJIOTHYECKHX HCCIIeOBaHUHU mpeacTaBuTeNield  MOJKOHTPOJIBHBIX
CyOBEKTOB.

B ensiXx OUEHKH pe3ynbTaTHBHOCTH  IIporpaMmbl  MCIONB3YHOTCAH
cledyIouke KoNHYecTBeHHbIE MOKa3aTe | ¥ [IoKasaTe/lu KadecTBa.

KOJINYEeCTBO MPOBEICHHBIX MPOGHIAKTHIECKHX MEpPOTPUSATHH,

KOJIMYECTBO IOAKOHTPONBHBIX CyOBEKTOB, B OTHOIUCHHM KOTOPBIX
NpOBe/ICHbI NPOQUIAKTHYCCKHE MEPOTIPUATHS,

107151 CyOBEKTOB, B OTHOIIEHHH KOTOPBIX MPOBEACHbI pohuIaKTHYECKHE
MeponpHsiTUst (M0Ka3aTelb yCTAHABIMBAETCS B MPOLEHTAX OT 00111ero KOoJIMYecTBa
TMOJKOHTPOJILHBIX CyOBEKTOB);

COKpallleHHe KOIMYEeCTBAa KOHTPOJIbHO-HAA30PHBIX MEPOIIPUATUH  TIpH
yBeNWYeHUN TPOPUIIAKTHIECKHUX MEpOIIPHUSITHH TP OJHOBPEMEHHOM COXpaHCHHH
TEeKyIIero (yIy4lleHHH) COCTOSHHSA MOJKOHTPOJIbHOM chepsi:

CHIKEeHHME KOIHYeCTBA OMHOTHIHBIX ¥ MOBTOPSIOIIMXCS HApYILICHHH OHUM
W TEM 7K€ I10JIKOHTPOJIBHBEIM CyOBEKTOM.

KoueBbiM MOKazaTeneM (elepalbHOro ToCyIapcTBEHHOTO  KOHTPOJIS
(mam3opa) B cepe oOpalleHHs JIEKapCTBEHHBIX CPEACTB ABJACTCA OTHOLIIEHHE
KOJIMUECTBA CEPUiA JIEKapPCTBEHHBIX CPEJCTB, HE COOTBETCTBYIOLIMX TpeOOBaHUIM
®enepanproro 3akona «O6 oOpalleHHH TeKapCTBEHHBIX CPEICTEY 1 BbIBEAEHHBIX
M3 FPa/1aHCKoro 060poTa B OTYETHOM rOJy, K KOJTHIECTBY cepuil J1eKapCTBEHHbIX
CPE/CTB, CBE/ICHUS O KOTOPBIX IPEICTaBIEHBl B COOTBETCTBHH C 4acThiO 2 CTaThH
9.1 ®epepansHoro 3akoHa «O6 oOpalieHHH J€KapCTBEHHBIX CPEACTEY 3a
OTYETHLIN TO/.

[TpodunakTM4eCKHe MEPOTPUATHS B OTHOLICHHM MPOBEPAEMBIX CcyOBEKTOB
CTAHOBATCS 5230H ISl OCYIIECTBJIEHHS KOHTPOJIBHO-HAA30PHOH AESTEIbHOCTH.

Tak. ocHOBHAs 3amaya Poc3apaBHaj3opa - peandsalis NPUHIMOA «HE
HAKa3bIBaTh, 4 TOMOraThy.

Poc3npaBHag30poM B LeNsX  TOBBIMEHHS  YPOBHS FOPUANYECKOH
OCBEIOM/IEHHOCTH OpraHu3aliii 00 00s3aTelbHBIX TpeboBaHUAX pasMelleH B
1HGOPMAIMOHHO-TEJIeKOMMYHUKALMOHHOH  CETH «AHTEpHET» B OTKPBHITOM
jgoctyne Ha OGHUUMAIbHOM CaWTeé B BHIC cojHoi Tabmuubl Ilepedenb
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HOPMATHBHEIX MPaBOBBIX aKTOB (HMX OTHENBHBIX [OJIOKEHUHR), COAepKalIX
obsi3atenpHble TPeOOBaHMS, OLIEHKA COOJIOACHHS KOTOpBIX OCYIIECTBIACTCH B
paMKax rocyAapCTBEHHOIO KOHTPOJIS
(https://roszdravnadzor.gov.ru/services/prevention).

CyObekTbl OOpalleHHst JIEKapCTBEHHBIX CPEICTE MOIYT IMOJIb30BAThCA
CHCTEMOI KaK eMHBIM HCTOYHHKOM HHpOpMaiuu 06 00s3aTelbHbIX TpeDOBaHHAX
B paMKax CBOEH AesTeTbHOCTH.

PocsapaBHaazopoM — pa3paboTaHbl  MPOEKThl  [POBEPOYHBIX  JIUCTOB,
colepiKalye CIHCOK KOHTPOIBHBIX BOINPOCOB, B LEIAX OUCHKH COOTBETCTBHA
IOPUIMYECKUX JIMIl M HHIABUIYalbHBIX npeanpuHEMaTeell  00A3aTeIbHBIM
TpebOBaHUsM.

