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Pykosomurens LoccnyxGer Yysammuu
110 KOHKYPEHTHOH [OJIUTHKE U
Tapudam

74/ anpens 2021 r.

JOKJIAJ
06 urorax peanusauuu 'ocynapcTsenHoit cyx6oii Yysamckoii PecnyOnuku o KOHKYpEHTHOM
nonuTHKe U Taprpam BenomcTBenHoi nporpaMmel MpoUIaKTHKN HAapYIIEHHH 06s3aTeIbHbIX
TPeOGOBAHUH, YCTAHOBICHHBIX HOPMATHBHBIMH [IPABOBBIMU aKTAMH O TOCYIapCTBEHHOM
PETYJIMpOBAaHHH LIeH Ha JICKAPCTBEHHbIE TIpenapaTsl, BKIIOYEHHEIE B IIEPEYEHb XKHU3HEHHO
HEOOXOIMMBIX M BaYKHEHIITHX JIeKApCTBEHHBIX Npenapatos, Ha 2020 rogx

Ilpukasom I'ocymapcrsenHolt cmyx6el Uysamckoit PecnyGamkd 1o KOHKYPEHTHOI
nonutuke u Tapuam ot 2 gexabps 2019 r. Ne 01/06-1245 yrteepxmeHa BemomcTBeHHas
nporpaMma MPOGHIAKTHKM — HapyUIeHHHl O0OS3aTeNbHBIX TpeGOBaHME, YCTAHOBIEHHBIX
HOPMaTHBHBIMH  IPaBOBBIMM  aKTaMH O TOCYAApCTBEHHOM pEryJHpPOBAHMM I€H Ha
JICKapCTBEHHBIC [IPENapaThl, BKIIOYEHHBIE B MEePEUYCHb KH3HEHHO HEOOXOMUMBIX U Ba)KHEHIIINX
NIeKapCTBEHHBIX NpenapaTos, Ha 2020 rox (nanee — [Tporpamma).

IIporpamma paspaGorana B cooTBeTcTBHH ¢ (DenepaTbHBIM 3aKOHOM OT 26 Jaexaops
2008 r. Ne 294-®3 «O 3aiuTe paB IOPHINYECKUX JIMIl ¥ MHAMBUAYAIBHBIX [TpeANpHHUMATENEH
TIpH OCYIICCTBJICHUH TOCY1apCTBEHHOTO KOHTPOJNS (HaZ30pa) ¥ MYHHIHIAIGHOTO KOHTPOJS»,
nocranosneHueM lIpaButensctBa Poccmiickoit ®eneparuu ot 6 mas 2015 r. Ne 434
«O pernoHaNbHOM TIOCYHApCTBEHHOM KOHTpOJE 3a NpHMEHEHHeM LeH Ha JIEKapCTBEHHbIC
NIperapaTel, BKIFOYEHHEIC B NepeYeHb KU3HEHHO HEOOXOQUMBIX ¥ BaXKHEHIINX JIeKapCTBEHHBIX
npenaparoB», CTaHAapToM KOMIUIEKCHOW NpOQHIAaKTHKH HApyIIEHHH  06S3aTeNbHBIX
TpeOOBAHUMH, YTBEPIKIECHHBIM NPOTOKOJIOM 3aCeNaHHs TNPOEKTHOTO KOMHTETA MO OCHOBHOMY
HAIPaBJICHUIO CTpaTernyeckoro passutus Poccuiickoit Penepanuu «Pepopma KOHTpOnbHOI 1
HaJ30pPHOH JeATeNbHOCTH OT 12 ceHTs0ps 2017 . Ne 61 (11).

B pamkax [IporpamMmel peann3oBanbl MepONPUSATHS, HANPABJIEHHbIE HA PEAYIIPEKIECHHE
HapyIICHHH HCMOJNHEHUA 00A3aTeNBHBIX TPeGOBaHMI, yCTAHOBIEHHBIX HOPMATHBHBIMHU
NpaBOBBIMH aKTaMH O TOCYJAapCTBEHHOM DEryJIMPOBaHHM LIEH Ha JIEKapCTBEHHBIE MpErapaTsl,
BK/TIOYCHHBIC B [IEPEYCHD KU3HCHHO HEOOXOMMMBIX M BaXKHEHIINX JICKAPCTBEHHBIX MPENapaToB
(nanee - ofszarenbHble  TPeGOBaHMA), IOPHOMYECKUMH  JIHI[AMH, HHIUBUTYaILHBIMA
MPEANPUHUMATEIISMH, OCYLIECTBIISIOLIMH PEryIUpyeMblil BU A€STEIBHOCTH.

