MHMH3JAPAB POCCHUHA

PEJEPAJIBHAS CIYKBA I1IO HA/I3OPY B COEPE 3JIPABOOXPAHEHUSA

TEPPUTOPUAJIBHBIN OPTAH ®EJIEPAJIBHOM CJIYKBBI 110 HA/I30PY
B COEPE 3IPABOOXPAHEHWS IIO PECITYBJIUKE XAKACHSI
(Tepputopuanbhblii opran Poc3gpasaanzopa mo Pecny6imke Xakacus)

IIPUKA3
76. /2. A0~ No A0 /00

r. AGakan

O6 yrBep:kaennn IlporpaMmmMbl NpopHIAKTHKE PHCKOB NPHYHHEHHS Bpeaa
(ymep6a) oxpaHsieMbIM 3aKOHOM LEHHOCTSIM MPH OCYLIECTBJIECHHH
denepaJbHOTO rocyJapcTBeHHOro (KOHTPOJIs (Haa3opa) B cepe oGpameHust
JIEKaPCTBEHHBIX CPEICTB ISl MEAHIHHCKOIo npuMenenus B 2026 roay

B cootBerctBUM co cratheit 44 @epepansHoro 3akona ot 31.07.2020
Ne 248-®3 «O rocymapcTBeHHOM KOHTpoJie (HAA30pe) U MyHHUIUIIAJIFHOM KOHTPOJIE
B Poccutickoit @enepanym» O p KK a 3 BI B a IO:

1. YtBepauts:

1.1. IlporpamMmmy mpodWMIAKTHKA PHUCKOB TMpHYWHEHHS Bpena (ymepba)

OXpaHSAE€MBIM 3aKOHOM I[€HHOCTSIM IIpM OCYINECTBICHUH (henepalbHOro

rocyaapcTBeHHoro (KoHTpoiisi (Haazopa) B chepe oOpalneHus JeKapCTBEHHBIX

cpencTB s MeauumHcKoro npumeHeHus B 2026 roxy (Ipunoxxenne Neo 1);

1.2. Ilmam nposenenus TepputopmanpHeIM opraHoM Poc3npaBHan3opa IO

PecyOmmke Xakacus 00s3aTeNbHBIX IPOodUIaKTUIeCKUX BU3UTOB B 2026 roxy

(ITpunoxenue No2);
2. HacTtosmuit mpukas Berymaet B cuity ¢ 1 ssaBaps 2026 r.;
3. Ha3HaunTh  OTBETCTBEHHOM 3a peanuzanuio MeponpuaTtui Iliana

IIPOBEJEHUS O00S3aTENbHEIX MNpoduiIakTHdecKux BU3UTOB B 2026 roxy B
paMKax TroCyJapCTBEHHOIO KOHTpOINIL B cepe oOpaleHHsa JIeKapCTBEHHBIX
CPEINCTB HaYaJlbHUKA OTJeNla KOHTPOJISI M Haazopa B cdepe obpamieHus
JIEKapCTBEHHBIX CPENCTB U MeaunuHCKuX u3genuil Tynysuny O.H.;

<. 4. KoHTpOJIb 3a UCIIOJTHEHHEM HaCTOSIIEro IIPHUKa3a OCTAaBIIIO 3a COOOM.

PyxoBogurens % H.B. PxeBckag

/



IIpunoxenue Ne 1 x mpukasy
TeppuropransHOTO Oprana
@enepallbHOM CIIy OBl IO HAA30PY
B c(hepe 3mpaBOOXpaHEHHS 10

Pecry6iimke Xakacus :
ot /4. /4 - A0S No i%——/?/J///j\

IIporpamma npoduIaKTHKH PHCKOB NpHYHHEHHUS Bpena (ymepoa)
OXpaHsieMBbIM 32KOHOM LIEHHOCTSIM IIPH OcyllecTBIeHuN ¢enepajbHOro
rocyJapcTBEeHHOI0 KOHTPOJs (Hag3opa) B cepe oOpammeHus JeKapCTBEHHbIX
CpelcTB AJI51 MeAUIHHCKOT0 NpHUMeHEeHUA
B 2026 roay

HacTosmas nporpaMMa Ipo@uIaKTHIECKUX MEPOIIPUSTHH, HAIIPaBIeHHLIX Ha
IpenylIpexXaeHre NpUYruHeHus Bpena (ymepba) oxpaHsSeMBIM 3aKOHOM ILIEHHOCTSIM
(manee - IIporpamMma), ycTaHaBIMBaeT IOPSNOK MPOBEACHUSA MPOQUIAKTUIECKHUX
MEDOIPHUATHH, HallpaBJIEHHBIX Ha IpeXylpeXAcHUEe NpHYMHEHUs Bpena (yimepba)
OXPpaHsAEMBIM 3aKOHOM ILIEHHOCTSM, COOJIOJEHHE KOTOPBIX OLIEHMBAETCS B paMKax
HCIIOJIHEHUS TOCYHAapCTBEHHONM QYHKIMH — QenepalbHBIi TroCyIapCTBEHHEIR
KOHTPOJb (Han30p) B chepe oOpaleHus IeKapCTBEHHBIX CPENCTB IS METUIIMHCKOIO
IIpUMeHeHUs (Jaliee - ToCy1apCTBEHHBIA KOHTPOIIB).

I. Amanu3 TEKYIIETro COCTOAHHUA OCYIIECTBJICHHUSA I'OCYAAPCTBCHHOI'O
KOHTPOJIA

TepputoprasnibHelM OpraHoM PocznpaBHan3opa no Pecmybnuke Xakacus
KOHTPOJIbHAST JAESITeNbHOCTh B cepe oOpalneHus JeKapCTBEHHBIX CPEICTB
OCYIIECTBIAETCS IIOCPENCTBOM  (eNepalbHOr0 TIOCYJapCTBEHHOTO  KOHTPOJIS
(mam3zopa) B cdepe oOpaimeHUs JEKapCTBEHHBIX CPEICTB B COOTBETCTBHH C
nonoxeHnusimu ~ @DepepanpHoro 3akoHa oT  31.07.2020 Ne  248-03 «O
rocyJapCTBEHHOM KOHTpoJe (HaA30pe) ¥ MyHHIMIIATBHOM KOHTpoise B Poccuiickoit
Oeneparm» (manmee - @epepanpHblli 3akoH 0T 31.07.2020 Ne 248-@3),
noctanoBienus [Ipasurensctsa Poccuiickoit @enepamuu oT 29.06.2021 Ne 1049 «O
benepaTbHOM TOCYHapCTBEHHOM KOHTpole (Ham3ope) B cdepe obOpaineHus
JIEKapCTBEHHBIX CPEACTBY (asiee — moctaHoBieHue oT 29.06.2021 Ne 1049).

IIpeqMeToM TroCyIapCTBEHHOIO KOHTPOJSI B COOTBETCTBHM CO CTaTrbed 9
®enepansHoro 3akoHa oT 12.04.2010 Ne 61-®3 «O6 obpameHuu J1eKapCTBEHHBIX
cpencty (manee — @epepanbHblit 3ak0H OT 12.04.2010 Ne 61-@3) sensrores:

1) coOmomeHue o00s3aTeNbHBIX TpeOoBaHWM B  chepe  oOpameHus
JIeKapCTBEHHBIX CPEACTB, B TOM YHUCIIE:
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a) TpeOoBaHUI K JOKIMHWYIECKHM HCCIEIOBAHUSIM JIEKAPCTBEHHEIX CPEJCTB,
KIMHUYECKUM  HMCCIENOBAaHUAM  JIEKAPCTBEHHBIX IIPEMapaToB, H3TOTOBIIEHHUIO,
XpaHEHHIO, IEePEBO3Ke, BBO3y B Poccuiickyro Deneparuio, OTIIyCKY, pealu3alliu,
nepenave, IpoOJa)ke JIEKAPCTBEHHBIX CpPENCTB, IIPUMEHCHHIO JIEKApCTBEHHBIX
[Ipenaparos, YHUYTOXEHHUIO JIEKapCTBEHHBIX CPEICTB, YCTaHOBJICHUIO
IIPOU3BOIUTENSIMH JIEKAPCTBEHHBIX IIPETapaToB IIeH Ha JeKapCTBEHHEBIE IPEIapaTsl,
BKIIFOYCHHBIE B II€PEYEHb XU3HEHHO HEOOXOIMMBIX M BOXHEHWINWX JIEKapCTBEHHBIX
IIpernaparos;

0) TpeGoBaHUI K COOTBETCTBHIO JIEKAPCTBEHHBIX CPENCTB, HAXOMSAIIUXCA B
o0pameHuy, IOKa3aTelsiM  KadecTBa, O(P(EKTHMBHOCTH M  OE30IIaCHOCTH,
YCTaHOBJIEHHBIM B COOTBETCTBHUH ¢ Deiepa bHBIM 3aKOHOM;

B) TpeOOBaHHM K COONIONEHHIO CyObeKTaMM OOpalleHHs JeKapCTBEHHBIX
CpencTB, yKa3aHHBIX B yacTu 1 crateu 67.1 @enepanbHoro 3akosa ot 12.04.2010
Ne 61-®3, orpanndennii, HanaraeMeIx ctaTbamu 67.1 u 67.2 @enepansHoOro 3aKoHa
oT 12.04.2010 Neo 61-@3;

2) cobmoeHHEe  JIMIEH3WOHHBIX  TpPeOOBaHUM K  OCYIIECTBICHHUIO
(bapManeBTHIECKOH MeATENEHOCTH;

3) cobmoneHne TpeOOBaHWM K IPENIOCTABIEHUIO CyOBEKTAMH OOpPAINEHHS
JICKapCTBEHHBIX CPEACTB HHQOpPMAlUU O JIEKapCTBEHHBIX CpeAcTBax u  (WJH)
JICKapCTBEHHBIX Mpemnaparax, MOpedyCMOTpeHHOM crateamu 9.1, 52.1 u 64
OenepansHOro 3axoHa ot 12.04.2010 Ne 61-D3.

ITIogXOHTPONBHBIME CyOBEKTaMH IpPU OCYIIECTBICHHH TOCYIAPCTBEHHOIO
KOHTPOJIS SBIISFOTCS:

IIPOU3BOAUTEIH JIEKAPCTBEHHBIX CPEICTB,;

OpraHM3alli¥, OCYIIECTBILIIOIIAE ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMU
CpencTBaMU I METUIIMHCKOTO PUMEHEHHS;

HAyYHO-HCCIIEI0BATENIbCKUE OpPraHW3allil U 00pa3oBaTeNbHbIE OpraHH3aI[iu
BBICIIETO 00pa3oBaHMsA, OPraHW3AIMH JOMOJHUTEIHHOTO HIPO(GECCHOHANILHOIO
00pa3oBaHys, OCYIIECTBILIONINE NOKIMHUYECKUE WCCIENOBAHNS JIEKAPCTBEHHBIX
CPEICTB, KIMHWYECKUE HUCCIEAOBAHUS JIEKapPCTBEHHBIX [TPENapaToB;

Pa3pabOTUNKK JEKapCTBEHHBIX NPENapaToB WK YIIOJIHOMOUEHHEIE UMH JIULIA;

MEIUIMHCKIE OpTaHU3alliM;

0060cO0NIeHHbIE CTPYKTYPHBIE IOJpa3elieHuss MEIWIUHCKIX OpraHu3alui
(amOymnaropus, QenpAIMepCKUuil MyHKT, (ENbIIIepCKO-aKyIIEPCKUN ITyHKT, IEHTP
(oTmenenue) obmeit BpaueOHOI (ceMeHO#) MPaKTHKH), YIaCTKOBEIE GOIBHUITE);

alTeKH, OCYMIECTBILIOIINE PO3HUYHYIO TOPrOBIIO (OTIIYCK) JIEKaPCTBEHHBIX
IIpEIapaToB HACEJICHWIO: TOTOBBIX JIEKAPCTBEHHBIX (DOPM, IMPOU3BOICTBEHHEBIE C
IIPAaBOM H3TOTOBJIECHUS JIEKAPCTBEHHBIX IIPENapaToB, MPON3BOACTBEHHBIE C IIPABOM
M3TOTOBJICHMS aCENTHUYECKUX JIEKAPCTBEHHBIX IIPEIapaToB;

anTeKd KaK CIPYKTypHOe MOApa3lielieHHe MEIUIMHCKOM OpraHu3aIluu:
TOTOBBIX JIEKApPCTBEHHBIX (DOPM, IIPOM3BOJACTBEHHBIE C TPaBOM H3TOTOBICHUS
JIEKapCTBEHHBIX IIpelapaToB, IIPOU3BOJCTBEHHBIE C IPaBOM  H3TOTOBJICHHUS
ACENTUYECKUX JIEKapCTBEHHBIX IpeNapaToB, IMPOU3BOJICTBEHHBIE C IIPABOM
M3TOTOBIEHHS paarodapMaIieBTHIECKIX JICKapCTBEHHEBIX MTPEIapaToB;



anTeyHbple IIyHKTB, B TOM 4HCI€ KaK CTPyKTypHbIE IIOApa3eIeHuUs
MEUIIMHCKON OpraHu3aluy;

anTeyHble KUOCKY;

UHAUBUAyalbHBIE IPENIPUHUMATENH, OCYIISCTBILIOIINE METUIMHCKYIO
e TeIbHOCTE;

UHIMBHIYyalbHEIE NPEANPHUHUMATENHN, OCYIIECTBIMIONIE (apMaleBTUIECKYIO
e TeNLHOCTE;

nepKaTenn W BIIAIE€TIBIIBI PErUCTPaITHOHHBIX YAOCTOBEPECHHI
JIEKapCTBEHHEIX NIPENAapaToB WX YIIOJIHOMOYEHHbBIE IMH WHbIE IOPUIHIECKHE JIHIIA.

