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JOKJIA L
00 urorax peanu3saiuu ['ocynapcTeHHOi ciyx60i Yysauickoi Pecny6iauky o KOHKYpeHTHOM
NoJMMTHKE M Tapupam BegoMcTBeHHOM mporpamMMsl PO HIAKTHKY HAPYIICHH 0053aTebHBIX
TpeOOBaHMH, YCTaHOBICHHBIX HOPMAaTUBHBIMH IIPABOBEIMH aKTAMH O TOCYAapPCTBEHHOM
PeryTHPOBAHHH IIEH HA JIEKapCTBCHHEIE IIPeNapaThl, BKIIOYEHHBIE B IIepedeHb )KH3HEHHO
HEeOOXOIMMBIX U BaKHEHIIIHX JIeKapCTBEHHEBIX Tipenaparos, Ha 2019 rojg

[Ipukasom I'ocynmapcTBenHoi cnyxOb1 Uypamickoif PecrmyOnuku Mo KOHKYPEHTHOM
nonuTuke ¥ Tapupam ot 29 nexabps 2018 r. Ne 01/06-1261 ytBepxkmena BenomcrTBenHas
mporpaMMa  NpoQHUIAKTHKH — HapylleHHi 00f3aTeNbHBIX TpeOOBaHHM, YCTAHOBJIEHHBIX
HOPMaTHBHBEIMH  [IPABOBBIMH  aKTaMM O TOCYAApCTBEHHOM  peryJHpOBaHHM IEH Ha
JICKapCTBEHHBIE NPEapaThl, BKIIOYEHHBIE B NIEPEYEHb KU3HEHHO HEOOXOIMMBIX H BaKHEHIIHX
JIEKapCTBEHHBIX IpenapaTos, Ha 2019 rox (nanee — [Iporpamma).

IIporpamma paspaGotana B cootBeTcTBHH ¢ DemepanbHbIM 3aKOHOM OT 26 aekabps
2008 r. Ne 294-®3 «O 3amuTe mpaB IOPUAXYECKHUX JIMI X HHIMBHIYaIbHBIX IIPEANIPHHUMATEIEH
IPH OCYIIECTBJIEHHH T'OCYAapCTBEHHOr0 KOHTPOJA (Haa30pa) H MYHHIHIIAIBHOTO KOHTPOJISD,
CrannaproM  KOMIUIEKCHOH — NpOQMIAKTHKM  HapylleHHd  00s3aTeNbHBIX  TpeOOBaHHIA,
YTBEPIKICHHBIM IPOTOKOJIOM 3ace/laHus MPOEKTHOTO KOMHTETa 110 OCHOBHOMY HAalpaBJIeHHIO
CTpaTeruyeckoro passutus Poccuiickoit @enepauun «PedopMa KOHTPOJILHOW H HAI30PHOM
nearenbHocTH» OT 12 centssOps 2017 r. Ne 61 (11), mocraHomienueMm IlpaBuTenscTBa
Poccuiickoit ®enmeparuu or 6 mas 2015 r. Ne 434 «O perdoHanbHOM TrOCYIapPCTBEHHOM
KOHTpPOJIE 3a NPHMEHEHHWEM II€H Ha JIeKapCTBEHHBIC IIpenaparhl, BKIIOYEHHEIE B IepedyeHb
’KU3HEHHO HEOOXOIMMBIX H BaXKHEHIIMX JIEKAPCTBEHHBIX IIPENApaTOBy.

B pamxkax IIporpaMMel peain3oBaHbl MEPOTIPUATHS, HANIPABICHHEIE HA IIPEAYPEKICHUE
HApPYIICHHUH HCIONHEHHs 00s3aTeIbHBIX TpPeOOBAaHHM, YCTAaHOBJICHHBIX HOPMATHBHBIMH
IPaBOBBIMHM aKTaMH O roCyJapCTBEHHOM PEryJIHPOBAHUM LIEH Ha JIeKApCTBEHHBIE Mpenaparsl,
BKJIIOYECHHBIE B II€PEYEHD JKU3HEHHO HEOOXOAMMBIX M BOKHEHMLIMX JIEKAPCTBEHHBIX MPENapaToB
(manmee - oOs3atenpHBle TpeOOBAHMSA), IOPUIMYECKHMH JIMIAMH, HHIMBUAYaJbHBIMH
IPEIPHHUMATENSMH, OCYLIECTBIISIOIMMH PEeryJIHpYeMbli BHJI A€ATEIbHOCTH.

