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K pacrmopsKeHHIO

KOMHTETA 110 TapudaM U LIEHOBOH MOJIUTHKE
JleHuHrpaacKkoil qoIARTH

oT Q& nexabpst 2024 rona Ne p

IIporpaMmma npoHIAKTHKH PHCKOB NPHYMHEHHS Bpeaa (ymep6a) oxpaHsieMbIM
3aKOHOM IIeHHOCTSIM, OCylIleCTBJIsieMasi KOMHTETOM 10 TapHpam H
neHoBoii noauTHKe JIeHHHrpagcKoii 00;,1acTH B pAMKaX perHoHajlbLHOTOo
rocyJapcTBeHHOro KOHTPoJIsi (Haa30pa) 32 NPUMEHEHHEM eH Ha JCKAPCTBEHHBIC
npenapartsl, BKJIIOYeHHbIE B epe4eHb JKH3HEHHO HE00XOAHMMBIX H BasKHEHIIHX
JeKapCTBEHHbIX NPenaparos, Ha 2025 roxa

ITporpamMa npodHIaKTHKX PHCKOB MNPHYMHEHHS Bpea (yiepba) oXpaHAEMBIM
3aKOHOM IIeHHOCTSM Ha 2025 roj, ocymiecTBiisieMas KOMUTETOM II0 tapudaM ¥ IECHOBOU
noymtuke Jlenunrpanckoii obmactu (mamee — JIenPTK) B pamkax perpoHalbHOro
FOCYHapCTBEHHOro KOHTponsA (Hajn3opa) 3a NPUMEHEHHEM LEH Ha JIEKapCTBCHHBIC
npenaparbl, BKIIOYEHHbIE B IeEpeYeHb IKM3HCHHO HEOOXOIMMBIX ¥ BaOXKHEHIIHX
JIeKapCTBEHHBIX NPENapaToB (naiee - NporpamMma npoQHIaKTHKH B PaMKax perHOHalbHOIOo
rOCyZapCTBEHHOr0 KOHTpONs (Hansopa) 3a NpPUMEHEHMEM IleH Ha JIEKAPCTBEHHBIE
mpenaparsl, BKIIOYEHHBIE B IEpeueHb IKH3HCHHO HEOOXONMMBIX ¥ BaKHEHIIMX
JNIEKapCTBEHHBIX IIpenapaToB), paspaboTaHa B UENSIX CTHMYJIMPOBAHMI coOJIoIeHNS
JOPHIMYECKMMH JIMIAMH ¥ HHMBHYaTbHBIMA NPEANPUHAMATENAMH, OCYIIIECTRIIIOLIUMHU
ONTOBYIO TOPrOBIIO JIEKADCTBEHHBIMH CPEACTBAMH, aNTCIHBIMA OpraHu3alHusIMH,
MHIMBHAYalbHBIMU MPEANPHHUMATEISIMH, UMEIOIIUMY JINLICH3UIO Ha (bapMaleBTHYECKYIO
JEATEIBbHOCTD, MEIUIITHCKUMH OpraHu3alusaMHy, HMEIOIIUMHU JUIECH3UIO
Ha (apMalueBTHYECKYI0 [eATelNbHOCTh, W HX 060COONEHHBIMA  TTOAPA3ACICHUSIMU,
PACIIONIOEHHBIMU B CEJIbCKAX HACENEHHBIX MYHKTaX, B KOTOPLIX OTCYTCTBYIOT alTeUHbIS
OpraHM3alUHK, IPH pean3allii JeKapCTBEHHBIX NPENapaTos TpeOoBaHMHI K IPUMEHEHUIO
IieH, YPOBEHb KOTOPHIX HE HNOJDKEH HPEBHIATH CyMMY daKTH4ecKol OTIYCKHOH ICHEI,
YCTAHOBIIEHHOH IIPOM3BOIUTENEM JICKApPCTBEHHBIX —NPENaparos, H KOTOpBle HE
TIPEBEILIAIOT 3aPETHCTPUPOBAHHBIX NMPENEBHBIX OTIIYCKHBIX 1I€H, ¥ Pa3MepOB ONTOBBIX
HanGaBoK U (M) PasMepoB PO3HUYHBIX HaA0aBOK, HE MPEBHIIAIOIIMX COOTBETCTBEHHO
pasMepoB TIPEAENbHEIX ONTOBBIX Ha0aBOK H (unu) pa3sMepoB NPENENBHBIX PO3ZHHUYHBIX
Han6aBOK, yCTAHOBJIEHHBIX B JleHuHrpanckoi obnactu (najiee — KOHTPONMpYeMble JINLA
B 00JacTH IIPUMEHEHHS 1IEH Ha JIEKapCTBEHHbIC Tnpenaparsl), 00s3aTeNbHBIX TPeOOBaHNH,
yCTpaHeHHUs yCIOBHil, MpHYMH M (HaKTOpPOB, COCOOHBIX MPHUBECTH K HapyMICHHSIM
06s3aTenbHBIX TpeboBanuii M (MJIM) IPUUMHEHHIO Bpea (ymepba) oxpaHseMbIM 3aKOHOM
LEHHOCTSIM, CO3JAHMsI YCIOBHMH JUIS  JIOBEEHUs — O0A3aTeNbHBIX TpeboBaHui
10 CBENEHHs KOHTPOJUPYEMBIX JHMI B cdepe NpUMEHEHHs LEH Ha JICKapCTBEHHBIC
TIpenaparsl, IOBBIIIeHHE HHPOPMUPOBAHHOCTH O crioco0ax ux coONOAEHHS.