O61ee KOMMYECTBO KOHTPOIMPYEMBIX JIUIT, OCYINECTBIIONMX AEATENLHOCTD B
cdepe obpaleHys TeKapCTBEHHBIX CPEICTB (II0 COCTOSIHUIO Ha jexabpb 2025 T.), —
106.

Tepputopuansseiii oprad PocampaBHamzopa mo PecnyOmuke Xakacus B
coorBeTcTBUM Cc DenmepanbHbiM 3akoHOM oT 31.07.2020 Ne 248-®3 wu
rroctaHoBIeHHEM OT 29.06.2021 Ne 1049 B mensx ONTHMAaIBHOIO HCIIOJIB30BAHUSA
TPYZOBBIX, MATEPHAIBHBIX M (UHAHCOBBIX PECYpPCOB, 3aleHCTBOBAaHHBIX IIPH
OCYIIECTBIEHUHN T'OCYIAapCTBEHHOI'O KOHTPOJIS, CHIDKEHUS H3IEPIKEK IOPHUIMYECKUX
JUL, AHIAUBUIYaAIbHBIX IIPENIIPHHAMATENEN U MOBBIIIEHUS Pe3yIbTaTUBHOCTH CBOEH
JEeATebHOCTH IIPU OCYIIECTBICHUH (enepalbHOro IOoCyIapCTBEHHOTO Haa3opa B
cepe oOpallleHus JEKapCTBEHHBIX CpEICTB IPHUMEHSET PHUCK-OPHEHTUPOBAHHBIMA
TTOJTXOI.

PucKk-OpHeHTHPOBaHHEBIN NOIXO] MPEACTaBIseT cOO00H METOd OpraHU3alluy U
OCYILIECTBIIEHUA TOCYJaPCTBEHHOIO KOHTPOJIS, IIPXU KOTOPOM BBIOOP MHTEHCHBHOCTH
(dopMBI, IPOJOKUTENBFHOCTH, NEPHOANIHOCTH) IPOBEIEHUS MEPOIPUATHAN 10
KOHTPOIIXO OIPENENAeTCs OTHECEHHEeM JAESTENbHOCTH IOPUAMYECKOro JIMIA,
HHIMBUIYaJbHOIO IpeNIpHHUMATeNs] M (WIM) HCHOJB3yeMBIX UMH IIpU
OCYIIIECTBICHUH TaKOH! NEeATENbHOCTH IPON3BOJICTBEHHBIX 00HEKTOB, IPOU3BOIUMOMA
MIPOIYKIIUU K OTIPeIeIeHHON KaTeropruy PrCKa.

OTHeceHUE K OIpEeNelIeHHOM KaTeropuu pHCKa KOHTPOJUPYEMBIX JIHII
oCyllecTBiIsieTcs  POC3[IpaBHAA30pOM €  YYETOM  TSDKECTH  IIOTEHIHAIbHBIX
HETaTUBHBIX ITOCIEACTBUM BO3MOXKHOTO HECOONIOAEHUS IOPUIMYESCKUMHU JIHIIAMH,
WHIVUBUyIbHBIMUA TIPEINPUHUMATEISIMUA 0053aTeNbHBIX TpeOOBaHUM, a TaKKe C
Y9eTOM OIIEHKH BEpPOSTHOCTH HECOOMIOAEHHS COOTBETCTBYIOIIUX O00S3aTEIbHBIX
TpeboBaHMIA.

B 2022 romy yrtBepxneHo mnocraHoBieHue IIpaBurensctBa Poccutickoit
@eneparimr - ot 10.03.2022 Ne 336 «O6 0coOCHHOCTSX OpraHW3aliid |
OCYIIIECTBIEHUS TOCYJapCTBEHHOTO KOHTpons (Ham3opa), MYyHULHIAIEHOTO
KOHTPOJISY, KOTOpOe yCTaHAaBJIMBAET O0COOEHHOCTH OCYIIECTBICHUL
rOCyJapCTBEHHOTO Y MYHHIMIAIBHOro KOHTpois no 2030 r., B 4YacTHOCTH,
IUIAHOBBIE IIPOBEPKH IIPOBONSATCS B OTHOIICHWH IPENNPHUATAN W OpraHW3allui,
NEeSATeTFHOCTh KOTOPBIX OTHOCHTCS K KaTeTOpHsSM Ype3BBIYaiHO BBICOKOIO U
BBICOKOT'O PHCKA.

Cornacuo mocranoBieHuio oT 29.06.2021 Ne 1049 ropumaudeckuMm IuLaM U
HHIUBUIYJIBHBIM MPEINPUHUMATENSAM, OCYIIECTBILIOIUM OTIIyCK JI€KaApCTBEHHBIX



IIpenaparoB, MOJIEKAIIUX MPEAMETHO-KOJUIECTBEHHOMY Y4YeTy, B TOM YHCIE
collepKalliX HApKOTHYECKHe CpEeJCTBA WM IICHXOTPOITHBIE BeEINecTBa, IIPHUCBOEHA
KaTeropusi BBICOKOTO pPHCKa MpUYWHEHUs Bpena (ymepba) >XU3HH U 300POBBIO
rpaXkaaH.

Ucxonuple naHHBIe 00 OTIIyCKE JIEKAPCTBEHHBIX IIPENapaToB, IMOMJIEXKAIIX
IpeIMETHO-KOIMYIECTBEHHOMY yUeTy, IepemaroTcs Poc3apaBHan3opy B HUGPOBOM
BHJl€ Ha OCHOBaHWM JUHAMHWYECKUX CBEIEHUN W3 CUCTEMBl MOHUTOPHUHIA ABUKECHUSA
JIEKapCTBEHHBIX IIpernaparoB IJs MeIUIMHCKOro mnpuMmeHeHus (mairee — OI'MC
MJIJI).

Pacuer kareropum puHcKa TOJHOCTBIO aBTOMATH3UPOBaH C ITOMOIIBIO
CIIEIMATBFHBIX IMPOTPAMMHBIX KOMIIOHEHTOB BHYTpEeHHEH NHPOPMAaIMOHHON CUCTEMBI
Pocanpasranzopa.

Ilo cocrostHMIO Ha Aekabpp 2025 r. K KaTeropuy BEICOKOTO PUCKa OTHECEHO 92
KOHTPOJIUPYEMBIX JIML, K KaTerOpUH 3HAYWTENbHOTO pucka - 0, K KaTeropuu
CpeIHero pucka - 3, K KaTeropud yMEpPEeHHOro pHCKa — 3, K KaTeropuu HU3KOI'O
pucka — 7.

B mos6pe 2025 r. B moctanoBieHue oT 29.06.2021 Ne 1049 Oblnm BHECEHEI
U3MEHEHUS], B COOTBETCTBUH C KOTOPBHIMU IOPUIWYECKUM JIULIAM, OCYIECTBIISIOIIUM
NEATebHOCTh 10 IIPOBENCHUIO KIMHUYECKUX MCCIEOBAaHUN JIEKapCTBEHHBIX
[IpernapaToB Mjii MEOUIIMHCKOTO IPUMEHEHUsS IIpH YCJIOBHH, YTO KOJIAYECTBO
MIPOBOIUMBIX KIMHWYECKUX HCCIeNoBaHWM 3a mociennue S5 et Obuto 40 u Goree,
MIPHCBOCHA KAaTeropwsl BBHICOKOTO pHCKa IpwddHEeHus Bpena (ymepOa) XW3HH U
3I0POBBIO I'PAXKIAH.

JlaHHBIE O KOJTUYECTBE MPOBOIUMBIX KIMHUYECKUX UCCIIENOBaHUN epeIaroTCs
Poc3npaBHamzopy MunzgpaBom Poccum B paMkKax — MeXBEIOMCTBEHHOIO
MH(OPMAIIMOHHOIO B3aMMOJEHCTBUS Ha OCHOBaHUU NWHAMHYECKUX CBEINEHUN U3
rOCyJapCTBEHHOTO peecTpa JiekapcTBeHHBIX cpeacTs (nanee — ['PJIC).

Ha odunuansHom cadite PocsnmpaBHanm3opa pasmemen «KanbkymsaTop
kareropum pucka» (https://roszdravnadzor.gov.ru/services/calculator), KoToOpsIf
IIO3BOJIIET B PEXHUME pPEalbHOTO0 BPEMEHU ONpENeNsiTh KaTerOpHi0 pPHCKa LA
KOHKPETHOIO0 OOBEKTa KOHTPOJS M BO3MOXHBIE (AKTOphl, BIUAIOIKME Ha €€
U3MEHEHHE.

Peectp  KaTeropupoBaHHBIX  OOBEKTOB B  paMKax  (enepalbHOIo
rOCyIapCTBEHHOrO0 KOHTpOJsS (Ham3opa) B cdepe oOpalleHus JIEKapCTBEHHBIX
CpPEeICTB pa3MelleH Ha oduimanbHoM caite Poc3gpaBHazzopa IO azpecy:
https://roszdravnadzor.gov.ru/control.

3OT0 mMo3BOIAET CHOPMUPOBATH SAUHBIA MPOGUIH PUCKA I KOHTPOIUPYEMBIX
TUI] ¥ 00eCIIeYnBaET BCECTOPOHHIOKO OIIEHKY PHCKOB.

TepputopuansaeiM opraHoM Poc3npaBHam3opa mo Pecmy6nuke Xakacus B
2025 r. (IO COCTOSHUIO Ha NeKaOph) C yUEeTOM PUCK-OPHUEHTUPOBAHHON MOMENH
MPOBENEHO 3 IUIAHOBBIX KOHTPOJIBHBIX (HaI30PHBIX) MepoupHsATHI (3 BBIC3IHEBIS
IIPOBEPKH ) B OTHOIIIEHUH OpPraHU3alliii, OTHECEHHBIX K BBICOKOM KaTETOPUH PHCKA.

ITo mroram 3 IUTAHOBBIX KOHTPOJBHBIX (HAA30PHBIX) MEPONPHUATUN B paMKax
rOCYapCTBEHHOTO KOHTPOJIS BHISBIEHO 34 HapylIeHWs 00sI3aTeNbHBIX TPeOOBaHUH,



Ha3HA4YeHOo 2 aIMHHUCTPATUBHBIX Haka3aHUs B BUe mTpada B pazmepe 4 ThiC. pyd. 1
BEIHECEHUS IPENYTIPEKICHHUS.

CormacHo mnocraHoBieHuto IlpaBurensctBa Poccuiickoii ®enmepanmuu oT
10.03.2022 Ne 336 mpoBefieHNe BHEIUIAHOBEIX IIPOBEPOK, B TOM YKCIIE KOHTPOJIBHBIX
3aKyIIOK BO3MOXXHO IIPU YCJOBHM COIVIACOBAHMS C OpraHaMM IPOKYpaTyphl IpHU
HEMOCPEICTBEHHON yTpo3e NPUYMHEHUS Bpefa XXH3HU U TAKKOIO BPEla 3I0POBBIO
rpaxaad, Mo (axraM NpPUYMHEHUS Bpeda JXU3HH U TKKOIO Bpeda 3I0POBBIO
rpaxaaH.