OcCHOBHBIMH LIEAMH HPOBE/IeHHs IPOMHIAKTHUECKUX MEPOIIPUATHIT ABJISIIHCE:

NOBBIMIEHAE IPO3PAYHOCTH JesTenbHOCTH ['ocymapcTBeHHOM ciyxOb1  UyBarckoit
PecnyOnuku no KOHKYpeHTHO# monutuke u Tapudam (nanee — Ciyxba) B 4aCTH KOHTPOJIBHO-
HaI30PHBIX QYHKIHII;

IPeOTBpALEHHE PUCKA IPUYMHEHUS Bpe/ia OXPaHsIeMbIM 3aKOHOM [IEHHOCTSIM;

OpeaynpeiaeHie HapyleHuii oOs3aTenbHbIX TpeOOBaHHH W CHHIKEHHE HX YHCIIA B
MOIKOHTPOINLHOM chepe;

YCTPAaHCHHE CYIUECTBYIOIIMX ¥ TOTEHIMAILHBIX YCIOBUIl, NPUYHH H (PAKTOPOB,
CIIOCOOHBIX IIPHBECTH K HApPYIIEHHIO 00s3aTeIbHBIX TPeOOBaHMIl;

Pa3bACHEHHE MOJKOHTPOJIBHEIM CyOBEKTaM 00s3aTeNIbHBIX TPeOOBaHHH;

(opmupoBanue Mozeneil CONMATBHO OTBETCTBEHHOTO, J00POCOBECTHOTO IMPABOBOTO
I0BEIEHUS TOJKOHTPOJIBHBIX CyObEKTOB.

IlpoBenenre npoGUIAKTHYECKHX MEPONPHATHH OBUIO HANPABJIEHO HA PpELIEHHE
CJIEIYIOIIUX 3a]a4:
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OLIEHKA COCTOSHHS [TOIKOHTPOIILHOM Cpejibr;

BBIABJICHHE (AKTOPOB pHCKA MPHYHHEHHs BPeJa, IPHYUH H YCIOBHIL, CIOCOBCTRYIOMIMX
HapyIICHHIO 00s3aTeNbHbIX TpeGOoBaHHil, ONpe/elieHHe COCOO0B YCTPaHEHHs MM CHIDKEHHS
PHCKOB H MX peali3aLusi;

perynspHas peBM3Hs 00A3aTeNBHBIX TpeOOBAHMN M NPHHATHE MEp K 0OecledeHHIo
cobmmonenus 3TuX TpeGOBaHMIH, SBIAIOMXCS IPEIMETOM KOHTPOJIA (HAA30pa);

TIOBBLILICHHE YPOBHS IIPABOBOM IPaMOTHOCTH M (JOPMHUPOBAHHE OJHHAKOBOTO MOHUMAaHUS
obsi3aTenbHBIX TpeOoBaHMI B COOTBETCTBYIOLIEH c(epe Yy BCeX YYaCTHHKOB KOHTPOJIBHO-
HaJI30pHOH IEATEITEHOCTH,

CO3JaHME YCIOBHH [UIA H3MEHEHHS IICHHOCTHOIO OTHOIIEHHsS IIOJKOHTPOJBHBIX
CyOBEKTOB K MOBEICHHIO B HOPMATHBHOW cpeje, st JOPMHPOBAHHS — MO3HTHBHOM
OTBETCTBEHHOCTH 3a CBOE MOBEJICHHE, IIO/UIEPKAHUS MOTHBAIMM K JI0OPOCOBECTHOMY
NOBEICHHIO.