Pasaen L. AHasiu3 TeKylero COCTOSIHHSI OCYLIeCTBJICHHS BHAa KOHTPOIsA, ONHCAHUE
TeKylero pa3BUTHs NPOGHIAKTHYECKOH e TeHLHOCTH KOHTPOJILHOTO
(HaJ30pHOI0) OpPraHa, XapaKTepHCTHKA NPodJeM, Ha pelieHHe KOTOPBIX HAnmpaBJIeHa
nporpamMma npoQguiIaKTHKH

Ha TeppuToprn JIGHHHTpaACKOH 00nacTH OpraHoM WCIOJIHUTENILHOM BIIACTH,
YIIONHOMOYEHHBIM Ha OCYIIECTBIICHHE TOCY1apCTBEHHOr0 PeryJIMpoBatis ueH (tapudoB)
Ha TOBaphl (YCNIyrH) OpraHM3allii, OCYIIECTBIIAIOLIMX PErylIHpyeMyto JIEeSITENIBHOCTD,
apnsercs JIeHPTK.

JIeuPTK, B coorBercTBUH C llojoXeHHEM O KOMHTETE IIO tapudam u LIEHOBOH
nonuTHKe JIeHMHIpaacKoil 00NacTH, YTBEPKAECHHBIM NOCTaHOBICHHEM IIpaBuTensCcTBa
Jlenunrpanckoit obnactu ot 28 aBrycra 2013 roga Ne 274, I1ono)xeHHEM O PETHOHAIBHOM
roCyJIapCTBEHHOM KOHTPOJIE (Han3ope) 3a IpPUMEHEHHEM LEH Ha JIeKapCTBEHHLIC
npenaparsl, BKIIOYEHHbIE B TIE€PEYCHb JKH3HCHHO HEOOXOMUMBIX W BaXKHEMIIHUX
JIeKapCTBEHHBIX NPENapaToB, Ha TEPPUTOPHH JIeHUHrpaZickol 001acTH, YTBEPKIACHHBIM
nocraHoBieHreM IlpaBuTenbCTBa Jlenunrpazackoit obnactu ot 30 centsaops 2021 ronma
Ne 637 «O6 yTBepxnaeHnu ITojoXeHHS O PErHMOHAIBHOM TrOCYHapCTBEHHOM KOHTpOJIE
(2azm3ope) 3a IPUMEHEHUEM 1leH Ha JIeKapCTBEHHBIC NPEMapaTel, BKJIIOYEHHBIE B IIEPEUYEHD
KHU3HEHHO HEOOXONMMBIX M BaXKHEHIIMX JIEKApCTBEHHBIX IIPENaparoB, HAa TEPPUTOPHU
JlenuHrpaackoil o6macTu», OCYIIECTBJIACT pEerHoHaNbHBIA TOCYIapCTBEHHBIH KOHTPOJb
(Ham30p) 32 MPYMEHEHHMEM LIeH Ha JIEKapCTBEHHBIC IIPENaparhl, BKJIIOYEHHBIE B IIEPEUYCHB
sKU3HEHHO HEOOXOMUMEBIX U BOXKHEHIINX JIEKAPCTBCHHEIX NMpernapaTos (nanee — XKHBJITI).

IIpenmeToM pErHOHAJILHOTO roCyJIapCTBEHHOTO KOHTPOJIS (namzopa)
sa npumenenueM IeH Ha JKHBJII sasnsercs coBIoeHUE OpraHM3allsIMH ONTOBOMH
TOPTOBJIH JIeKapCTBEHHBIMH CpeacTBaMH, anTe4YHbIMU OpraHU3alHsIMU,
VHIMBAYAJbHEIME NPEANPHHAMATEIMH, HMEIOIIIMH JIMLCH3HUIO Ha bapMalleBTHYECKYIO
JIeSITeIbHOCTD, MeIUIIUHCKMMHU OpraHM3alusMH, HMEIOMMHU JAILEH3UIO
Ha (apMaleBTUYECKYIO [IEATeNIbHOCTh, H HX 0060coONEHHBIMU  TIOAPa3EIICHUSIMH,
PACMONOKEHHBIMH B CEJIbCKUX HACEJICHHBIX MYHKTaX, B KOTOPBIX OTCYTCTBYIOT anT€4HBIC
OpraHM3aliH, IPH PeaTH3alH JIEKapCTBEHHbIX NPEapaTosn TpeGoBaHUH K MPUMEHEHHUIO
11eH, YPOBEHb KOTOPBIX HE NOJDKEH MpPEBBILATE CyMMY daKTH4ecKoil OTIYCKHOH IEHEI,
YCTAaHOBJICHHOM IIPOM3BOAMTENEM JIEKApCTBEHHBIX IPEINaparos, H KOTOphlE HE
TIPEBHIIAIOT 3aPETHCTPHPOBAHHBIX NPEAENbHBIX OTIYCKHBIX LEH, H pa3MepoB ONTOBBIX
Han0aBoK ¥ (MIIH) pa3MepoB PO3HHYHBIX HAn0aBOK, HE MPEBHIIAIOMINX COOTBETCTBEHHO
pasMepoB NpPEeAEJIbHBIX ONTOBBIX Han6GaBok M (WJIKM) pa3MepoB MpPeNeNbHBIX PO3HUYHBIX
Han6aBOK, YCTAHOBJICHHEIX B JIEHHHrpancKoi obracTy.