B pamkax rocymapcTBeHHOro KOHTpois PoczapaBHamzopom B 2025 r. (mo
COCTOSHHUIO Ha JieKaOpbh) MpOoBeNeHO 29 BHEIUIAHOBBIX KOHTPOJIBHBIX (HAA30PHBIX)
MepOoIpusITHs B OoTHOIEeHHH 31 cyOpekTa oOpamieHus JIeKapCTBEHHBIX CPEICTB, B
TOM YHCII€ INPOBENEHO 27 KOHTPOJIBHBIX (HAA30pHBIX) MEPOIPHATHS B Qopme
BEIOOPOYHOT'O0 KOHTPOJS B OTHOIICHWH 29 CyOBEKTOB OOpamieHus JIeKapCTBEHHBIX
CPEICTB.

BremnaHoBEIe KOHTPONbHBIC (HAA30pHBIC) MEPOIPHUSATHS ITPOBOAWINCE IIO
CIEAYIOIIMM OCHOBAaHUSIM:

- MporpaMma MPOBEPOK — 27 KOHTPOIBHBIX (HaA30PHBIX) MEPOIIPUSTUL;

-TpeOoBaHUA IPOKYpaTypsl — 1;

- THOWAKATOPBI pUcKa — 1;

ITo uTOraM BHEIUIAHOBBIX KOHTPOJBHBIX (HA[30PHBIX) MEPOIIPUITUN B paMKax
rOCyIapCTBEHHOTO KOHTPOJIS BBIABIEHO 14 HapyImeHuil o0s3aTenpHBIX TpeOoBaHUH,
Ha3zHa4YeHo 2 aMAHUCTPATUBHBIX Haka3aHus B Buze mrpada B pazmepe 10 Tric. pyo.

B 2025 r. BHemnaHOBblE IPOBEPKH IPOBONMIXCH, B TOM 4YHCIE MpHU
cpabaThlBaHUM HHAWKATOPOB pHCKa HapyIleHHs oO0s3aTenbHBIX TpeOoBaHW B
OTHOIIIEHUU OpTaHW3alldi, OCYIIECTBISIOMMUX O000POT JEKAPCTBEHHBIX CPENCTB IS
MEIUIIMHCKOI0 IPUMEHEHHUS.

JU1s BEISIBIIEHUS MHOVUKATOPOB PHCKa MCIOJB3YIOTCS Takue MH()OpPMAaIMOHHEBIC
cucrembl, kak OI'MMC MJUJII u Engunas rocymapcTBeHHas WHOOpMAITHOHHASL
cucTeMa B cepe 31paBOOXpaHEHHUS.

IIpukazom Munznpasa Poccum ot 07.12.2021 Ne 1130 «OO6 yTBepXaeHUH
IepedyHs WHOWKATOPOB pHCKa HapylIeHUs 00s3aTeNbHBIX TpeOoBaHUN IpHU
OCYIIECTBICHUN (QenepalbHOI0 TOCYJapCTBEHHOTO KOHTpois (Ham3opa) B cdepe
oOpalreHus IeKapCTBEHHBIX CPEACTB I MEIULMHCKOr0 IPUMEHEHUS» YTBEPXKIECHO
11 MHOIUKATOPOB PUCKA HAPYIICHUS 00s3aTeNbHBIX TPeOOBaHUM B IENIX POBEICHUS
BHEILJIAHOBEIX IIPOBEPOK IIPH OCYIIECTBICHHU (eNepalbHOrO TI'OCYJapCTBEHHOTO
KoHTpols (Ham3opa) B cdepe oOpalleHUs JEKapCTBEHHBIX CPENCTB LI
MEUIIMHCKOIO IIPUMEHEHUS].

TeppuropuaneaeiM opranoM Poc3apaBHanzopa mo Pecmybinuke Xakacus ¢
HCIIONL30BaHMEM HHIUKATOPOB PHCKAa HapyIIeHWs oO0s3aTeNbHBIX TpeOOBaHUU B
2025 r. (mo coctossHMIO Ha nOekabph) mpoBeneHa | mpoBepka. Joms IpoBepoK IIo
HHIHUKATOpaM PHCKa [0 COCTOSHUIO Ha nekabpp 2025 r. cocraBisieT 3% oT obimero
KOJIMYECTBA IIPOBEPOK.

ITo wroram 1 KOHTPOJBHOIO (HAA30PHOIO) MEPOIPHUATHSA IO HHIUKATOpam
pHUCKa B paMKaX TOCyJapCTBEHHOTO KOHTpPOJII BBIABIGHO 13 HapymeHud
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o0s3aTeNbHBIX TpeOoBaHM, Ha3HadeH | aJIMUHHUCTPATUBHOE HaKa3aHUE B BHUJE
mTpada B pazmepe 5 ThIC. pyo.

KimoueBoit moxazatens 3PQHEKTUBHOCTH IPOBEINEHHS IIPOBEPOK  IIO
nHauKaTopam pucka B 2025 r. coctasuin 100%.

B 2025 r. mo pe3ynbraraM KOHTPOJBHBIX (HAO30pHBIX) MEPOIpPHUATUN
BHISBIICHBl HApyIIeHWs] O00sS3aTelbHBEIX TpeboBaHmMii B cdepe obOpameHus
JIEKapCTBEHHBIX CPEACTB, B TOM YHCIIE:

a) 1O COONIONEHHUIO IOPUAMYECKHMU JIUIAMU ¥ HHIUBUIYaJIbHBIMHU
IpeNNpUHIMATEISIMU, OCYINECTBIIONMMHU [eATEIbHOCTh B cdepe oOpalieHus
JIEKapCTBEHHBIX CPEJCTB:

- TpeboBaHUU K M3TOTOBJIEHHUIO, XpaHEHHUIO, IIepeBO3Ke, BBO3y B Poccuiickyro
@enepanuro, OTIYCKY, peaM3alliy, liepefade, NpoJaxe JIEKapCTBEHHBIX CPENCTB,
IIPUMEHEHUIO JIEKapPCTBEHHBIX MPENapaToB, YHUUTOXXEHUIO JIEKaPCTBEHHBIX CPEICTB;

- TpeOOBaHUN K COOTBETCTBHUIO JIEKAPCTBEHHBIX CPENCTB, HAXOMSIIUXCI B
oOpameHrd, TIOKa3aTrensM KadecTBa, OJ¢dexTuBHOCTH U  06e30macHOCTH,
YCTAaHOBJIEHHBIM B COOTBETCTBUH ¢ PenepanbHBIM 3akoHOM 12.04.2010 Ne 61-D3;

B) IO COONIOACHHWIO JHUICH3UOHHBIX TpeOOBaHWN K OCYIIECTBICHUIO
bapMaIeBTHIeCKOH eI TeTLHOCTH;

) TII0 COONIONEHHWIO KOHTPOJNUPYEMBIMH JMIaMH TpeboBaHMM K
IIPeIOCTaBIICHUIO WHGOpPMAlMd O  JIEKApCTBEHHBIX  CpeacTBax U (Wim)
JEKapCTBEHHBIX IIperaparax, IpeqyCMOTpeHHoM cratbsmu 9.1, 52.1 u 64
OepnepanpHoro 3akoHa 12.04.2010 Ne 61-03.

OCHOBHBIMU HapyIIeHUsIMH 00s3aTenbHBIX TpeboBaHM B chepe oOpalneHus
JIEKapCTBEHHBIX CPEACTB I MEIUIMHCKOIO IPUMEHEHUs SBIAIUCh HapylIeHUd
TpeOoBaHUH, ycTaHOBIEHHBIX cTaThamu 11, 38, 40, 53, 54, 55, 55.1, 56, 58, 58.1, 67
@OenepansHoro 3akoHa oT 12.04.2010 Ne 61-@3, IlpaBuwiamu XpaHEHHs
JIEKapCTBEHHBIX CPENCTB JUIsI MEAMIIMHCKOIO IIPAMEHEHHS, YTBEPXIACHHBEIMU
npukazoM Munszapasa Poccun ot 29.04.2025 Ne 2601 (¢ 01.09.2025); IIpaBunamu
XpaHEHUs JIEKapCTBEHHBIX CPEHCTB, YTBEPXI€HHBIMHU TIPUKA30M
Mumnsapasconpassutus  Poccurr ot 23.08.2010 Ne 706m (mo 01.09.2025),
[TpaBuiiamMu HajIeXamed anTedyHON IPAaKTHUKHU JIEKAPCTBEHHBIX IIPENapaToB LA
MEIUITUHCKOTO IPUMEHEHHUs, YTBepXKACHHBIMU IIpukazoM Munsnpasa Poccun ot
29.04.2025 No 2591 (¢ 01.09.2025), [TpaBunamMu Haasexame IPakTUKU XpaHEHUS U
MIEPEBO3KU  JIEKAPCTBEHHBIX IIPENapaTroB [JIs MEIUIMHCKOIO IPUMEHEHU,
YTBEPXKIEHHBIME TpukazoM MunzapaBa Poccum ot 31.08.2016 Ne 646w (mo
01.09.2025), IlpaBumamm Hajguexamed anTedyHOM IIPaKTUKU JIEKAPCTBEHHBIX
MpenapaToB JUIS MEIWIIMHCKOIO IIPUMEHEHHWs, YTBEPXKACHHBIMH IIPHKA30M
MunsnpaBa Poccum ot 31.08.2016 Ne 647m (mo 01.09.2025), IlpaBunamu
HaAIexalle  OUCTPUOBIOTOPCKOM  NpakTUKM B paMKax  EBpasmiickoro
SKOHOMHYECKOIO COI03a, YyTBepkaeHHbIMA PemenuemM Cosera EBpasuiickoin
sxoHOMHUYecko# komuccud ot 03.11.2016 Ne 80, a umeHHO:

- HecoOmIofeHHE  TeMIEpPaTypHO-BIAXHOCTHBIX  PEXHMOB  XpPaHEHHA
JNIeKapCTBEHHBIX IIPENAparToB, B TOM HYHCIE TPEOYIOMHUX 3aMUTHl OT IIOBBIIIEHHOM,
IIOHIDKEHHON TeMIlepaTyphl, OT IEWCTBUS CBETA, BIIAXHOCTH, OT MEXaHUYECKOIO
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BO3MefcTBUA (YIapOB) U APYIUX (HaKTOPOB OKPYKAIOIIEH CPEIIBI;

- OTCYTCTBHE JOCTATOYHOIO0 KOJIMYECTBa 000PYIOBaHUS, HEOOXOIUMOTO IS
OpraHM3ally HAIUIE)KAIIETr0 XpaHEeHHs JeKapCTBEHHBIX IIPenapaToB, ITO3BOJISIONIETO
obecnieuuTh XpaHEeHUe MIPerapaToB B COOTBETCTBUU C YKa3aHHBIMU HA IEPBUYHOM U
BTOPUYHOM  (TOTPEeOUTENBCKOM) yHaKOBKE TpeOOBaHUSMH  MPOU3BOJIUTEIECH
JIEKapCTBEHHBIX CPEICTB (Hepabodee COCTOSHME IPUTOYHO-BBITSDKHON BEHTHIISIITNA
OTCYTCTBHE KOHIOWILIHMOHEPOB, OCYIOUTENEW BO34yXd, XOJOAWJIBHUKOB, CYMOK-
XOJIOAUIIBHUKOB, TEPMOKOHTEHHEPOB | JIp.);

- HECBOCBPEMCHHAas IIOBepKa TPHUOOPOB MO PETUCTpalll IapaMeTpPOB
BO3IyXa (TEpPMOTUIPOMETPOB, TEPMOMETPOB, TUIPOMETPOB  (3JIEKTPOHHBIX
THTPOMETPOB) HUJIH IICUXPOMETPOB) B MECTaX XpaHEHH JIEKAPCTBEHHBIX IIPerapaToB;
OTCYTCTBHAE €XEIHEBHOIO KOHTPOJA 32 TEMIIEPATYPHBIM pEXHUMOM XpaHEHUSI
JIEKapCTB, B TOM YUCIIE B BEIXOJHBIE U MPA3IHUIHbIE JHU,

- HECOOIIOIEHUE IIPaBUJI OTIIYCKa U peallu3alliy JISKAPCTBEHHBIX MPeTaparoB
(«XKypHain ydeTa omnepanuii, CBI3aHHBIX ¢ OOpaIleHHeM JeKapCTBEHHbLIX CPENCTB L
MEIMIMHCKOr0 IIPUMEHEHHMI» BENETCA He II0 YCTaHOBJICHHOHN (popMe ¢ HapylIeHHEM
IIPAaBUII BEJEHUA», JOIYCKAETCA OTILyCK PELENTYypPHBIX JEKapCTBEHHBIX IIperapaToB
0e3 pemenrta; HE OCYIIECTBISETCS y4YeT BBHINICYKA3aHHBIX JIEKAPCTBEHHBIX
IIpeNapaToB; HE COOIIONAIOTCS CPOKM XPAaHEHHS PEleNTOB Ha JIeKapCTBEHHBIE
Ipenaparsl);