OprasMsanusi M TMpPOBEJEHHE METONMYECKOH paboThl ¢ cyOBeKTaMH
obpamieHusi  JEKapCTBEHHBIX CPEACTB MO  PasbsCHEHHMIO 00s3aTeNbHBIX
TpeGoBaHKH, aKTyalbHBIM H3MEHEHMSM HOPMATUBHbLIX [PaBOBBIX  aKTOB
ocyiecTBasgeTcss Poc3paBHaA30poOM Ha MOCTOSHHOM OCHOBE [yTEM IpOBEACHHA
BCepOCCHICKUX KOH(EepeHUHH (COBEI@HWH) ¢ y4acTHEM peACcTaBUTENEH
MpOM3BOAMTENEH, ~ MEIMIMHCKMX M (apMaleBTHYEeCKiX OpraHu3alui,
0OIeCTBEHHBIX OpraHM3alMii ¥ MPO(EeCCHOHANbHbIX —ACCOLMALMH, MyTeM
MpHBJIeYeHusl MHGOPMALMOHHBIX PECYpCOB  (raseThl, CHCHHAIA3UpOBAHHDIC
JKYpHaJIbl, MECTHble KaHajbl TEIEBHJEHHUS), Telerpam-KaHaj Poc3apaBHaa3opa
(http://t.me/roszdravnadzor_official), KaHall B MeCCeHKepe MAX
(https://max.ru/roszdravnadzor_official), a Takxe npu yCcTHOM oOpallleHHH.

[lo pesynbTaTaM MOHHTOPHHra  OOpallleHHH  HOPHIWYECKHX  JIHU
(MHIMBHIYATBHBIX TIPEANPUHAMaTENeH) Ha caiiTe PocsipaBHa/i30pa pasMelaoTes
CKDHIITEI OTBETOB HA THIOBBIE OOpallleHHs 3asBUTE/EH B chepe obpamieHus
NeKapCTBEHHbBIX CPEACTB Ul MEAULHHCKOrO MPUMEHEHHUS.

C nenbio HEJONYIIEHMs HapylIeHWH npas rpaxiaad PocsapaBHaI30poM B
2025 r. (no cocTosHUIO Ha aekabpb) mposeneHo 36298 npoduIaKTHYECKHX
MEPONPUSTUH, B TOM YHUCIIE!

|. KonuuectBo (hakToB pazMelieHus: HHbOpMaLMK Ha ODHIIHATEHOM canTe
Pocsapasnanzopa — 411, TepputopraibHOro oprasa - S

2.  PasMemieHo JOKIagoB O  MPABONPHMEHHTEIbHOW  IPAKTHKE,
pasMeleHHbIX Ha obuLHanbHOM caiite PocsapaBHansopa, — 1.

3. TeppuTOpHAIbHBIM OPraHOM [JaHO BCETO KOHCYIbTalMi — 537.

4. TeppUTOpHAlbHEIM OpraHoM o00bsBIEHO 166 peIOCTePEKEHHH O
HEIONYCTHMOCTH HapylleHHs 0bs3aTeNbHbIX TpeOoBaHHi B chepe obOpalieHUs
JeKapCTBEHHbIX CPECTB.

5. I[TpoBeaeHo NpodHIaKTHUECKUX BUSHTOB — 33.

[IpohunakTiuecKuif BU3UT - OJMH W3 TNPEBEHTHBHLIX HHCTPYMEHTOB
B3aMMOIeHCTBHUS MEXKIY KOHTPOJIUPYEMBIM JTHLOM U POC31paBHAI30pOM.

[Ipy mpoBefeHHHM HPOPUIAKTHYECKOr0 BHU3UTA KOHTPOIMPYEMOE JIMLO
MMeeT BO3MOXKHOCTh INPOKOHCYJIBTUPOBATBCS MO JIOOBIM aKTyalbHBIM BOMPOCaM
COOIIOIeH s 3aKOHOATeILCTBA B Chepe oOpalieHusi JTeKapCTBEHHBIX CPE/ACTB.
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C 1 suBaps 2025 roma cornacHo QenepanbHoMy 3akoHy oT 31.07.2020 No
248-®3 npodunaKTHYECKHe BU3UTHI TeIsTCH Ha 00s13aTeNIbHBIA ¥ 10 HHHIIMATHBE
KOHTPOJIUPYEMOTO JIHIIA.

B pamkax 00s3aTe/IbHOrO MPO(GHIAKTHYECKOrO BH3IHTA MOKET IIPOBOIUTHCS
OCMOTp, HCTpeDOBaHHE HEOOXOMMMBIX AOKYMEHTOB. 0160p npob (obpa3uos),
MHCTPpYMEHTaJIbHOE 00CIeIoBaHKe, UCTILITAHKE., 3KCMepTH3a.