O6GBEKTOM PErHOHAIBPHOTO TOCYNapCTBEHHOrO KOHTPOJA (wamzopa) SBIAETCS
OCyILeCTBJIseMas OpTaHM3alMsIMU ONITOBOH TOProBIH JICKAapCTBCHHBIMU CpeICcTBaMH,
anTeYHbHIMH OpraHM3alMsIMH{, HHIMBHAYaJIbHBIMH IIpeANpUHAMATENAMH, HMEIOIHMA
JHIEH3HI0 Ha (apMaleBTUYECKYIO MAEATENbHOCTh, MEIUUMHCKUMH OpraHU3aliiMHi,
UMEIOIMMH JIHIEH3UI0 Ha (apMaleBTUYECKYIO HAEATENBHOCTh, H HX 000c00NEHHBIMHU
NOApa3NeNicHASIMH, DPACIONIOXEHHBIMH B CEJIBCKMX HACENeHHBIX NyHKTaX, B KOTOPBIX
OTCYTCTBYIOT alTeyHble OpPraHM3allid, AEATENbHOCTh MO pealnsaliy JIEKapCTBEHHBIX
npenapaToB, B YacTH COOMIOfieHHs O0O0s3aTelbHBIX TpeGOBaHUil, YCTaHOBJIEHHBIX
3aKoHOHaTeNnbcTBOM Poccuiickoii ®Penepanuu ¥ TPHHATBIMH B COOTBETCTBMM C HHM



HOpDMATUBHBIMKM  IIDaBOBBIMH  aKTaMu Poccuiickoit  @enepauuu B obyactH
rocy1apCTBEHHOTO PeryJIHpOBaHus IEH (tapudos).

PerdoHaNbHBIA TOCYAapCTBEHHBIM KOHTPOJb (sanzop) ocymectsusercs JlenPTK
Ha OCHOBE YIpPAaBJECHHs PUCKaMH NPUYHHEHHUS Bpelad (yuiepba) oXpaHSEMBIM 3aKOHOM
IIEHHOCTSM, ONPEJEIAIOEro BEIOOp NpOUIIaKTHIECKUX MEpPONPUATHH ¥ KOHTPOIBHBIX
(HaA30pHBIX) MEDPONpPHATHH, HX CONEpKaHHe (B TomM umciae OOBEM IPOBEPAEMBIX
o6s3aTeNbHBIX TPeOOBaHMIT), HHTEHCHBHOCTb U PE3yJIbTAaThL.

IIpy OCYyIIECTBIEHHH KOHTpOIs B 00JacTH NMPUMCHEHMS ILICH Ha JIEKapCTBEHHBIE
Ipenapartbl, B LesIX YNPaBIeHUs PHCKaMH NPHYMHCHUA Bpena (ywep6a) oxpaHAEMBIX
3aKOHOM LIEHHOCTSIM, ITOJIOXKEHHEM O TOCy1apCTBEHHOM KOHTPOJIC (Han3ope) OnpeneneHbl
KPUTEPHH OTHECEHHs OOBEKTOB KOHTPOJNS K KaTeropud pHCKa NpUYMHEHUs] Bpena
(ymep6a) (nanee - KaTeropuu pHCKa), @ TAKKe yTBEPXKIEH IepeueHb HHAUKATOPOB prCKa
HapyHIeHus 06s13aTeTbHBIX TPEOOBAHHH.

B 1ensx OUEHKH PUCKOB IPHYHHEHMs Bpena (ymep6a) JlenPTK Ha MOCTOSHHOM
OCHOBE OCYLIECTBIISIETCS. MOHHTOpPHHT (cOop, 06paboTka, aHanTM3 M Y4eT) CBEICHHH,
MCTONB3yEMBIX MUl OLEHKH M YIPAaBIEHHs PpHCKaMM IpUIMHCHHA Bpena (ymepba)
U naibHeiIIero OTHECEHUS NEATENbHOCTH KOHTPOJHMPYCMBIX JIAIL B chepe pUMEHEHHUS
HeH Ha JIeKapCTBEHHBIC IIpemapaThl, K KaTeropusM pHCKa aubo ompeneneHus
MHIMKATOPOB PHCKa HapylIeHHs 00s3aTeNbHbIX TpeOOBaHHMIA. .