- OTCYTCTBHE CHCTEMBl MEHE)KMEHTa KadecTBa (OTCYTCTBHE IOKYMEHTOB,
pErmaMeHTHPYIOIUX B TOM YHCIE MOPSIOK COBEpIIEHHS paboOTHUKAMU IeHCTBHUI
IIpY OCYIIECTBICHUM XPaHEHWsS U (WIM) NEepPEBO3KU JIEKAPCTBEHHEBIX IIPEIapaToB,
IOPSAOK OOCIy)XMBaHUSI U IOBEPKH H3MEPUTENBHBIX MPHOOPOB M 000PYIOBaHHS,
BEJICHHE 3allUCEH, OTYETOB M UX XpaHEHWE, IPUEM, pa3MeleHue JeKapCTBEHHBIX
IperapaToB M  OPraHM3allMI0 KOHTPOJIS 3a COOJIOJEHHEeM CTaHIapTHBIX
OTIEPallMOHHBIX IIPOIEAYP);

- OTCYTCTBHE IIOpsAldKa BEACHUS YydeTa JIEKQpCTBEHHBIX CPEACTB C
OIPaHMYEHHBEIM CPOKOM TOJHOCTH, HE OCYIIECTBIISIETCS KOHTPOJIb 3a UX
CBOEBPEMEHHOU peanu3alueii;

- HapyllIeHue NOopsaKa BHECEHUS HH(YOPMALMU O JIEKapCTBEHHBIX Iperaparax
B CUCTEMY MOHHUTOPHWHIA IBI)KEHUS JIEKAPCTBEHHBIX MPENapaToB I METUIITHCKOTO
IIPUMEHEHUs], HallpuMep: OTCYTCTBYIOT JIEKapCTBEHHBIE IIpemaparhl, KOTOpBIE HE
BEIBEZICHBI CBOEBPEMEHHO U3 000pOTa M YUCIIATCA Ha OajaHCe IOPUIAISCKOTO JIHIa
corimacHo ®I'IC MIJIII, Hanuuue JeKapCTBEHHBIX IPENaparoB, KOTOPhIE paHee B
nosHoM oO6beme BeiBeneHbl u3 @I'YC MIJII, oTcyTcTBHE MHPOPMAIIMH O IPUEMKE,
XpaHEHHM, OTIIyCKe, pealu3alyy, Iepefayd, NPUMEHEHUH U YHUYTOXCHUU
JeKapCTBEeHHBIX MpenapaTtoB B ®PI'YC MJIIT;

- OTCYTCTBHE YTBEPXIEHHOro mopsnka padotel B cucteme ®I'IC MJIJIII B
YacTU KOHTPOJIS 32 CBOEBPEMEHHBIM M JOCTOBEPHBIM BHECEHUEM UHGMOPMAIIUH;

- OTCYTCTBHE OpraHU3allM{ U NPOBEIECHUS NIEPUOINIECKON NHBEHTApU3aIUU B
IEeNIX CBEpPKU (PaKTUIECKHX OCTATKOB JIEKAPCTBEHHBIX IIpeNapaToB C JaHHBIMU
cuctemsl ®I'MIC MIJIIT;

- OTCYTCTBHME BHECEHHS aNTeYHBIMU OpraHu3allsIMH  CBeIeHui 00



o6opynoanuu B ETC3.

B 2025 r. (mo coctosHUIO Ha AeKabpb) pe3ynbTaThl IIPOBEPOK FOPUAUIECKIMH
aanaMyA  o0kajmoBaHBI B JocymeOHOM Tmopsinke B 1 cioydae. Pemenue
TEPPUTOPHUAIBHOTO OPraHa OCTaBIIEHO 0e3 U3MEHEHUH.

B mos6pe 2023 ronma Ilpesupent Poccuiickoit ®@enepanuu B.B. Ilytur nan
nopydenue [Ip-2219 (wacts 4) I'enepanpHoil npokypaType Pocculickoii @eneparuu
coBMecTHO co CremctBeHHBIM KoMuTeToM Poccuiickoit @enepanuu, ®Cb Poccun,
MB/JI Poccuu mpoBecTH B 9acTH COOTBETCTBHS NAHHBIX 00 OocCTaTkax NPOMyKLHH,
MoJIIeXKaIe mpenMeTHo-KoimmdecTBeHHoMy ydery, B @OI'MC MJUII um wux
(dakTHUecKoro HaMu4us B (papMalleBTUIEeCKIX OpraHu3aluix.

B pamxax ucnonnerus nopydenus [Ipesunenta Poccuiickoit @eneparuu B.B.
[Tytuaa ot 07.11.2023 Ne IIp-2219 (wacts 4) mo cocrosiHMIO Ha nekabps 2025 T.
cotpynuuku TepputopuanbHoro oprana Poc3npaBHanzopa mo Pecmybnuke Xakacus
B KaueCTBE CIEIUAINCTOB IPUHSUIM ydacTHE B 5 IPOBEpKaX, OpPraHU30BAHHOU
opraHaMu HpoKypaTypsl. PaccMoTpeHo 3 mpoTokoiia II0 pe3yibTaTaM IIPOBENEHHBIX
MIPOBEPOK:

- o 4. 2 cT. 6.34 KoAIl P® «HecBOoeBpeMEHHOE BHECEHUE NAHHBIX B CHCTEMY
MOHUTOpPUHTA [JIBIDKEHUs JIEKapCTBEHHBIX IIpenaparoB I  MEQUIMHCKOIO
MpUMEHEHUsT WM BHECEHHE B HEe HEJOCTOBEPHBIX MIaHHBIX» PacCMOTPEHO 3
MIPOTOKOJIa 00 aIMUHUCTPATHBHOM MPAaBOHAPYIIICHUH, HAJIOXKEHO ITpadoB HA CYMMY
10 TBIC. PYO.

B pamkax GopbOBI ¢ pacmpocTpaHeHHEM 3alpeleHHoN nHbopManun B chepe
oOpalreHns JIeKapCTBEHHBIX CpecTB TeppuropualbHbli oprad Poc3apaBHanzopa 1o
Pecrrybnuke Xakacus Ha IIOCTOSHHOM OCHOBE IIPOBOJHMT MOHHTODHMHI CPEICTB
WHGOPMAITMOHHON KOMMYHHUKAIIUN I IPEXyNPEXICHH PacIpOCTPaHCHHUS B CETH
«HTepHETY 3ampelleHHON HH(OpMAalKUK, B TOM YHCJIE IPOAaXKH IMCHXOaKTHUBHBIX
BEILIECTB. _

C 18 cenra6ps 2020 r. Poc3gpaBHan30poM B pe3ylbTaTe MOHHTOPHHIA
UHOOPMAIIMOHHO-TEICKOMMYHUKAIMOHHON ceTh «MHTEpHET» IO COCTOSHHUIO Ha
nexabps 2025 r. mpoanamusupoBaso 175 019 uHTEpHET-PECYPCOB, B TOM YHCIIE IO
oOpaIleHusIM TpaXIaH, OpPraHOB BIACTH, IIPaBOOXPaHUTENbHBIX OPTaHOB M OPraHOB
IIPOKYPaTyphl, O COJEP)KaHUH 3anpeleHHoN nHpopManuu B ceTd «HTepHET».

I[To wHpopMmaruu TeppuropuansHoro oprana PocsnpaBHamgsopa 110
Pecny6muke Xakacus, POCKOMHaI30pOM 10 COCTOSHUIO Ha Aekabpb 2025 r. mpuHsTO
pelenye o GIOKAPOBKe 27 UHTEPHET-PECYPCOB B CBS3H C HAIMYUEM IIPEAJIOKESHHUH O
PO3HHYHOM TOProBJIe MUCTAHIIMOHHBIM CIIOCOOOM JIEKApPCTBEHHBIMH IIpelapaTaMu
II8 MeIUIMHCKOTO IIPHMEHEHWs, OTILyCKaeMbIMH IO pelenTy (TICHXOaKTHBHBIX
JIEKAPCTBEHHEIX IIPENapaTOB, BEI3BIBAIOMMX HApKOTHYECKYIO 3aBHCHMOCTB), B TOM
qpcle YHU(UIMPOBAHHEIX yKasaTeleill pecypca B COIMANbHBIX CeTsX (BroHTaKTe,
Opnnoknaccuuky, Telegram).

OCHOBHBIMH  NpPUYMHAMH  OJIOKMPDOBKM  HHTEPHET-PECYpCOB  SBUIIHUCH
IpEIJIOKEHNS O PO3HUIHON TOProBIIE 3aAIPENICHHBIME K IIPOJaXe NUCTAHIHOHHBIM
crocoboMm:
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- HE3aperuCTPUpPOBAHHBIX JIEKApCTBEHHBIX IpemnapaTtoB (IlemToGapburann,
Hemb6yran);

- ICHUXOAKTHUBHELIX IPENApaToB, BBI3BIBAIOIUX HAPKOTHIECKYIO 3aBHCHMOCTD
(Tpaman, Tpamamon, @enazemnam);

- UHBIX PELEeNTYPHBIX JIEKAPCTBEHHBIX IpenapaToB (Mudernn, Anmpasomam,
Knodenun, Azanentur, QiryokceTnH).

B pamkax ocymecTBieHMs (apmakoHam3opa 3a 11 mecsanes 2025 roma B
uHQopMarmonHylo cucteMy AWC Poc3mpaBHanzop mocTynmiao 154 u3BeImeHHS o
HEXXENATENbHON pEaklMy IIPY IPUMEHEHWU JIEKaPCTBEHHBIX TMIPENaparoB, dYTO
coctaBuio 30,8 obpamenuii Ha 100 TEICSY HACETEHUS PECITYOIUKH.

QenepanbHbIM 3ak0HOM 0T 31.07.2020 Ne 248-®3, moCTaHOBIEHHEM OT
29.06.2021 Ne 1049 ycTaHOBIEHO, YTO TPH OCYLIECTBICHHWH (eIepaabHOro
rOCYyapCTBEHHOI0 KOHTposi (Ham3opa) B cdepe oOOpalleHus JIeKapCTBEHHEBIX
CPEACTB IIPOBOAATCA CIENYIOIINE BUABI TPOQUIAKTHIECKUX MEPOTIPHUSITHIA:

a) uHGopMUpOBaHUE;

6) 00001meHre IPaBOIPUMEHUTENBHOMN IPAKTHKY;

B) OOBSIBIICHHUE TIPEOCTEPEIKEHNS,

I') KOHCYJIBTUPOBAHUE;

1) IpO(DUITAKTHIECKUAN BU3HUT.

Ilo cocrosuuio Ha gexkabpe 2025 1. TeppuTopHanbHBIM OPraHOM
Pocsnpasnanzopa no Pecrmy6nuke Xaxacums mpoBemeHo 178 mpoduiakTHyecKux
MEPONPHATHS, U3 HUX: 59 — OOBSABIEHHBIE NPENOCTEPEKEHUS, 5 — IPOBEIECHHBIE
IPOQHIAKTHIECKHE BU3HUTHI (B TOM YHCIe 1 10 MHHUIMATHBE IOPUIMIECKOTO JIKIA),
112 — XOHCYNBETUPOBAHUS.

Iensamu npoBeneHUs NPOGUIAKTUIECKIUX BU3UTOB SBIISIIHCE:

a)  IpenymnpexIeHue ©  COKpalmleHWe  KOJIWYeCTBA  HapYyIIEHU
KOHTPOJIAPYEMBIM JIMIIOM 00513aTeNbHBIX TPeOOBaHUI;

0) co3zmaHMe MOTHBAllMM y KOHTPOJHPYEMOTO JHIA K JI0O0POCOBECTHOMY
IIOBEICHUIO U, KaK CIIEICTBHE, CHIDKCHHE YPOBHS yInepOa OXpaHSEeMBIM 3aKOHOM
LIEHHOCTSIM;

B) pOopMHUpOBaHUE €UHOI0 IOHUMAHUS 00s3aTeTbHBIX TPeOOBAHMIA;

I') BBIABICHHE IPUYMH, PAaKTOPOB U YCIOBHH, CLIOCOOCTBYIOIMUX HAPYIIEHUIO
00s3aTeNbHBIX TPEeOOBAaHUM, OIpPEAElIeHHE CIOCOOOB YCTpPAaHEHWS WIIH CHIDKEHMUS
PUCKOB UX BO3HUKHOBEHUSI.