OCHOBHBIMH UETAMH NPOBEASHAS NPODUIAKTHIECKUX MEPONPHATHI SBISIIACH:

TOBBILICHUE MPO3PAYHOCTH AeATENbHOCTH [‘ocymapcTBeHHO#M cnyx6Gb1  Uysaluckoit
PecriyGmuku mo KoHKypeHTHO# monutuke u Tapudam (ranee — Ciayx6a) B yacTu KOHTPOJIBHO-
HaJ30pHBIX (QYHKIHUIL;

NpelOTBPALCHHE PUCKA IPHYMHEHHUS Bpeja OXPaHIeMbIM 3aKOHOM LEHHOCTSIM;

OpenynpexieHie HapylmeHHid o0s3aTeNnbHBIX TpeOOBaHMN M CHH)KEHHME HX YHCIA B
TIOAKOHTPOJIBHOM cdepe;

YCTPaHCHHE CYIIECTBYIOLIMX W MOTCHUMAIbHLIX YCJIOBHHM, NpUYMH M (PaKTOpOB,
CIIOCOOHBIX NPUBECTH K HAPYLICHUIO 00s3aTebHBIX TPEOOBAHHIL;

pa3bsACHEHHE MOAKOHTPOJIBHBIM CyOBeKTaM 00s3aTeIbHBIX TPeOOBaHUIl;

$hopMHpoBaHUe MofeNeH COLHAILHO OTBETCTBEHHOTO, JOOPOCOBECTHOTO IMPABOBOTO
TMIOBEICHHUS TIOJAKOHTPOJILHEIX CYOBEKTOB.

IlpoBenenne npodumakTHueCKMX MepONPHATUH OBUIO HANPABICHO HA PELICHHE



CJICIYIOLIUX 3a/ay;

OLICHKa COCTOSHHSI TIOJAKOHTPOJIBHOMN CPEJIbI;

BBLIBJIEHUE (haKTOPOB pHCKa MPHYMHEHHUs Bpela, PUYMH U YCIOBHH, CIIOCOGCTBYIOMIMX
HAapyIIEHHIO 00s3aTeNbHbIX TpeboBaHMH, ONpe/e/eHHe COCOO0B YCTPAHEHHS HIIH CHUIKEHHS
PHCKOB U MX pealu3aius;

perynapHas peBH3Hs 0O0s3aTelbHbIX TpeOOBaHHI M TNPHHATHE Mep K 0OECIEYEHHIO
COOJTIOIEHHS ITHX TPeOOBAHHIA, SIBISIOLIMXCS TIPEAMETOM KOHTPOJIS (Han3opa);

NIOBBIIIEHUE YPOBHS NPABOBOM I'PAMOTHOCTH U ()OPMUPOBAHHE OJHHAKOBOIO IIOHUMAHUS
00s3aTeNbHBIX TpeGOBaHHUIT B COOTBETCTBYIOWIEH cdepe y BCEX YYACTHHKOB KOHTPOJIHO-
HaJ30pHOH AeSATETEHOCTH,

CO3MIaHHE YCTIOBHMH [JIi M3MEHEHHs IIEHHOCTHOTO OTHOIIEHHS MOJKOHTPOIbHBIX
CyOBEKTOB K TMOBENCHHIO B HOPMATUBHOM cpeme, Juist GOPMHPOBAHMS [O3UTUBHOIMN
OTBETCTBCHHOCTH 3a CBOE IIOBEJEHHE, MOANEPKAHMS MOTHBALMH K J0OPOCOBECTHOMY
MIOBEICHHUIO.