CorziacHo yTBEpHKIEHHOMY IEPEUHIO IPOrPAMMHBIX MEPOTPUSTHH OBUIH TIPOBEEHBI
CIIeIYIOIIHE MEPOIIPHATHS:

Ha oduumaneHoM calite CiyxObl B cetd «VHTepHeT» pa3MelleH IepedeHsb
HOPDMaTHBHBIX IIPAaBOBBIX aKTOB MM HX OTAENBHBIX 4YacTei, colepikailux o0s3arelbHbIe
TpeOOBaHUs, OlEHKA COOIONEHHS KOTOPHIX  SIBJSETCS  IIPEAMETOM  PErHOHAIBLHOIO
rOCyZapCTBEHHOTO KOHTPOJIS;

TIOJIKOHTPOJIBHBIE CYOBEKTHI H JIPyrHe 3aHHTEPeCOBAHHBIE JIMIA IPOHH(OPMHPOBAHEI O
BCTYNJICHHH B 3aKOHHYIO CHIIy HOBBIX HOPMATHBHBIX HPABOBBIX &KTOB, YCTAHABIIMBAFOLIMX
obsi3aTesbHbIE TPEOOBAHHS, @ TAK)KE O BHECEHHBIX H3MEHEHHSAX B ACHCTBYIOLIKME AKThI, CPOKAX
U IIOPSJIKE BCTYIUICHUS UX B JICHCTBHE;

IPOBOJIUTCS pasbACHUTENbHAs paboTa MO BompocaMm coOmomeHus o00s3aTenbHbIX
TpeOOBaHHUIA;

paccMaTpUBAIOTCS XKanoObl U 0OpalleHus, IOIyYeHHbIE OT (PH3UYECKHX M IOPHINYECKHX
JHL, OT OpPraHoB TMPOKYpPaTyphbl, a TaKKe 4Yepe3 JApYrde OpraHbl HCIONHHMTEILHOH BJIACTH
Yysamckoit Pecry6muku;

€)KEKBapTATBHO IIPOBOJATCS nyOnu4HbIe o0Cy X IeHus pe3ynbTaToB
NpPaBONPUMEHHUTENBHOH TPAKTHKH, B TOM 4HCIe HauOolee YacTo BCTPEYalolIMXcs ClIydyaeB
HapyHmIeHHH 00s3aTeNbHbIX TpeOOBaHMI ¢ PEeKOMEHIALMSMH B OTHOLIEHHH Mep, KOTOpBIE
AOJDKHBI IIPUHHMATECH FOPHANYCCKHMH JIMIAMH, WHIUBHAYAILHBIMH HpeIPHHHMATENIMH B
UEIsIX  HENOMYIIEHHs  TaKMX  HapylleHHH, BKmo4Yas HHQOPMAIMIO O  COCTaBax
aIMHHHCTPATHBHBIX MPAaBOHAPYINEHUSAX, PACCMOTPEHHE KOTOPBIX OTHOCHTCH K IIOJHOMOYHSIM
Cutyx0p1, BUIaX aIMHHHCTPATHBHBIX HAKA3aHUIl M HX pa3Mepax;

©KEKBapTanbHO Ha caiite CiyxObl pasmemaercs HHQOpMALMS O [POBEpKax
FOPHIMYCCKAX JIMIl W HHAMBHAYAIbHEIX TpeAlpHHAMaTeNei, nposegeHHbx Cryx6oif, ¢
YKa3aHHEM BBISABJICHHBIX HapyIIEHHI;

MHGOPMAUMA O TNPOBOAWMBIX TNPOBEPKAX M MX pe3ylnbTaTax BHECEHa B
ABTOMATH3HPOBAaHHYIO HH(}OpManHOHHYIO cHcTeMy «EIUHEI peecTp pOBEPOK»;

MOJITOTOBJIEH W ONMyOIHKOBaH Ha opuiuanisHoM caiite CaykOBl exXeroqHblii JoKnam 06
OCYIIECTBJICHHH FOCYapCTBEHHOTO KOHTPOIIA (Han3opa) u 06 3G (HEeKTHBHOCTH TAKOrO KOHTPOJLS
(Ham3opa).

Ilo cocrosthuto ma 2 nexaGps 2019 roma KONHYeCTBO XO3SHCTBYIOIIMX CyOBEKTOB B
HOAKOHTpoNbHOH cepe cocTtasmsier 130.

[InaHoM mNpoBeleHHs TIAHOBBIX MPOBEPOK IOPUIMYECKUX JIMI[ M HMHIMBHIYAIbHBIX
npeanpunumaresied Ha 2019 rox, yTBepxmeHHBIM mnpukazom [occmy 6l oT 25 oKTS6ps
2019 r. Ne 01/06-995, B 2019 roxy npexycMoTpeHO 3 IPOBEPKH B OTHOMICHHH XO3SHCTBYIOLIHX
CYOBEKTOB, OCYIIECTBIIAIONINX ACITeTLHOCTD 10 peamzaran ZKHBJIIT.
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B pamkax Bo3j0eHHBIX TmoMHOMO4HIT [occnyx0oil B OTHONIEHHH TOJKOHTPOJIBHBIX
cybbekToB no cocrosHuio Ha 05.12.2019 B 2019 romy nposemeno 2 mposepku. Ilo
pesysbraTaM npoBepok B 2019 rony npasoHapyieHus He BBISBIIEHBL.