B cooteerctBum ¢ KoHnenmue#d COBEpIICHCTBOBAHUS KOHTPOJIHHOU
(mam3opHoO#M) pestenpHOCcTH A0 2026 TOmA, YTBEPXKIEHHOH pacHOpsOKEHHEM
IIpaButensctBa Poccuiickoii @epepamuu ot 21.12.2023 Ne 3745-p, B pamkax
WCIOJIHEHUSI IPUOPUTETHBIX IUIAHOB pAa3BUTHA LU(POBHU3AIMU KOHTPOJBHO-
Hag30pHOU nesTenbHOCTA B 2025 r. B paMKax NWIOTHOTO IPOEKTa B MPOIECCHI
nesitennbHOCTH Poc3npaBHan3opa BHEAPEHO MOOUIbHOE IpuioxeHue «HHCmeKTopy
(manee — MII MHcniexkTop, MPUIIOXKEHUE).

IIpu 3TOM B CBSI3M C BHECEHMEM U3MEHEHUU B IocTtaHoBIeHHE OT 29.06.2021
Ne 1049 ¢ 23 Hos6pst 2025 T. yperyiaupoBaHbl IPaBOBBIE BOIPOCH! MCIOJIB30BAHUS
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MII WucnexkTtop mnpu MPOBEAEHUHM KaK KOHTPOJBHBIX (HAA30pPHBIX), TaK U
PO (QUITAKTUYECKUX BU3UTOB.

TeppuropuanbsasiM opranoM PocsnmpaBHamzopa mo Pecnmybnuke Xakacus c
moHs 2024 r. mo cocTtosHMIO Ha Aekadbps 2025 r. mpoBeeHO 2 KOHTPOJIBHBIX
(Ham30pHBIX) MEPONPHUATHS, 3 NPOPHUIAKTHISCKHX BHU3UTA, 2 KOHCYIbTAIlUU C
romo1sro MII MucniekTop.

PykoBozactBysice monoxxeHueM o @enepaipHoi ciry>x0e 1Mo Hag3opy B coepe
3[paBOOXpaHEHMs], YTBEPXKAEHHBIM mocTaHoBleHWeM lIpaBurenscTBa Poccuiickoin
@enepaniur o  30.06.2004 Ne 323, B mensx WHPOPMHUPOBAHUSA CYOBEKTOB
oOpameHuss JIeKapCTBEHHBIX CpeACTB Ha caiite Poc3apaBHamzopa (paszen
«MouutopuHT 3GGEKTUBHOCTH M 0E€30IaCHOCTH JIEKApCTBEHHBIX IIPENapaToBy)
pasMmernaercss “HGOpMaLUs O HOBBIX JAHHBIX O O€30IaCHOCTH JIEKapCTBEHHBIX
[IpenapaToB, a TakXe WHas HWHGOpMAaIus IO OTBETCTBEHHOMY U PalOHAIBHOMY
IIPEMEHEHHUIO JIEKapCTBEHHBIX NpenaparoB. 3a 11 mecsues 2025 roxa pasmemeso 89
UH()OPMAIIMOHHBIX MTHCEM.

B 2025 romy Poc3mpaBHam3op NpWHUMaI YdYacTHE B MEXIYHApPOIHBIX
KOHIpeccax H KOH(QEepeHIHMSIX B O00JacTd  KIMHHYECKHX  MCCIIEIOBaHHUU
JIEKapCTBEHHBIX CPEACTB C IENBI0 IOBBIIMIEHUS I'PAaMOTHOCTH M OCBEIOMIIEHHOCTH
ITOIKOHTPOJIBHBIX CyOBEKTOB B paMKaxX JaHHOI'O BUA NEATEIbHOCTH.

DenepanbHOM CIIy)00¥ M0 HAaI30py B cdepe 3npaBooxpaHeHus Ha 2025 rox B
paMKax rocyIapCTBEHHOTO KOHTPOIIS (Haa30pa) B chepe oOpaleHus JIEKapCTBEHHBIX
CPEICTB, 3allIaHMpOBaHO mpoBeaeHne 36500 sKcHepTU3/UCIBITAaHUM 0OpPa3IoB
JIEKApPCTBEHHBIX CPEINCTB, HAXOMAIIMXCS B IPaXTAaHCKOM 000poTe (B TOM YHCIE
TepputopuanbueiM  opranoM  Poc3gpaBHagzopa 1o Pecrmybmmke — Xaxacwus
3aIIAaHAPOBAHO MPOBEACHUE 256 TaKUX SKCIIEPTH3/UCTILITAaHHN )

daktryeckun 3a 11 mecsmeB 2025 roma mo pesyinbraTraM (QenepaibHOro
rOCylapCTBEHHOTO KOHTpOJdS (Ham3opa) B cdepe oOpalleHHs JIEKapCTBEHHEBIX
cpenctB oopMIIeHBI 3KCIEpTHBIE 3akiodeHus B oTHommeHuu 33 048 obpasnos
JIEKapCTBEHHBIX CPENCTB, U3 HUX HA:

- 10 605 00pa3ioB, KOTOpPhIE MPOBEPEHHI IO ITOKA3aTeNsIM, YCTAaHOBIECHHEBIM
HOPMAaTHBHOH TOKyMEHTaIlel/HOPMaTUBHBIM JOKYMEHTOM I10 Ka4eCTBY,

- 22 443 o6pa3noB, KOTOPBIE IIPOBEPEHE] C UCIIOIL30BaHUEM HEPA3PYIIAOIIIX
METOJIOB Ha 0a3e ImepeIBIKHBIX SKCIpecc-IabopaTopHii.

3a 11 wmecsmeB 2025 r. BeIsIBIeHa 1 cepus JEKapCTBEHHOIO Iperapara
«Mupena®» («Mirena®y), HAXOAUBIIET0CS B TPaXKIaHCKOM 000pOTE ¢ HapyIIeHHEeM
JEUCTBYIOIIEr0 3aKOHOJATeNbCTBa (IpernapaT NPHOOPETEH IIOCPENCTBOM CETH
«laTepHeT» depe3 caiftel mirena-lady.ru; mirena003.ru) u 52 cepuu 16 TOProBBIX
HauMeHOBaHMN (HambCUPUITMPOBAHHBIX JIEKAPCTBEHHBIX IIPEIIapaToB.

B nensx nabopMUpOBaHUS CyObEeKTOB 00paIeHUs JIEKAPCTBEHHBIX CPEICTB Ha
caiite PocsapasHanzopa (pasmen «KOHTpONb KadecTBa JIEKapCTBEHHBIX CPEICTBY)
pasMemmanack nHpopmanms 0 GakTax BBIIBICHUA JEKAPCTBEHHEIX CPEICTB, KAYeCTBO
KOTOPBIX HE COOTBETCTBYET YCTAHOBIICHHBIM TpeOoBaHMsAM. Bcero 3a 11 mecsres
2025 r. Ha caifre pasmemiero 311 nadopmanroHHbIX nuceM Poc3npaBHanzopa.
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VYkazaHHBIE IIUCHMA TAKXKE OTPAXKAIUCH HA CalTe ITOCPEICTBOM 3JIEKTPOHHBIX
cepBucoB «llouck M3BATBIX U3 OOpaIieHus JEeKapCTBEHHBIX cpeacTB» U «Illowmck
IIHCEM 10 KOHTPOJIIO KayecTBa JIEKAPCTBEHHBIX CPEACTB», UYTO OOECIEYHIIO
BO3MO>XHOCTE CBO€BPEMEHHOTI'O IOIyUeHHs CyObeKTaMu OOpaIeHus JIeKapCTBEHHEBIX
CPEICTB aKTyallbHOM MH(OpMAaIMM O JIEKapCTBEHHBIX CPEICTBax, 000POT KOTOPHIX
OTpaHu4YeH, M MPOBEINEHUE MEPOIPHUATHN II0 MHHHUMH3ALWHA PUCKA NPUIHMHEHHS
Bpeza XXU3HU U 300POBBIO TpaXAaH. '

II. Ilenu u 3apauun peanunsanuu IIporpammel

1. Hemamu peanusanmu IIporpaMmel SBISFOTCS:

- OpeAylpexIeHWe HapylleHHHd o0sg3aTeNbHBIX TpeOoBaHUN B cdepe
oOpalleHns JTeKapCTBEHHbBIX CPEACTB IS METUIIHCKOTO IIPHMEHEHNS;

- NPENOTBpAIlEHHE YI'PO3bl NPUYMHEHHS, NUO0 NPUYMHEHHUS Bpelna JKH3HH,
3I0POBBIO I'PKIAH BCIEACTBUE HAPYIICHUH 00s3aTebHAIX TPeOOBaHMIA;

- yCTpaHEHHE CYIIECTBYIOIIUX U IIOTCHIMANBHBIX YCIOBUM, IPUYHH U
(axTOpOB, CIOCOOHBIX IIPUBECTH K HApPYIICHHUIO 00S3aTebHBIX TPeOOBaHUM B YTPO3e
IIPUYMHEHNS, 1100 IPUYNHEHNS Bpeia )KU3HH, 3I0POBBIO IPAXKIaH;

- GopMupoBaHHE MOJelledl COIMaIbHO OTBETCTBEHHOIO, I100POCOBECTHOTrO,
IIPaBOBOIO IIOBEIECHNUS ITOIKOHTPOIBHEIX CyOBEKTOB;

- IIOBBIIIEHUE IIPO3PAaYHOCTH CACTEMBI KOHTPOJIBHO-HA30PHOM ESATETHHOCTH.

2. 3amagamu peanu3aiuu [IporpaMMe! SBISFOTCS:

- OIIEHKa BO3MOXXHOM yIpo3bl NIPUYMHEHUS, 00 NpUINHEHUS BPEIa XKU3HH,
3M0POBBIO  IpaXkJaH, BBIPaOOTKA M peanu3alus IPOPIIAKTHIECKUX  Mep,
CIOCOOCTBYIOIUX €€ CHIDKCHHUIO;

- BBIBIICHHE (DAKTOPOB YIPO3Bl IPUYUHEHUS, THOO0 IPUIUHEHUS BpeIa KHU3HH,
3M0POBBIO TIpaXAaH, IPHYUH H YCIOBHM, CHOCOOCTBYIOIIMX HAPYIIECHHIO
00s3aTenbHBIX TpeOOBaHUM, OIpEeNeNeHHe CIIOCOOOB YCTPAaHEHHS WIH CHUDKEHMS
YIPO3HI;

- OLIEHKAa COCTOSIHUS ITOJAKOHTPONBHOW CpPEeNbl M YCTAHOBJEHHE 3aBUCHMOCTH
BUIIOB, (JOPM ¥ MHTEHCUBHOCTH IPOPUIAKTHIECKUX MEPOTIPUITUN OT IIPUCBOEHHBIX
MIOIKOHTPOJIBHBIM CyOBEKTaM YPOBHEH PHCKa;

- CO3[JaHUe YCJIOBHM [UIsi W3MEHEHWS  IIEHHOCTHOTO  OTHOINEHHS
MTOAKOHTPOIBHBIX CyOBEKTOB K PUCKOBOMY ITOBEIEHUIO, GOPMUPOBAHUS ITO3UTHUBHOMN
OTBETCTBEHHOCTH 32 CBOE IIOBEICHNE, IOAIeP)KaHUsI MOTHBAIMH K TOOPOCOBECTHOMY
ITOBEIEHUIO;

- peryisipHas peBu3us 00s3aTelbHBIX TpeOOBaHUN © TIPUHSATHE Mep K
00EeCIIeUueHNI0 peabHOTO BIMSIHUS Ha YPOBEHb O€30MIacCHOCTU OXpaHBl 3IO0POBbBS
rpaxkiaH KOMILIEKca 00s3aTelbHbIX TpeOoBaHul, COOMOIeHIHe KOTOPhIX COCTABIACT
mpenmMeT (enepaIbHOro rocyJapCTBEHHOT0 KOHTPOIIA (Haa3opa) B cepe oOparmeHus
JIEKapCTBEHHBIX CPEJCTB;