CornacHo yTBepsKIEHHOMY MEPEYHIO IIPOrpaMMHBIX MEPOTIPHATHH GBUIM NPOBEAEHBI
ClleIyOLIe MEPOTIPHSITHS:

Ha oduuuancHoM calite CuyxGbol B ceth «VIHTepHET» pasMelleH [epeyueHb
HOPMATHBHBIX TIPABOBBIX aKTOB HIIH HX OTAEJIbHBIX YacTel, COAEPXKALIUX 00A3aTeNbHbIE
TpeOOBAaHUs, OUEHKA COOMIOAGHHSI KOTOPBIX  SBJAETCA  IIPEIMETOM PErHOHAJIBHOTO
rOCYNapCTBEHHOTO KOHTPOJIS,

TIONKOHTPOJIBHBIE CYOBEKTHI U APyrHe 3aMHTEPeCOBAHHBIE IMUA TTPOMH()OPMHPOBAHEI O
BCTYIUICHHH B 3aKOHHYIO CHJIy HOBBIX HOPMATHBHBIX IMPABOBBIX aKTOB, YCTAHABIHBAIOIIAX
obsi3aTeNbHble TPeGOBAHMS, @ TAKKE O BHECEHHBIX H3MEHEHUSX B JEHCTBYIOLIHE aKTHL, cpokax
U TOPsIJIKE BCTYILICHUS UX B IEHCTBUE;

NPOBOAMTCA pa3bsCHUTENbHAs paboTa [0 BONMpocaM COONIONEHHS O00sA3aTeNbHBIX
TpeboBaHMif;

paccMaTpHBalOTCs KanoOsl U 0OpaleHns, NOTy4eHHbIE OT (U3UYECKHUX U IOPHIHIECKUX
1L, OT OPraHOB MPOKYpaTypbl, & TaK)Ke 4Yepe3 JAPYrHe OpraHbl MCIOJHUTEIBHON BJIACTH
Yysamckoii Pecniy6nuxu;

€XKEKBAPTATIBHO IPOBOATCS myOIMYHBIE obCcyxIeHHS pe3yabTaToB
MPaBOTNPUMEHHUTENbHON NPaKTUKH, B TOM YHCle Haubollee YacTO BCTPEYAIOLIMXCA CIy4acs
HapyIIeHHi OOA3aTeNBHBIX TPEOOBAHHH C PEKOMEHIAUMSMH B OTHOIIEHHH MEp, KOTOPBIE
AODKHBI MPUHUMATHCS IOPHIMYECKUMH JIMUAMH, HHIMBHIAYATbHBIMH MPEANPHHHMATEISIMH B
HeIsX  HCNOMYIICHHMS  TaKHX  HapyleHWi, BKIOYas HMHPOPMALMIO O  COCTaBax
aIMUHUCTPATHBHBIX MPABOHAPYIIEHUAX, PACCMOTPEHHE KOTOPBIX OTHOCHUTCH K MOJTHOMOYHSM
Ciryx6b1, BUIAX aIMHHHCTPAaTHBHBIX HAKA3aHUH M HX pasMepax;

©WCKBapTaNbHO Ha caiite CnyxObl pasmemaercs HHpOpManyMs O MpPOBEPKAX
IOPHIHHCCKUX JIMI ¥ WHIUBUAYaJbHBIX MpeANpUHUMaTenel, nposeneHHbX Cryx6oif, ¢
yKa3aHHEM BbISBJICHHBIX HAPYIIEHHUIT;

MHQOPMAUMAs O TNpPOBOIMMBIX [MPOBEPKAX M HX pe3yIbTaTax BHECEHA B
aBTOMATH3MPOBAHHYIO HH(POPMALMOHHYIO cicTeMy «EfuHbIi peecTp mpoBepok»;

MOArOTOBJIEH M ONyO/IHKOBaH Ha oduumansHOM caiite CiryObl €XKEeTOaHbIH 10K 06
OCYIICCTBICHAH TOCY1apCTBEHHOTO KOHTPOJIA (Haa30pa) U 00 3¢ (HeKTHBHOCTH TAKOrO KOHTPOJIS
(Han3opa).