KoHTpoibHas (Haa30pHas) AesTeNbHOCTD JIeuPTK ocy1iecTBIsSETCA MOCPEICTBOM!

1)  cucremaTHyeckoro  HabOmomenus — 3a cobmonenueM  00s3aTeNIbHBIX
TpeGoBaHuii  (MOHHUTOPHHT 6e30acHOCTH) TpH  OCYINECTBICHHM  NESATCIIBHOCTH
IOpHIMUECKHMH JIMIIaMHU, HHIHBH Y albHBIMH npeanpuHIMAaTENIMH;

2)  IpOBENEHUSA JIOKyMEHTapHBIX IIPOBEPOK FOPUANYECKUX JUIL,
MHIMBHAYAIbHBIX IPeAnpUHIMaTeiel (IIaHOBbIX 1 BHEIUIAHOBHIX); '

3)  TpoBedeHMsl BHIE3HBIX IPOBEPOK IOPHIMYECKUX JIMI, HMHIABHUIYaJIBHBIX
npeanpyHUMaTeNe (IIaHOBBIX U BHEIJIAHOBBIX); '

4)  opraHMzauMM M IPOBENCHHA MeponpusiTUii,  HampaBJICHHBIX  Ha
NpoUIAKTHKY  HapylICHHH obsi3aTenbHBIX  TpeboBaHMH B COOTBETCTBMH  C
3aKOHOJATEBCTBOM, PETYJIHUPYIOIMM OCYILIECTBICHHE TOCYHapCTBEHHOTO KOHTpPOJIS
(manzopa);

5)  NpUHATHA NpPENyCMOTPEHHBIX 3aKOHOAATELRCTBOM Poccuiickoit Penepannu
Mep TI0 PEeCEe4eHHIo ¥ (UiHM) YCTPAHEHHUIO MIOCJeNCTBUI BHISIBIEHHBIX HapyIIEHU, B TOM
Yyucle:

- COCTABJIEHHs. IPOTOKOJIOB 00 aIMHHHUCTPATUBHBIX NPABOHAPYINCHHUAX, CBA3AHHBIX
¢ HapyIIeHHeM IOpsIKa LEeHOOOpasoBaHHs M yCTAHOBJICHHBIX CTaHJapTOB PaCKPBITHS
uH(OpMaIuy;

- BBHIIAYH NIpEAHCanuii 00 yCTpaHEeHHH HapyIIeHHUH;

- IpOM3BOACTBAa IO  Jenam 00  aIMHHACTPATHBHBIX npaBOHapyLICHHUSX,
npenycMotpennbix  Komekcom — Poccuiickod denepauun 00  aIMHHHCTPATHBHBIX
NpaBOHAPYIIECHHAX;

- KOHTPOJIL 32 HCIONHEHHEM BBIHECCHHBIX npeanucaHuii  (IpeacTaBIeHHH)
06 yCTpaHEeHHH AOMYIIEHHEIX HapyLIeHHH;



- pasMelneHust HH(OPMAINK O NPOBEIECHHH IIJIAHOBEIX M BHEILTAHOBLIX NPOBEpKax
B @enepanbHOil rocylapCTBEHHOM nHbopMmaluoHHoii cucreme «EmuHBIE peecTp
KOHTPOJIbHO-HAI30PHBIX MEPONPUATHIIN.

Esxeroguple ~ IIaHbBl  NPOBENEHWs  IIAHOBBIX ~ TPOBEPOK  PasMCIICHBI
Ha opuuuansHoM caiite JlehPTK B HHGOPMAIMOHHO-TEJIEKOMMYHHKAIIHOHHOH CETH
«MHTepHEeT» IO anpecy: https://tarif.lenobl.ru/ru/programmy-i-plany/kontrolno-
nadzomaya—deyatelnost/248-fz/plany-provedeniya—planovyh-kontrolnyh-nadzomyh-
meropriyatij/.

"B cooTBeTcTBHM ¢ mocraHoBieHmeM IIpaButensctBa Poccmiickoit ®Penepanuu
or 10 mapra 2022 roma Ne336 «O6 ocoOEHHOCTAX OpraHusallidl ¥ OCYINECTBICHHA
FOCYIApCTBEHHOr0 KOHTPOJA (Ha#30pa), MYHMIUNANbHOTO KOHTPOIID (nanee —
nocranosienne Ne 336), B 2024 roxy miaHOBbE MPOBEPKH HE NPOBOIMINCE, OCHOBAHUS
I TIPOBEACHHMs BHEIJIAHOBBIX NpOBEPOK OTCYTCTBOBAIM, NPOTOKOJEI TIO ACIaM 06
aIIMHHMCTPATHBHEIX IPaBOHAPYIIEHUAX HE COCTABIISUINCE.