- (opMHUpOBaHHE €IUWHOTO IMOHMMAaHHS O00s3aTelNbHBIX TpeOOBaHHWM y Bcex
YYIaCTHUKOB 0OpaIeHusl JeKapCTBEHHBIX CPECTB ISl MEAUIIMHCKOTO IPUMEHEHUS;
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- CO3laHMe M BHEIPEHHE MEp CHCTEMBl IIO3UTHBHOM NPODUIAKTHKY;
IIOBBIIIEHAE YPOBHSA IIPAaBOBOM I'PaMOTHOCTH IMOAKOHTPOJBHBIX CYOBEKTOB, B TOM
gyuclle IyTeM oOecliedeHHs OOCTYMHOCTH wWHMoOpMamuu 00 00g3aTeabHBIX
TpeOOBaHUAX U HEOOXOUMBIX Mepax 10 MX HUCIIOIHEHHIO;

-  CHIDKCHHE  M3IEpXKEK  KOHTPOJBHO-HAO30pPHOH  NEATEIbHOCTH |
aJIMAHHACTPATUBHOMN Harpy3Ky Ha MOAKOHTPOJBHBIE CYOBEKTHI;

- YKPEIUIEHHE  CHCT€MBl  NPO(QWIAKTUKH  HapylmleHHH  00sS3aTelNbHBIX
TpeOOBaHUH ITyTeM aKTUBU3ALUH NPO(QUIaKTHIECKOM AeSTeTbHOCTH,

- MHBEHTapHU3allisi COCTaBa M OCOOEHHOCTeH ITONKOHTPOJBHBEIX CYOBEKTOB
(0OBEKTOB) U OIEHKA COCTOSHUS TTOJKOHTPOILHON CPEPEI;

- YCTaHOBJICHHE  3aBHUCHMOCTHM  BHAOB, ((OpM ©  HHTEHCHBHOCTHU
NPOQHUIAKTUIECKUX MEPOTIPHUATHI OT 0COOEHHOCTEN KOHKPETHBIX HOAKOHTPOILHEIX
CyOBeKTOB (0OBEKTOB) U MPUCBOCHHOM UM KaTETOPHH PHCKA,

- IOBBIIIEHNE KBANH(DUKALUY COTPYIHUKOB OApasereHuii Poc3apaBHanzopa.

III. ITepedyens npoduIaKTHIECKAX MePONPUSTHI, CPOKH
(mepHOAMYHOCTH) HX MPOBEXEHHUS

B cootserctBuu c Ilonoxenuem o demepaibHOM rocyaapCTBEHHOM KOHTPOIIE
(Ham3ope) B chepe oOpameHus JIEKApPCTBEHHBIX CPENCTB, YTBEPKIECHHBIM
rmocraHoBiieHreM IIpaButenscrBa Poccuiickoit @enepanmu ot 29.06.2021 Ne 1049,
IIPOBOIATCSA CIEAYIOIUE POPIIAKTHIECKAE MEPOTIPUSITHS:

a) UH(QOPMUPOBaHHUE;

6) 06001meHne TPaBONPHUMEHUTENHHOM IPAKTHKY;

B) 00BSIBJICHHE MIPEIOCTEPEKEHIIS,

I') KOHCYJIBTUPOBAHUE;

1) TpOPUIaKTUIECKUI BU3UT.

Bun Cpox
MEPOIPHUSAT ®opma MEpOTIPUATHUS QMBEAGTBRHEHEE (meproAMIHOCTE)
s HCIIOJIHUTEIH i
WNudopmup | Pasmemienne Ha opHIHATEHOM caiiTe Ilo Mepe
OBaHUE TeppuropuaibHOTO oprana | Tymynuna O.H; HEeOOXOMUMOCTH B
PocampaBHamzopa mo Pecmybiuke | Jlomakuna U.C. TE€YeHUe rojia
Xakacud B cetu «IHTEpHET»: VBanosa H.I'.
1) TEKCTOB HOPMATHUBHEIX IIPABOBBIX
aKTOB, PETYIHUPYIOMUX

OCYIIECTBICHHE  TOCYAapPCTBEHHOTO
KOHTPOJIS (Haa30pa);

2) ceBemeHuit 00  H3MEHEHHMSIX,
BHECEHHEIX B HOPMAaTHBHEIE IPABOBEIE

aKTEI, peryIupyromue
OCYIIIeCTBIICHHUE beneparbHOTO
rOCyIapCTBEHHOTO KOHTPOJII

(mamzopa) B cdepe obOpameHHsS
JIEKapCTBEHHEBIX CPEJICTB, O CPOKaxX H
MOPSIIKE WX BCTYIUICHUS B CHITY;
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3) mepedHs HOPMATHUBHEIX IIPaBOBHIX
aKTOB C YKa3aHUEM CTPYKTYPHBIX
eIWHMI] D3TUX akTOB, COAEpIKAIIUIX
oOs3aTenpHBle TpeOOBaHWSA, OLEHKA
COOMIONEHUST  KOTOPHIX  SIBIIETCS
MpeIMeTOM  KOHTpOJsI, a  Takke
nHOpPMAIIHIO 0 Mepax
OTBETCTBEHHOCTH, NPUMEHSIEMEIX IIPU
HapyIIeHUHN 00s13aTeTbHBIX
TpeOoBaHu, c TEKCTaMU B
JIEUCTBYIOIIEH pENaKIUH;

4)  yTBEpPXIEHHBIX  IIPOBEPOTHBIX
JHUCTOB B (popmMare, JOITYyCKAIOMEM HUX
HCIIONIb30BaHUE JUISE
caMo00CIeI0BaHu;

S) PpYKOBOACTB 1O COOIOAECHUIO
00s13aTeNbHBIX TPeOOBAHMIA;

6) mepedHs HWHAWKATOPOB pHCKA
HapyIICHU 00s13aTeNTBFHBIX
TpeOOBaHUM, MOPSIAOK OTHECEHHUS
OOBEKTOB KOHTPOJS K KaTerOpHsIM
pUCKa;

7) mporpamMMbl IpOGUIAKTUKA PHCKOB
IpUYMHEHUS  Bpeaa H  IIIaHA
MIPOBENIEHUS IIJIAHOBBIX KOHTPOJIBHBIX
(HaI30pHBIX) MEPONIPHUATUL;

8) HCYEPIIBIBAIONIETO epegHs
CBEICHHUI, KOTOpEIE MOTYT
3ampammBaThcsl Poc3apaBHAI30poM Y
KOHTPOJUPYEMOTO JINIIA;

9) cBemenuit o cmocobax MOIy4eHHUS

KOHCYJIbTAllU1 1o BOIIpOCaM
coOroNeHus 00s13aTeNbHBIX
TpeboBaHUit;

10) cBemeHm# O  IPUMEHEHUH
PocanpaBranzopom Mep

CTUMYJIMPOBaHUS JOOPOCOBECTHOCTH
KOHTPOJUPYEMBIX JIAIT;

11) cBenenwuit o mopsike 1ocyaeOHOro
o0xxaToBaHus pemenui
PocanpaBranzopa, JEeUCTBUT
(6e3neiicTBUS) €ro JOJDKHOCTHBIX JIMII;
12) wHbOpMammm O cmocobax u
mporenype camoobcnenoBanus (IpH
ee  HaIWYWH), B TOM  YHCIE
METOIMYECKUEe PEKOMEHAAlMU 110
MPOBEJICHUIO CaMOOOCIENOBaHUS |
TOJITOTOBKE JIEKJIapaliii COOMIONCHUS
00s13aTeNbHBIX TpeboBaHuH, u
uHGOPMAIIHIO 0 JIEKIIapaIysax
coOmroneHus 00s13aTeNLHBIX
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TpeboBaHui, MIPEJCTaBICHHBIX
KOHTPOJIUPYEMBIMH ~ JMIAMH  (IpH
HaJIM9HHN);

13) cBemeHu#t O JEKAPCTBEHHBIX
CpeICcTBax, obopoTt KOTOPBIX
OrpaHHMYeH, B TOM d9HCIE O
HeT0OpOKaueCTBEHHBIX u
banbcubUIIPOBAaHHBIX
JIEKapCTBEHHBIX CPEICTBAX
I[Ty6nuxamnus Ha caiiTe
PocanmpaBranzopa €XEeroHOTO
Iokimama 00 HWTOrax pealu3anuu
IIPOrpaMMEI IpOGUITAKTUIECKUX
MEpPONIpUSATHH, HaIpaBIeHHOIO Ha
IpeIyIpexacHue HapyIIeHuH

o0s13aTenpHbIX TpeOOBaHM

WndpopmanioHHEIe IIACHMa 1o
OJTHOTHITHBIM obpamieHusIM
KOHTPOJIMPYEMBIX  JIMII B HX
IpeacTaBUTeNeH B CITygasx
PETYJISIPHOTO MIOCTYTUICHUS
obpamenuit (6onee S5 OTHOTHIIHBIX
obparmeHuit)
O606menu | O6o0menue u agamm3 | Tymysuna O.H Exeromao (me
€ U aHAIA3 | IPaBOIPHUMEHUTEIBHON IIPaKTUKHA mo3gHee 25 derpains
IIpaBOIPUM | KOHTPOJIHHO-HAaI30pHOU rofa, CIEIYIOMETro
€HUTENILHO | JAesITeNbHOCTH B cdepe obOpameHus 3a rOJIOM
I IPaKTHKHA | JIEKAPCTBEHHBIX CPEICTB JULSE o0o0menus
MEAUIIIHCKOTO IpPUMEHEHHS c MIPaBOIIPUMEHUTENbH
krmaccudukanueit NIpUINH O MPaKTUKM)
BO3HUKHOBEHHUS THUIIOBBIX HApPYIIECHHHA
00s13aTeNBHBIX TpeGoBaHUMI u
pa3sMeIlIeHrne YTBEP KIEHHOTO OKIana
0 IIPaBONPUMEHUTEIHHOM IIPAKTHKE
Ha opunraIEHOM caute
PocanpaBramzopa B cetu «MHTEpHET»
B CpPOK, HE MPEBHIIAIONMN 5 pabodnx
JTHEH CO ITHsI YTBEPXKJICHHS JOKJIaaa
O6mserenn | Hampaenenue mpemocTepexeHuil B | JJOIDKHOCTHEIE IIpu HaJIM4UU
e IUCBMEHHOM BHJE KOHTPOJIUPYEMBIM | JIHIA MTOCTYIIHUBIIUX
[PeIoCTepe | IUNaM Uil Ieled NpUHATHS Mep IIo | TeppHTOpHAanbHOIO | CBEACHUM 0
KEHHS obecriegeHuIo co0oieHus | oprasa TOTOBSIIIUXCS
00s13aTeNPHBIX TPeOOBaHUM PocampaBHam3opa | HapyIIEHHAX
o Pecry6iuke 00s3aTeIBbHBIX
Xakacus, B TpeOoBaHUMI WIH
JIOJDKHOCTHEIE IpHU3HAKax
pEriIaMeHTEI HapyIICHHH
KOTOPBIX BXOIUT 00s13aTEeIbHBIX
00s13aHHOCTH 110 TpeboBaBUM

IIPOBCACHHAIO
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MEpOIIPUATHNA B
cdepe obpameHus