B cny4ae BoisBaeHus HapyIIeHUi o0si3aTeNbHBIX TpeOOBAaHUMA, eclu J10
OKOHYaHHs MPOBEACHUS O00S3aTENBHOrO MNPOGUIAKTHYECKOIO BH3HTA OHM He
YCTPAHEHLI, KOHTPONHPYEMOMY MLy BBIAETCS NpeanucaHue 06 YCTpaHEeHUH
HapymeHui.

C 14 oktabps 2025 r. mocraHOBIeHHeM [IpasutensctBa Poccuiickoii
®enepaunn ot 01.10.2025 Ne 1511 «O NEPUOTUYHOCTH  IPOBEAEHHUS
0053aTebHBIX  MPOGUIAKTHYECKHX BH3UTOB B paMKax rocyaapCTBEHHOI'O
KOHTpons  (Had3opa), MyHHUHOAILHOIO KOHTpOJIsS» ~ BBeJEHA  eJuHas
MCPUOIMYHOCTE MPOBEICHUs 0643aTENbHBIX MPODHIAKTHYECKHX BH3HTOB.

JTO #BSETCS BAXKHBIM [IArOM B COBEPUICHCTBOBAHUH KOHTPOJIbHO-
HaJ30pHOH JedtensHocTH. HoBble mpaBuna co3paor Gojee npeAcKa3yeMble
YCIOBHsl /Jii KOHTPOJMPYEMBIX JIML, OOECIeYHMBAIOT CHCTEMHBIH MOoAX0A K
Opranu3aluu MPOQUIAKTHIECKAX MEPONPHITHH H CIIOCOOCTBYIOT COBIIONEHUIO
Oananca Mex Iy MHTepecamu roCy1apcTBa U NpeanpuHUMaTeNei.

Obs3aTenbHble NpodUIAKTHYECKHE BUIHTHI Gojice 9 HeKTUBHBI, MOCKOMBLKY
MO3BOILAXOT MPUHATE HEOOXOAMMBIE MEpBI 10 COBEpILEHHMS! npaBoHapyuenus. Bee
Pa3bACHEHHA MHCIIEKTOPa HOCAT PEKOMEHAATelbHbIi Xapaktep. I'naBHasg 3agaua
3aKJIIO4AeTCs HE B HaKa3aHWM KOHTPOJIMPYEMOIO JIHIIA, 4 B OKA3AHHU COJIEHCTBHUS,
[IONCKa MpHEMIIEMOrO peLIeHHs IS JIHOO0OH CIIOKHOM CUTyallHM B TaKoW
OCTpoOCOLKaNbHOM chepe, kKak 060pOT JIeKapCTBEHHbIX CPEACTB.

Onna u3 Haubonee 3aMeTHBIX TeHAeHuuH 2025 1. - cTpeMUTe bHbIH pocT
ucnonb3osanus MII Uncnektop. ITo uroram 2025 r. konmuectso HCIIOJIb30BaHMUsI
MII MiscniekTop cocTaBiseT mo cocTosHHUIO Ha nexadpe — 3418 pa3, B ToM 4ncie
[IpH NPOBEICHUM OLIEHKU COOTBETCTBHS JIMIIEH3HOHHBLIM TpeDOBaHUAM MO BHAAM
PaspeluTe/bHON IeITeIbHOCTH.

2025 ron mokasan, 4TO KOHTDOJIBHBIE (Haa30pHbIE) U NpohHIAKTHYUECKHE
MEpPOTIPUATHS, MPOBOAUMBIE TOCPEACTBOM BH/I€0-KOH(EPEHII-CBA3M C MOMOIILIO
MIT MHcriekTop 0AHO3HAYHO MO3BONAIOT HE TOIBKO CHH3UTbL BpEMEHHBIE U
PECYPCHBIC H3]CPIKKH Ha KOHTPOJHMPYEMBIX JIHMI, HO M YMEHBIIUTE PHCKH
MEMMIMHCKAX H  (apMaleBTHYECKUX OpraHW3auuii B  4acTy HapyLIeHUs
00s3aTe/IbHBIX TpebOBaHHH B chepe obpalieHus TeKapCTBEHHbIX CPEICTB.

MIT HHcnektop — 310 COBPEMEHHBIH HHCTPYMEeHT KoHTpois. C ero
TIOMOLIBIO  MpoUelypa MpOBENEHHS KOHTPONBHBIX K NPOMUITAKTHYECKUX
MEPONPHUSATUN CTAHOBHUTCS elé Goliee IIpO3paYyHON U yI00HOIA.

Paciuvpenne ¢opm mucranumonnoro KOHTPOJS M pa3BUTHE CHCTEMBbI
00paTHOli CBsI3U CTAHYT OCHOBHBIMH HAaMNpaBICHUSMH COBEDINEHCTROBAHUS CeprI
KOHTpoJisA B 2026 roxy ans Pocsnpasuansopa.
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