Pacropsoxennem JlenPTK ot 30 oxtsi0ps 2024 roma Ne 364-p yTBepXKIEHEI
KpuTepur GOPMUPOBAHHUS ILIaHA MPOBENECHUS BBIC3IHBIX obciieoBaHmi, ONPENEIIAIONIUX
OCHOBAHHS Ul BKJIIOYEHHS KOHTPONMPYEMBIX JIMIl B MJaHBl NMPOBEACHUS BBIC3MHBIX
obcenoBanuii NP  OCYIUECTBICHHM PETHOHAJIBHOrO TrOCYNApCTBEHHOIO  KOHTPOJA
(nam3opa) 3a npumeHeHueM 1eH Ha JXKHBJIIL

B COOTBETCTBHH C IIYHKTOM 2 HpPHIOXKEHUS 3 K IOCTaHOBJICHHUIO Ne 336, mman
TIIpOBENIEHHs BRIE3IHEIX 00CIe10BaHuIH hopMupyeTcs €XEKBapTalIbHO.

Pacmopsxennem JlenPTK ot 30 okTa06pa 2024 roma Ne364-p yTBEPXKIEHBI
clIexyromue Kputepun GopMUpPOBAHHS TIIaHA POBEACHHS BRICITHAIX obcleioBaHui:

1. HanuuWe BCTYNHMBLIEr0O B ~ 3aKOHHYIO CHIy B TeHYCHHME Tpex JICT,
IpEeNINecTBOBABIINX JaTe NpPHHSATHSA PpEIIeHHs O BKIIOUCHHA B IUIaH IIpOBENICHUS
BBIE3MHBIX OOCIENOBaHUIl, IOCTAHOBJICHHS O IPHUBJICHCHHH K aJMHUHHACTPAaTHBHOH
OTBETCTBEHHOCTH IOPMAMYECKOro JIMI@, €ro AODKHOCTHOTO JHHa MIH pabOTHHKOB,
MHANBUAYAIBHOIO IpenpHHUMATENS 3a coBeplLIEHUE IIpaBOHapYLICHMIHA,
OTBETCTBEHHOCTh 32 KOTOphle NpEIyCMOTpPEHa YacTblo 4 CTaThH 14.4.2 Konekca
Poccuiickoii Penepauuu 06 aIMIHUCTPATHBHBIX IPABOHAPYIICHHAX.

2. UcTeyeHre CpOKAa MCIIONHEHHs IIpe/nucaHus 00 YCTpaHEeHMH BBIABICHHBIX
HapyIleHH#, BBIIAHHOIO KOHTPOJIUPYEMOMY JIMIly IO pe3yJbTaTaM BBIS3JHOIO
o6cnenoBanns, TPOBEEHHOr0 Ha A OCHOBaHWM IIJaHAa MPOBCACHHA  BBIE3AHBIX
ofOcenoBaHui.

3. HeomHoKpaTHOe TOCTyIuleHHe (1Ba Wiu Ooiee pa3a B TeUCHHE JBEHANIATH
MECSIEB, IPEAMECTBYIONMX JaTe (OpMHPOBAHMS miaHa) xano0 (obpamieHuit)
Ha HapyllleHHe KOHTPOIMPYEMBIM JIMLOM 00s13aTeIbHBIX TpeGoBaHUil K NPUMEHEHHUIO 1IEH
Ha JKXHBJII Ha TeppuTopuu JIeHHHIpaICcKo# 061acTH.

Ha caiite JIeiPTK B nH(MOPMAaMOHHO-TEJEKOMMYHHKAIOHHON CETH «HTEpHET»
o ajpecy: https://tarif.lenobl.ru/ru/eias/modul-reestr/sfera—ku/ pasMellieH IlepedYeHb
opraHuzaiiyii, B OTHOIIEHHH KOTODBIX JIeuPTK ocymiecTBisieT IOTHOMOYHS B 00NacTy
rOCyAapCTBEHHOTO PpEryjJupoBaHMs LEH (TapudoB) B 3MEKTPOIHEpreTHKe, B Chepe
rasocHabxenusi, B chepe TemnocHabxeHus, B chepe BONOCHAOXEHHS U BONOOTBENCHHUS,
obpalieHuss C TBEPABIMH KOMMYHIBHBIMHM OTXOJaMH, & TaKKe OCYIICCTBIIACT
pEerHOHATBHEIA FOCYJapCTBEHHEIH KOHTPOJIb (HaA30p) B yKa3aHHBIX chepax.



Tlo cocTosHHMIO Ha 30 cenTsA6ps 2024 rona AesTENbHOCT B 00JIACTH PEryIHpyeMBIX
ueH (Tapudos) Ha TeppuTOpuH JIeHHMHrpanCKoH obnactTy B 00J1aCTH NpPUMEHEHHS LEH
Ha JIeKapCTBEHHEIE IIperapaThl oCylecTBisieT 329 OpraHMu3alHi.