JIEKapCTBEHHBIX
CPEICTB IS
MEIHAIIHCKOTO
IPUMEHEHUS
Koncynetu | IIpoBenmenue KOHCYJIbTal[ui 1o | JIommKHOCTHEBIE B pamkax Ttekymein
poBaHUE BOIIpOCam HaIu9usT U (wnm) | mana paboTEL, B TOM 9HUCIIE
COJIEPIKAHHS 00s13aTenpHEIX | TeppUTOPHAIBLHOTO | IPH IIPOBEICHUH
TpeboBanuii B cdepe oOpameHus | oprana KOHTPOIBHBIX
JIEKapCTBEHHBIX CPEICTB i | PocampaBramzopa | (HaZ30pHBIX) u
MEUITHTHCKOTO IpuMeHeHus, | mo Pecrybmuke IPOPUITAKTUICCKUX
[EePUOTUIHOCTH u mopsaka | Xakacus, B MEPONPUATHH
IIPOBEICHUS KOHTPOJBHBIX | TOJDKHOCTHEIE
(Ham30pHBIX) MEPOIPUATHH, HOPSAKA | PETJIAMEHTHI
BBIITOJTHEHUS 00s3aTeNpHEIX | KOTOPBIX BXOIUT
TpeOoBaguii B cdepe oOpameHus | 00I3aHHOCTH 11O
JIEKapCTBEHHBIX CPEICTB IUTsL | IPOBEACHUIO
MEIUITHHCKOTO IIPUMEHEHUS], | MEPOIIPHUSTHIA B
BBITIIOJTHEHU npennucasus, | chepe odpanmieHus
BBIJJAHHOTO II0 MTOTaM KOHTPOIBHOTO | JIEKAPCTBEHHBIX
(Hag30pHOrO) MEPOIPHUITHS | CPEACTB IS
IIOCPECTBOM JIMYHOIO OOpamieHus, | MEJUIIMHCKOTO
TeneOHHOH  CBSI3W, BIEKTPOHHOHM | IpUMEHEHHS
MIOYTHI, BUICO-KOH(EPEHII-CBA3H, IIPH
MIOJyYeHUH ITUCHMEHHOTO 3ampoca - B
OUCBPMEHHOM ¢QopMe B  MOpSIKe,
YCTaHOBIEHHOM ®eneparbHEIM
3ak0HOM «O mOpsAKe paccCMOTpPEeHHUS
ofbpamenus TrpaxmaH Poccuiickoit
Qeneparuu», a TaKKe B XOHe
IIPOBEICHUS IPOPUIAKTHIECKOTO
MEpOIIPUSITHS, KOHTPOJBHOTO
(HaJI30PHOT0) MEPOIPUSITHS
IIpodunakr | IIpoenenue npodmrakTudeckux | JJoIKHOCTHEIE 1. B Tegenue ronma
WYEeCKUH BHU3UTOB B popme: THIa pu [IOJTy9CHUHN
BU3HUT 1) npodunaktuueckux Oecen 1o | TeppUTOPHATBHOIO | 3asBICHHS o}
MECTY OCYIIECTBJICHHS NESTENHPHOCTH | OpraHa IIPOBEICHUH
KOHTPOJIMPYEMOTO JINIIA; Poc3ppaBramzopa | mpoduimakTHYECKOTro
2) mpodmmaktHueckux Oecen myTteM | mo PecmyOmike BH3UTA o
WCIIONIb30BaHUS ~ BUAEO-KOHGepeHI- | XaKkacus, B UHUIMATHBE
CBSI3M WJIM MOOWJIBHOTO IIPHJIOXKEHUS | JOJDKHOCTHEIE KOHTPOJIUPYEMOTO
«VECTIEKTOD» 11 (6] BOIIPOCAM: | periaMeHTEHI vna (cyOpext
PeIBSBIIEMBIX 0053aTENBHEIX | KOTOPBIX BXOJIUT Majoro
TpeOOBaHUM]; OTHECEHUS K KaTETOPUsIM | 00SI3aHHOCTD IO IIpeAPUHUMATETHCT
pHUCKa; O KOHTPONBHBIX (HAA30PHEIX) | IPOBEICHHUIO Ba, COIIMATTHFHO
MEPOIPHUITHIX MEpOIPHUITHIA B OpHEHTUPOBAHHAS
chepe oOpamieHns | HEKOMMeEpIECKas
JIEKapCTBEHHBIX opraHmzanus oo
CPEIICTB AJIs roCyIapCTBEHHOE
MEIUIIHCKOTO WM MyHAIANAIHHOE
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IPUMEHEHUS yapexKIeHUE).

2. OO6s3aTenbHBIE
IpOoGUIaKTUIECKHE
BU3UTEI B
otaomennu OJI m
%181 IIPOBOJATCS
COTJIaCHO
IIpunoxernuro Ne 2 ¢
Y4eTOM CIIEeAyIOIen
MIEPUOAUIHOCTH:

- 1 obs3arensHBIH
npodUITAKTHIECKHH
BH3UT B TOH - IUIA
00BEKTOB KOHTPOJL,

OTHECEHHBIX K
KaTerOpUH BEICOKOTO
pHCKa;

- me Oomee 1
0053aTeIHLHOrO
PO HUIAKTUIECKOTO
BH3UTA B 3 Troja -
IS 00BEKTOB
KOHTPOJ,
OTHECEHHEIX K
KaTerOpuH
3HAYHTEIHEHOTO
pHICKa;

6) me Oomee 1
00513aTETHFHOTO
NpoQUIaKTHIECKOT O

BH3HUTA B 5 JIET - A
00BEKTOB KOHTPOILA,

OTHECEHHBIX K
KaTeTOpUU CPENHETO
pHCKa;

B) He Oonee 1
006513aTETBHOTO
IpoUIaKTUIECKOTO

BH3HUTA B 6 JIET - JUISA
O0OBEKTOB KOHTPOJL,
OTHECEHHBIX K
KaTeTOpHH
YMEpPEHHOTO PUCKa

Poc3apaBHAn30pOM IIPOPAHKUPOBAHEl DPHCKH HApyIIEHHs O0s3aTeIbHBIX
TpeOOBaHUM B IENAX ONpelNeleHrs BIUSHUA Ha HPOQHIBL NOOPOCOBECTHOCTH
KOHTPOJUPYEMOr0 JIUIA.

| O6oznauenne ‘ Onucanne HAPYILIEHUSA | One | Bausinme Ha | Onenxa I
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o0s13aTeJILHOTO HKa | 100pocoBecTH
TpeOOBaHHe/HCTOYHHK OCTh
HOCTYIIEHHS OpraHH3aIHH

Poct peanmmzanmm ekapCTBEHHBLIX
IpenapaToB I  METUIMHCKOIrO
IPUMEHCHUS, IO UTEIKATITIX
IIPEIMETHO-KOJIMIECTBEHHOMY YUETY
cornacao ®I'YIC MJJIIT.
Ot1cyTcTBHE IHIIEH3WATa 10 MECTY
OCYIIECTBIICHUS IEATCILHOCTH.

Ouenn
CYIIECTBEHHOE
BIIUSIHUE

Bricoxuii

«3aBucmme OCTaTKM»
JIEKapCTBEHHBIX  IIpemaparoB  0e3
IBIDKEHUS B TedeHHEe 6 MeECSIeB B
OI'UC MJJIIL.

BriOriTHE JIEKapCTBEHHBIX
npenaparos cormacEo OI'MIC MIJIIT
mo TtunaMm: «BBIOBITHE 1O WHBIM
[IPHIHHAM », «Crucanue 6e3
Hepefady Ha yHHITOXKEHHUE .
Peanmuzanus JIEKapCTBEHHBIX
npenapaTtoB 6e3 IpueMKku Ha OaiaHc
corinacHo ®I'YIC MJJITT.

Hammaue »xamobsl (oOpamenus) o
HapyIICHUH 00s3aTeNbHBIX
TpeOOBaHUH.

3HaYUTENbHBINA CymecTBenHOE

BIIMAHHC

OtcyTcTBHE MM pa3MeNIcHHE HE B
nomHoM obweMe cBemenuii B ETVIC3
(OPMudO, OPMudP) 00 o Brnustane &
opraHmzamuy, oOOpyIOBaHWH U
COTPYAHUKAX.

Cpennnii

OtcytcTBHE aKTyaJTH3UPOBAHHBIX |
COIloB, mnpmkKa3zoB, WHCTPYKIHH H |
YMepeHHbIH IpyTUX JOKYMEHTOB IIO OCHOBHOHM | ., | He3maumrensuoe
mestensHOCTH ~ Oomee 1 roma. | | BumaHHme
OtcyrcTBUE ayIUTOB (MHCIEKIHI) B |
TEYEHHeE TOJIa.

Hamraue xanobsr (obpamenus) o
Husxuit HapyIIeHUH dapmaneBTHIECKUMHE | I
paOOTHHKaMU IpaBWI OSTUKH U |
JICOHTOJIOTHH.

He3nauntenruoe
BIIASIHUE . B

B cnywgae mnoctymieHus obpamieHuid OpraHOB TOCYAapCTBEHHOM BIIACTH,
[IPaBOOXPAHUTENbHBIX  OpPraHOB,  IOPUAWYECKUMX  JIML,  HHAWUBUAYAJIBHBIX
IpeAnprHUMAaTeNed, rpaxaaH, MHPOPMallMd U3 CPEACTB MacCOBOM HMH(OpMaIUu
PocampaBHam3opom s OpUHATHS  pelleHWss O  (QopMe  IPOBENEHUS
IPOQUIAKTHYECKOTO  MEPONpPHUATHS  HCHONB3YyeTCs  Clenyiolmas  CucTeMa
KaTeropupOBaHUS:

| Karteropn | Kateropusi prcka 0083aTeJIbHOT0 TPeOOBAHHUSA
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sl pHCKa
TOAKOHTP Bricokuii 3HaUUTEBHBIN Cpennmii YMepeHHbII HH? K
0JILHOI'O un
00beKTa
Bricoxwuit oOBsIBIICHIE b385 (0110
TIPEIOCTEPEKEHN | PMHD |
s ] OBaHU |
3HAYUTETTHH 00BsIBIICHHE KOHCYJIBTUPOBaH | €
BIA MIPEIOCTEPEXKEH | e nns | (mEGO
ust Pa3bICHEHUS pmarg
‘ 0053aTENBHEIX HOHH
TpeboBaHUi U | Ble |
TopsiaKa ¥UX | DHCEM
; HCIIOJTHEHUS a)
Cpenuuit 00BsSBICHUE KOHCYIBTHPOBa | MEGOPMUPOBAHH | HHPOPMEPOBAHH
IPEIOCTEPEXEH | HAE Uit | e (mpurnamedue | € (UpHIJANICHEE |
s  pa3bACHEHUS Ha €KETOHYIO Ha eXETOIHYIO
00sI3aTeIBHBIX B'cepoccm‘/iCKon Bcepoccutickyro
Tpe6OBaHmI U | KOHQEpEeHIHIO KOH(bEpEeHITHIO
HOpSIIKa ux | ®apMMenO6pa | ®apmMenO6pant
- | mcnommenms | menme) enue)
VMepeHHHIH | KOHCYIETHPOBA HH(bopMHpQBa' uHGbOPMUPOBaHH | HHPOPMHUPOBAHU
HHEE T | HEE. . e (mpuriamneHue | €
pashpACHEHHS | (Hpnrnameﬁne’ Ha ©Kerofuyo | (uHGOpManuoHH
oOs3aTeNbHEIX | Ha exeromayio | Beepoccuiickyro | ble IHCEMA)
‘Tpe60BaHI/II/I 0 chepoccnncxy, KOH(pEPEHIHIO
OpsIAKA ux [0 . | ®apmMenObpa
UCIIOJTHEHUS KOHQ)eperﬁI 10 | meHwme)
®apmMenO6p
| amenne)
Huzxuit
,npnmeﬂem»m c maccn@mxanzen npmmH BO3HKKHOBSKH51 THIOBBIX Hap
 00a3aTeIBHEIX TPEOOBAHT .

IV. Iloxa3zaTeiin pe3yabTaTHBHOCTH H 3¢ PpexTuBHOoCTH IIporpaMmmel

Ouenka 3G GEeKTHBHOCTH U pe3yIbTaTUBHOCTH [IporpaMMsl IPOBOJHUTCS Iy TEM
COLIMOJIOTHYECKIX UCCIIEOBAHMMN IIPEICTABUTENEHM TIOJKOHTPOIBHBIX CyOBEKTOB.
B mensx OIEHKH pe3yibTaTUBHOCTH IIporpaMMbl HCIONB3YIOTCS CIEAYIOLIHE
KOJMYECTBEHHBIE ITOKA3aTEIM U ITI0Ka3aTENH KadeCTBa!
KOJMYECTBO IPOBENEHHBIX MPOPUIAKTHIECKIX MEPOIIPHSITHI;
KOJIAYECTBO IOJKOHTPOJIBHEIX CYObEKTOB, B OTHOIIEHHH KOTOPBIX IPOBEIEHEI
IpoQUIAKTHIECKHEe MEPOIIPUSITH;
JOJS CyOBEKTOB, B OTHOINEHWH KOTOPHIX IMPOBEIEHBI NPOQUIAKTHIECKUC
MeponpHATHs (IOKa3aTeNb YCTAHABIMBACTCS B IPOLEHTax OT OOIIEro KONMYIecTBa
IIOKOHTPOJIBHBIX CYOBEKTOB);
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COKpallleHHEe KONMYECTBA KOHTPOJIBHO-HAI30pPHBIX MEpPONPHUATHH  IIpU
YBENIMUECHUU NPO(PUIAKTUUECKIX MEPOIPHITUN NPH OJHOBPEMEHHOM COXpPaHEHHH
TeKyIero (yIydIIeHII) COCTOSHUS IOIKOHTPOIBHOH chepsr;

CHIDKEHHE KOJIMYEeCTBa ONHOTHUITHEIX U IMOBTOPSIOIIUXCS HAPYIIEHHUM OJHUM U
TEM e TIOJKOHTPOJILHBIM CyOBEKTOM.