IInaHOM npoBeseHHS MIAHOBBIX NMPOBEPOK FOPUAMYECKHX JHI U WHAHBUAYAIbHBIX
npeanpunumatenedt ma 2020 rox, yTBepKIEHHbIM mpuHKasoM oT 25 oktabps 2019 r.
Ne 01/06-1084, B 2020 romy npemycmotpeno 2 mpoepku — OO0 «DK I'pann Kanuran
Hebokcapery 1 00O «Ilynbe». Bo McHONTHEHHE IMOCTaHOBICHHUS IIpaButenscrBa Poccuiickoit
OQepepamuu ot 03.04.2020 Ne 438 «O6 ocobenHocTsix ocymectieHus B 2020 roay
FOCY1apCTBEHHOTO KOHTPOJIA (Haa30pa), MyHHLHIIAIBHOTO KOHTPOJIS ¥ O BHECEHUH H3MEHEHHUS
B IyHKT 7 IIpaBui IOArOTOBKH OpraHaMH roCyJapCTBEHHOTO KOHTPONS (HaA30pa) M OpraHamu



3

MYHHIMOAIBHOTO ~ KOHTPOJIL ~ @KCTOAHBIX [UIAHOB  IIPOBEJCHHS IUIAHOBBIX  [POBEPOK
IOPHAMYECKUX JIMIl W HMHIUBHAYallbHBIX TPEANpPHHUMATENC» [JaHHBIE MPOBEPKH ObUIH
HCcKmoveHsl U3 [lnana nposepok. BHennaHoBble IpOBepkH B BHIY OTCYTCTBHS OCHOBAHHI B
2020 romy Takxe He MPOBOJHINCE.

B 2021 rony B pamMkax pernoHaIBHOTO TOCYIapCTBEHHOTO KOHTPOJS 3a IIPUMEHEHHUEM
ueH Ha JKHBJIII 3annanupoBans! Tpu AOKyMeHTapHbIE MPOBEpKH — B oTHOmEeHuH 000 «DK
I'pann  Kanutan YeGokcapbi», MWuuielickoro paifoHHOro mOTpeOGUTENBCKOrO 0BIIEeCTBa,
SInpuHCKOro paifoHHOro MOTPeOGUTENTBCKOro 06IIeCTRa.

ITo cocrosnmio Ha 1 smBaps 2021 roxa KONMYECTBO XO3SHCTBYIOIMX CYGBEKTOB B
TIOIKOHTPOJIBHOM cdepe cocTapinsier 128.

[Tokasarenn pesynsraruBHOCTH MeponpusTuit [Tporpammsr 3a 2020 ro:

Komuuectso IIPOBEICHHBIX NpoQUIaKTHIECKUX 0
MCPOTIPHATHIH, €.

Konnyecto cyGbheKkTOB, B OTHOIIEHHH KOTOPBIX IPOBOAATCSA 128
NpOQUIAKTHYECKHE MEPOTIPHUSTHS, €1,

Honst cyObeKkToB, B OTHOLICHHH KOTOPHIX IPOBECHBI 0

NpoQUIaKTHYECKHE MEPOTIPHATHS, Yo

Komnyectso  npenocrepexenuit 0 HegomycTHMOCTH -
HapyIIeHUs! 00s3aTenbHBIX TpeboBaHui, BBEIIaHHBIX
IOJKOHTPONBHBIM cyOBpekTam B paMKax NPOBEACHUS
NpoQUIAKTHYECKUX MEPOTIPUSTHI, eI

Henocpencteennem pesynpratom peamusanuum IIporpamMmsl  SIBISETCS TOBBIICHHE
3 beKTHBHOCTH COOMIONEHHS MONKOHTPONBHBIMU CYOBEKTAMH Ha TeppuTopuH YyBaIcKoi
Pecrybiiku 06s3aTebHBIX TpeGOBaHUIl B 06/1aCTH TOCYIAPCTBEHHOTO PEryJIHpPOBaHHUS LIEH Ha
JICKapCTBCHHbIE NPENapaThl, BKIFOYECHHBIE B NTePeYeHb XKH3HEHHO HEOOXOMMMBIX W BaKHEMIIMX
JIEKapCTBEHHBIX MPEIapaTos.