B coorBeTcTBUM ¢ IIOJOKEHMEM O PErMOHAILHOM TrOCYJapCTBEHHOM KOHTPOJIC
(Ham3ope) 33 MPHMEHEHHEM IIEH Ha JIEKapCTBEHHBIE Npenaparkl, BKITOUECHHBIC B HEPEHeHb
J)KHBJIIT na Tepputopun JleHuHrpajckoift obnacry, JIeaPTK ocCyleCTBIAIOTCS
cepyomue IpodHUIaKTHIecKne MEPONpPHUATHS B OTHOIICHHH KOHTPOJMPYEMBIX JIHIL
B chepe NIpUMEHEHNs LIeH Ha JIeKapCTBEHHBIE Mpenaparhbl:

- "H(OPMHUPOBAHHE;

- 06061eHNE TIPABONIPUMEHUTENBHOM MPAKTHKHY,;

- 0OBsABIIEHHE IPENOCTEPEIKEHNS,;

- KOHCYJIbTHPOBAHHE;

- IpoGMITaKTUYECKHIA BU3HT.

B 2024 romy OpraHM3alus M [pOBENEHUE MEPONpUATHH, HanpaBIeHHBIX
Ha NpoGUIAKTAKY HapyIeHH# o00s3aTebHBIX Tpe6GoBanuii, mnposoxutca JlenPTK
HAa HOCTOSHHON OCHOBE B COOTBETCTBMH C IIporpammoidl NpOGUIAKTHKH pPHCKOB
npuuuHeHus Bpena (ymiepba) OXpaHSEMBIM 3aKOHOM IIEHHOCTIM, OCYIIECTBIISEMYIO
KOMHUTETOM IO TapuhaM M ILEHOBOW MOJHTHKE JlenuHrpaackoif obnact B paMKax
PETMOHAJLHOIO  TOCYNapCTBEHHOTO  KOHTPOJIA (Hamsopa) 3a IpUMEHEHHEM IEeH
Ha JIeKapCTBEHHBIE INpPeNaparhl, BKIOUEHHbIE B MEPEHCHb JKM3HEHHO HEOOXOOUMBIX U
BaKHEHIIHMX JIEKapCTBEHHBIX IpenapaTos, Ha 2024 rox, YTBEPXKIEHHOH PacHOpsKEHHEM
JIeuPTK ot 1 nexa6ps 2023 roma Ne 450-p. '

IIporpaMma NpOGHIAKTHKM HapyIIeHUH obGs3arenpbHBIX TpeGoBaHuii B objacTu
IIpPUMEHEHHs LIeH Ha JIeKapCTBEHHBIC TPENaparsbl, BKIIIOUCHHBIC B nepevens JKHBJIII,
pasmemena Ha calite JlenPTK B MH(OPMALHOHHO-TE/IEKOMMYHUKAIHOHHOK  CETH
«/laTepHeT™  HO  ajapecy: https://tarif.lenobl.ru/ru/programmy-i-plany/kontrolno—
nadzornaya—deyatelnost/248-fz/programmy-proﬁlaktiki-riskov-prichineniya-vreda/.

WcHonHenue  OPraHM3ANMOHHBIX M NPOQHIAKTUYECKUX MEepONpHATHI
OCYIIECTBISIETCS B COOTBETCTBHH C €XEroJHo paspabaThiBaeMbIM ILTIAHOM-TpadHKOM
TaKAX MEPOIPHUSITHH. ‘

WudopManus no npopuiaKTuke HapymeHnH 06s13aTeNbHBIX TpeGoBaHuii B IIOTHOM
obbeMe pa3MellaeTcsa B MH(OPMAIMOHHO-TEJIeKOMMYHHKAIOHHON CETH «IHTepHET»
Ha odunuansHoM caiite JIenPTK B pasznene «KonTponbHas (Haa30pHas) NeSTEeIbHOCTDY,
YTO IO3BOJISIET KOHTPONHPYEMBIM JMLaM B 061acTH IPHMEHEHHS [EH Ha JICKapCTBEHHBIC
npenaparbl CaMOCTOATENBHO ONPENETUTh H HOGPOBONBHO IOATBEPAHTH COOIIIOACHHE
00s3aTENBHBIX TPEOOBAHHIA.

B paMkax TpeaynpexAeHHs HapyIICHUs o6s3arensHbIX TpeboBanuit JIenPTK
B 2024 rofy IPOBOAMI MEPOIPHATHS MO NPOQHUIAKTHKE HapyIIeHUH, B TOM YHCIe:

-B ¢opme MHOOPMHPOBAHHSI KOHTPOIMPYEMBIX JIHMI B chepe IpUMEHEHHs LCH
Ha JIeKapCTBEHHBIE Mpemaparsl IO BONPOCaM COOMIONCHHS 00s3aTeNbHBIX TPeOOBAHMM
yepes HMHGOPMAIMOHHO-TENEKOMMYHUKAMOHHYIO  CETb «nTepHeT», MOJIYYEHHUS
HeOoOXOAUMBIX CBEIEHHI IO 3JIEKTPOHHOM IMOYTe, Yepe3 opuuanbusli caiT JlenPTK;