KmoueBsIM moKazaTeneM (eIepalbHOI0 TOCYAapCTBEHHOTO  KOHTPOISL
(Hamzopa) B cdepe oOpalneHHs] JEKapCTBEHHBIX CPEACTB SBISETCS OTHOIICHHE
KOJIMYECTBA CEPUH JIEKAPCTBEHHBIX CPENCTB, HE COOTBETCTBYIOIIUX TPEOOBAHMAM
®enepanbHOro 3akoHa «O6 obpaleHnu IeKapCTBEHHBIX CPENCTBY U BHIBEIECHHBIX U3
IPXIAAHCKOTO 000pOTa B OTYETHOM IOAY, K KOJHUYECTBY CEPHil JIE€KAPCTBEHHBIX
CPEICTB, CBEACHMS O KOTOPBIX MIPEACTABIEHEI B COOTBETCTBHY C YaCThIO 2 cTaThy 9.1
DenepanbHOro 3akoHa «O6 oO0paleHnn JeKapCTBEHHBIX CPECTBY 38 OTUETHBIN IO/,

ITpodunaxTudeckue MepOIpPHUITHS B OTHOIIEHHWH IPOBEPAEMBIX CYOBEKTOB
CTaHOBSTCS 0a30 AL OCYIIECTBICHUS KOHTPOJIBHO-HAN30PHOM IeITEIBHOCTH.

Tak, ocHOBHas 3amada Poc3gpaBHam3opa - peanu3alusl IPUHITANA «HE
HaKa3bIBaTh, @ IIOMOTATEY.

PoczmpaBHam3opoM B IeNIX ~ HOBBIMIGHHS  YPOBHS  IOPHAHYECKOMR
OCBEJJOMJIEHHOCTH OpIaHM3alluii 00 00sA3aTeNnbHBIX TpeOOBaHHUIX pasMEIleH B
MH()OPMAIIOHHO-TEIEKOMMYHUKAIIMOHHON ceTh «VIHTepHEeT» B OTKPBITOM JOCTYIIE
Ha OQMIMaIbHOM caiiTe B BHUAE CBOXHOM Tabmwipl I[lepeyeHs HOPMATHBHBIX
IIPaBOBBIX aKTOB (MX OTHENBHBIX IIOJIOXKEHHUH), CoIepKalluxX O00sS3aTelbHEIE
TpeOOBaHMs, OLEHKa COOMIONEHHS KOTOPBIX OCYIIECTBISETCS B  paMKax
rocynapcrsesHoro kouTpois (https://roszdravnadzor.gov.ru/services/prevention).

CyOBexTsl oOpalieHus JeKapCTBEHHBIX CPENCTB MOTYT  IIOJIb30BaTHCS
CHCTEMOM KaK €IMHBIM HCTOYHUKOM HHpOpManuy 00 00sS3aTeNbHBIX TPeOOBAHUAX B
paMKax CBOEH JesSTeNbHOCTH.

Poc3gpaBHam3opoM  pa3paboTaHBl ~ MPOEKTHl  MPOBEPOYHBIX  JIMCTOB,
CoJepKalllie CIHMCOK KOHTPOJBHBIX BOMPOCOB, B IENSIX OIEHKH COOTBETCTBHSI
IOpUOMYECKUX JIUI ¥ UWHAUBUAYAIBHBIX TpeAlpHHUMATEIell  00s3aTeNbHEIM
TpeOOBaHUSIM.

Opranuzanus U NpoBeeHUE METOIUYECKOM paboThl ¢ CyObeKTaMu oOpaIieHus
JIEKapCTBEHHBIX CPEICTB II0 Pa3bsCHEHUIO 0053aTeIbHBIX TPEOOBAHUM, aKTyaIbHBIM
M3MEHEHMSIM HOPMAaTUBHBIX IIPABOBBIX aKTOB OCYIIECTBISAETCS Poc3apaBHaI30pOM Ha
IIOCTOSSHHOM OCHOBE ITyTeM IIPOBEAECHUS BCEPOCCUMCKIX KOH(EPEHIHH (COBEITaHN)
C yJacTHeM IIpeICTaBUTEIeH NMpOU3BOIUTENCH, METUIIMHCKUX U (hapMarleBTHUECKUX
OpraHu3anyii, OOIIECTBEHHBIX OpraHu3aluii W NPO(eCCHOHATBHBIX AacCCOIUAIIUH,
IIyTeM TpUBJICYECHUS WHPOPMALMOHHBIX PECYpPCOB (Ta3eThl, CHeIHaIN3UPOBAHHEIS
XKypHaJIbl, MECTHblE KaHalbl TeJeBHIEHHUS), Tenerpam-kanan Poc3mpaBHamzopa
(http://t.me/roszdravnadzor official), KaHaJ B MeCCEHDKepe MAX
(https://max.ru/roszdravnadzor official), a Taxoke mpu yCTHOM OOpaIieHun.

Ilo pe3ymbraraM  MOHUTOpHUHIa  OOpalieHUH  IOPUAMYECKUX  JIUI
(MHOUBHIYaATBHBIX TIpeANpUHUMAaTeNel) Ha caifite PocampaBHam3opa pa3MemaroTcs
CKPHUITHl OTBETOB Ha THIIOBBIC OOpamieHus 3asButelel B chepe oOparmeHus
JICKapCTBEHHBIX CPEACTB ISl METUIIMHCKOTO IIPUMEHEHUS.
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C uenpl0 HENONYLIEHUS HApyIIEHWA IpaB TIpaxnaH TeppUTOpUaIbHBIM
opranoMm PocanpaBramzopa mo PecmyOnmke Xakacust B 2025 1. (10 COCTOSHUIO Ha
nexkalOpp) npoBeneHo 178 npoduiIakTHIeCKUX MEPOIIPUATHANA, B TOM YHCIIE:

1. KomumgectBo (hakTOB pazmemieHuss WHGOpManuu Ha OQUIIMAIBHOM caiiTe
Teppuropuansaoro oprana PoczmpaBuanzopa no PecyOuke Xakacus — 2.

2. Jlano Bcero KoHCyIbTanmii — 112,

4. OOswsBIeHO 59 npenocTepeXeHW O HEIOIYCTUMOCTA HapyIIECHHUs
o0s13aTenbHBIX TpeOoBaHUM B chepe 0OparneHus IeKapCTBEHHBIX CPEICTB.

5. IlpoBeneHo mpoPUIaKTUIECKUX BU3UTOB — 5.

IIpodunakTrgeckuii BHU3UT - OOUH K3 IPEBEHTUBHBIX HHCTPYMEHTOB
B3aMMOJECUCTBUS MEXIy KOHTPOJHMPYEMBIM JHUIIOM U TeppHUTOpHAIBHBEIM OpraHOM
Poczapasuanzopa mo Pecmy6iuke Xakacus.

IIpu mpoBeneHUU MPOGUIAKTAYECKOIO BU3UTA KOHTPOIUPYEMOE JIMIO UMEET
BO3MOXHOCTh IPOKOHCYJIBTUPOBATHECA IO JIHOOBIM  aKTyallbHBIM  BOIIPOCaM
COOJTIOICHUSI 3aKOHOAATENHCTBA B cdhepe oOpaleHus JeKapCTBEHHBIX CPECTB.

C 1 suBaps 2025 roga cornacHo @enepanbHoMy 3akoHy 0T 31.07.2020 Ne 248-
@3 mpodumIaKTUYECKUE BHU3UTHI NENATCA Ha OOsA3aTeNbHBIM KW II0 WHUIMATHBE
KOHTPOJIUPYEMOTO JIUIIA.

B pamkax 00s3aTeIbHOTO MPOGUIAKTHIECKOTO BU3UTA MOXKET IIPOBOIUTHCS
OCMOTp, HCTpeOOBaHWEe HEOOXOJMMBIX JOKYMEHTOB, OTOOp mpod (oOpasmos),
MHCTpYMEHTAJIbHOE 00CIel0BaHNe, UCTIBITaHUe, SKCIIePTU3A.

B cmyuae BreIsBIGHHS HapylleHHUH 00s3aTeNbHBIX TpeOOBaHUM, €CIU [0
OKOHYaHUS IPOBENICHUS O0O0s3aTebHOT0 MPODUIAKTUYECKOTO BH3WTa OHH HE
YCTpaHEHB!, KOHTPOJIHPYEMOMY JHIly BBIIaeTCs IpeanucaHue o0 yCTpaHEHHH
HapyLICHUMN.

C 14 oxta6ps 2025 r. mocranoBimeHueMm IlpaButenbcTBa Poccuiickoit
Oeneparum oT 01.10.2025 No 1511 «O meproIWIHOCTH MPOBENSHUS 00s3aTeNIBHBIX
IpOo(UIAKTUIECKIX BHU3UTOB B paMKaX TOCYyJapCTBEHHOTO KOHTPOJS (Han3opa),
MYHUITUIIQJIFHOTO KOHTPOJIS» BBeA€Ha €OWHas NepUONUYHOCTh IIPOBEIEHUA
00s13aTeTbHBIX TPOPUIAKTUIECKUX BUZUTOB.

DTO SBIISIETCS] B&XKHBIM IIaroM B COBEPIICHCTBOBAHUU KOHTPOJIBHO-HAI30PHOM
nesiteibHOCTH. HOBBIE mpaBWia coO3JaloT Oojiee IIpelcKasyeMble YCIOBHUSA I
KOHTPOJUPYEMBIX JIHI, OOECIeurnBalOT CHCTEMHBIM HOAXON K OpraHH3aluf
IPOQMITAKTHYECKAX MEPONPHUITHN U CIIOCOOCTBYIOT COONIONEHHIO OanaHca MEXIy
HWHTepecaMu TocyapcTBa U MpeaIIpuHAMAaTENeH.

OO6si3arenbHBIEe TPOGUIAKTHIECKHEe BHU3UTHI Oosiee 3()PEKTUBHBI, ITOCKOJIBKY
MIO3BOJIIIOT IPHUHSATH HEOOXOAMMEIE MEpHI 0 COBEpIIeHHs IIpaBOHapylueHus. Bce
pPa3bsICHEHHSI MHCIIEKTOpa HOCSIT PEKOMEHIaTeNbHBIM Xapakrep. llaBHasg 3amada
3aKIIF0YaeTCs He B HaKa3aHWU KOHTPOIMPYEMOTO JIMIlA, @ B OKa3aHUU CONEHCTBHA,
IIOMCKAa TIPUEMIIEMOrO peIleHUs g JIOOOW CIIOXKHOM CHTyallud B TaKOM
OCTPOCOLIMANIEHOH cdepe, Kak 000pOT IeKapCTBEHHBIX CPENICTB.

2025 rox IOKa3al, YTO KOHTPOJbHEIE (HAO30pHBIE) M IIPOQHIAKTHIECKHE
MEPOIIPHATHS, IPOBOJUMEIE IIOCPEACTBOM BHIe0-KOH(DEPEHII-CBA3H ¢ oMo MII
WHCIIEKTOp OJHO3HAYHO ITO3BOJITIOT HE TOJIBKO CHU3WTHL BPEMEHHBIC U PECYpPCHBIE
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U3IEPXKKU Ha KOHTPOIHMPYEMBIX JHI, HO W YMEHBIIUTh PUCKHM MEIUIMHCKUX H
dapManeBTUYeCKUX OpraHu3aldi B 9YaCTH HapyILIeHUs o0s3aTeNbHBIX TPEeOOBaHMH B
ctepe oOpareHus JeKapCTBEHHBIX CPENICTB.

MII MHCcIIeKTop — 3TO COBpEMEHHBIN NHCTPYMEHT KOHTpold. C ero moMoIsko
npollenypa IpPOBENCHUS KOHTPONBHBIX M IPOQUIAKTHYECKUX MEpOIPHATUN
CTaHOBHUTCS emé O6ojee Tpo3padyHoi U yHoOHOM.

Pacmmupenne ¢opM IUCTAaHIIMOHHOTO KOHTPOJIL M DPa3BUTHE CHUCTEMBI
00paTHOW CBSI3M CTaHYT OCHOBHBIMM HAaIIPaBICHUSIMU COBEPIICHCTBOBAHUS CGheEpHI
KoHTpoisA B 2026 roxy mia Poc3gpaBHaazopa B LenoM ¥ TeppHATOpHaIbHOTO OpraHa
PocznpaBranzopa no Pecny6nuxe Xakacus B TOM 4ucIe.
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