IlmaHoM NpoOBeNeHHS ITUIAHOBBIX IIPOBEPOK IOPHAMYECKHX JIML M WHAHBHIYaIbHBIX
npeanpuauMareneit Ha 2020 rox, yTeepskaeHHbIM npukaszoM ['ocemyxOsl ot 25 oktsaopsa 2019
r. Ne 01/06-1084, B 2020 romy npeaycmMOTpeHO 2 TPOBEPKH B OTHONIEHHH XO3SHCTBYIOLIHX
CyOBEKTOB, OCYIIECTBISIONHX AEATEIbHOCTD 10 peayu3zanuu JKHBIIIL.

Majioe Komu4ecTBO mpoBepoK 0OYCIIOBIEHO uacThio 1 crath 26.1 DemepanbHOro
3aKk0oHa «O 3amuTe NpaB IOPHAMYECKHX JHI U HHAWBHAYAIBHBIX MpeANpHHUMATENCH IpH
OCYIIECTBJICHHH TOCYAApPCTBEHHOTO KOHTPOJA (Hag3opa) M MYHHUIHIATEHOTO KOHTPOJIS»,
cornacHo KoTopoi ¢ 1 suBapsa 2016 roma He HPOBOAATCS IUIAHOBLIE MPOBEPKH B OTHOIICHHH
FOPHAMYECKUX JIMI, HHIMBHYAIbHBIX NpPEANPHHUMATENECH, OTHECEHHBIX B COOTBETCTBHU C
TNO0JI0XKEHUsIMH cTaThbk 4 OenepanbHoro 3akona ot 24 urons 2007 roga Ne 209-®3 «O passutuu
MajioTo M CpeHEero mpeanpuHumarenscTBa B Poccuiickoit ®enepanuu» k cyObekTaM Majioro
NpeANPHHUMATEIBCTBA. AOCOMIOTHOE OONBIIMHCTBO ANTEYHBIX OpPraHM3alHi OTHOCHTCS B
MaJIoMy MPEANPHHUMATEILCTRY.

Ilokasarenu pesynpTaTHBHOCTH Meporpustuii [Iporpammel 3a 2019 rox:

Konmnuectro [IPOBE/IEHHBIX IpOQUIAKTHYECKUX 2
MEPOIIPUATHH, €]1.

KonuuecTBo cyOBEKTOB, B OTHOIIEHHH KOTOPHIX MPOBEIECHEI 130
IpoQHUIaKTHUECKHE MEPOIIPUSATHS, €I,

Honst  cyOBeKTOB, B OTHOLIGHHH KOTOPHIX IIPOBEIEHBI 1.3

NpodHIAKTHUECKHE MepONpUATHS, %o

KomngectBo  mpenmoctepeskeHuil 0 HEJOMYCTHMOCTH -
HapyIIeHus 00s13aTeBHBIX TpeOOBaHHiA, BEIJIaHHBIX
HOIKOHTPOJIEHBIM cyOBeKTam B paMKax NIPOBEICHUS
npo(GHIAKTHYECKUX MEPOIPHAITHIA, e]1.

HenocpencTBeHHEIM pes3ynbraTom peanusamuy  [IporpaMMbl  SBISETCS MOBBIIECHHE
9 eKTHBHOCTH COOMIONEHNS MOJKOHTPONBHEIMA CyOBEKTaAMH Ha TeppuTophH UyBamickoit
PecryGivku 00s13aTebHBIX TpeGoBaHuii B 06J1aCTH rOCYIAPCTBEHHOTO PETYIHPOBAHMS LIEH HA
JICKapCTBEHHBIC NPEMapaTel, BKIKYEHHBIE B IIEPEYCHb KU3HEHHO HEOOXOIMMBIX H BayKHEHIIMX
JIEKapCTBEHHBIX MTPENapaTos.