- IyTeM npoBeleHHs HH(YOPMALUUOHHO-METOAMYECKAX CEMHHApOB, B paMKax
JIMYHBIX TIPUEMOB, paboOYHX TOE3N0K U BCTPed C KOHTPOJHUPYEMBIMH JIHIAMH B obnactu
NpUMEHEHHs 1IeH Ha JIEKapCTBeHHbIe Ipenaparhl, B HacTH cobioneHust 00A3aTeNbHBIX



TpeGoBaHH, yCTaHOBJIEHHBIX 3aKOHOAATEILCTBOM Poccuiickoit @enepaniiy ¥ IPpHHATHIMU
B COOTBETCTBHM C HMM HODMATHBHBIMH IIPaBOBBIMH akTamu Poccuiickoil denepanuu
B 06JIACTH FOCYHApPCTBEHHOTO PEryINPOBAHHS LieH (Tapu(oB);

-IMyTeM NOATOTOBKH M PasMEIEHHs  Pa3shACHUTENBHBIX — MaTepHaloB,
MHGOPMALMOHHBIX MHCEM, DPYKOBOACTB IO BOIPOCaM cobmofienuss 00g3aTENbHBIX
Tpe6opanuii Ha opunuansHoM caiite JIeHPTK;

- IyTeM pa3sMeIleHNs ¥ aKTyanu3alud Ha opULIHaIbHOM caitte JIeiPTK nepeunei
HOPMATHBHBIX aKTOB, COIEp)Kamux 00s3aTeNbHbIE TpeGoBaHus, COOMONEHHE KOTOPBIX
onenuBaercs npu nposenenun JIeHPTK MeponpusTuil 10 KOHTPOJIIO;

- myTeM OMyOIMKOBAaHHS HOPMATMBHBIX IIPaBOBBIX aKTOB, YCTaHABIMBAIOMIMX
o6a3aTenpHble TpeGoBaHus, a TaKke HHPOPMamUM O BHECEHHBIX M3MCHCHHUAX
B ACHCTBYIOIIHE HOPMATUBHBIE IIPABOBBIC aKThI;

- MyTeM MOATOTOBKH M pa3MeLICHMs Ha oburmansHoM caiite JIenPTK mepeunen
TUIOBBIX HapyLIeHWH OOs3aTeNbHBIX TpeOOBaHMH, B TOM HYUCIE C PEKOMEHAANMIMU
B OTHOLICHAH Mep, KOTOpHIE [OJDKHBI NPHHMMATBCS OOBEKTaMH KOHTPOJIS B LENAX
HeJONYIIEH!s TaKUX HapyIeHHH;

- IOJITOTOBKHM, OOCYXJIEHHS W pa3MellleHHs Ha OGQHIMaIEHOM caiite JlenPTK
0630pa TPaBOIPUMEHHTENBHON TNPaKTUKH KOHTDPOJIbHOM (HAI30pHOM) IesTEeIbHOCTH
JIenPTK;

- IyTeM NPOBEAEHUS NPOPUIAKTUIECKHX BUSUTOB;

-myTeM OOBSBIEHHS TIPENOCTEPEXCHHH O  HENOMYCTUMOCTH  HApyINCHHA
06s3aTeNbHBIX TpeOOBAHMIA.

OcymiecTBI€EHHE KOHTPOJIA 3a NpHMMEHEHHWeM LieH Ha JIEKapCTBEHHbIE Mpenaparsl,
pKrouennbie B nepevens JKHBJIIL, Ha Tepputopuu Jleunnrpaznckoit obnactu B 2024 rony
IIPOBOMJIOCH B PaMKaX OCYINECTBICHHUS MOHUTOPHHIOB IICH:

- MOHHUTOPHMHTra 3aKyIOYHBIX LEH Ha JIeKapCTBEHHBIE MNPENaparkl, BKIFOMCHHBLIC
B nepeuers JKHBJII, nocTaBiseMble OpraHu3alusiMu OINITOBO# TOProBIH B MENULIMHCKHE
OpraHu3alii roCyJapCTBEHHOM CHCTEMBI 3PAaBOOXPAHCHHA JleHuHrpanckoii odbnactu;

- MOHHTOPHHTa [eH Ha JIEKapCTBEHHbIE Npenaparbl M MEeIUIHHCKHE H3NCTHA
110 TIOpY4EHHIO IPOKypaTyphl JIeHHHI paJICKOH obnacty;

- OIIepaTHBHOTO MOHMTOPHHTA PO3HHYHBIX HEH Ha JIEKapCTBEHHBIC Ipernaparbl,
MEIHIMHCKHE W34eINs U HAIUYHUs UX B OPraHU3alMsX TOPTOBIM B pamMKax HCIIOJHCHHA
Vkasa [Ipesunenta Poccuiickoii denepanu.

1) MOHMTOPHHI 3aKyNOYHBIX II€H Ha JIeKapCTBEHHBIE MPENapaThl, BKIIOMEHHBIC
B nepeuens JKHBJITL, nocTaBisieMble OpraHU3alisIMH ONTOBOH TOPTOBIH B MEIUIHHCKHE
OpraHM3aliK rOCYAapCTBEHHON CUCTEMBI 31PABOOXPaHECHU S JlenuHrpanckoii obnactu

MeponpusTiusi  OCYIIECTBISUINCE B coorerctBud ¢ 1mpukazoM JlenPTK
ot 04.06.2014 Ne 77-n «O6 opraHu3anyy IPOBEACHUS MOHHTOPHHIA 3aKyNOYHBIX HEH
Ha JIeKapCTBEHHbIe IIpenaparsl, BKIIOYEHHBIE B IIEPEHCHB JKHBJIII, mocraBisieMbIe
OpraHM3allMsMK OITOBOH TOPrOBIM B MEIULHMHCKAE OpraHM3aluH roCyAapCTBECHHOM
CHCTEMBI 37paBooxpaHeHus: JIeHHHTpaJckoi 06acTi» eXeKBapTAbHO; 110 pe3ylbTaTaM
MEPOIIPHUATHH COCTaBJIEHbBI OTYETHIL.

MOHHTOPUHT  OCYIUECTBIIJICA Ha OCHOBaHMM  JIaHHBIX, MPEICTaBICHHBIX
OpraHM3aLisIMH ONTOBOH TOPIOBAM B MEIUIMHCKHE OpraHu3aliH rocy1apCTBEHHOH
CHCTEMSI 3ApaBooxpaHeHns JIeHMHrpancKol o61acTi B opMaTe 3IEKTPOHHOrO IIabiIoHa




DenepanbHO TOCYaPCTBEHHON HHPOPMAIIHOHHON CHCTEMBI «Enunas nHQOpMaLHOHHO-
apamutdeckas cuctema O®CT Poccun».

Wudopmauuio B ¢opmare 1abioHa B JIenPTK exekBapTalbHO IPENCTaBISIOT
27 rocy1apCTBEHHBIX MEAULIMHCKHX opramsaudii, B TOoM uucie 14 MeEXpaOHHBIX
GOJNIBHMII, 3 KIHHAYECKHE MeXpalioHHBIe GONbHULEL, 4 PaliOHHBIE OOJILHHIBL, 2 TOPOACKHE
GONBLHULEL, 4 YUpexXASHUS 3APAaBOOXPAHEHHsI 0OIACTHOTO 3HAUCHHUS.

B 2024 romy (1o COCTOSHHUIO Ha 01.09.2024) mnpoaHanM3UPOBAaHbl JNaHHEIE
3a 4 xapran 2023 roza u 1-2 xapransl 2024 rona (3 otuera).

2) MOHHMTOPHHT LieH Ha JIeKapCTBEHHBIE Mpenaparbl M MEJHIHMHCKHE U3IeNust
I10 HOPYYEHHMIO IPOKYPATyph! JIeHHHIpancKo# obnactu:

2.1 B pamkax NOHCbMa IIPOKYypaTyphbl Jlenunrpanckoit obmactu ot 22.03.2022
Ne 07-33-2022 (Bx. oT 23.03.2022 Ne KT-1-1649/2022).

MOHHTOPHHT OCYIUECTBIISUICSA €XEHEIENbHO IO AaHHBIM 13 ceTeBBIX PO3HHUYHBIX
opranuzauuii (JIOI'TI «Jlendpapm», 000 «APKAD®APM Hesay, OO0 «AnteuHas CeTbh
O3», 000 «36,6» m Ap., B COCTaB KOTOPbIX BXOIMT 240 anTek) mo mnepeuHio (43
nosunun), Bkmodaromemy JXHBJIII (29 IpenaparoB), JeKapcTBa, KOTOPhIE HE SABJISIOTCA
KHBJIIT (4 mpenapaTa), ¥ MEIUIIMHCKHE H3AENUs (10 mo3uruit).

Bcero B 2024 roxy (mo coctosiHuio Ha 01.09.2024) noaroToBJieHO 34 otuera.

2.2 B pamkax NHChMa TPOKYypaTyphl Jlennnrpanckoii obmactu ot 27.04.2023
Ne 07-34-2023 (Bx. oT 28.04.2023 Ne KT-1-2537/2023).

MOHUTOPHHT OCYIIECTBIIAJICS €XEKBapTAJIBHO 1O JAHHBIM 13 CeTeBBIX PO3HUYHBIX
opraauszauuii (JIOI'TI «Jlenpapm», 000 «OPKA®APM Hesa», OOO «AnrteuHas ceTb
O3», O00 «36,6» u Op., B COCTaB KOTOPHIX BXOIHT 240 amTek) MO TEPEYHIO
(43 mnosumum), Briaouatomemy JKHBIJIII (29 mnpemapaToB), J€KapcTBa, KOTOpbIE HE
spisoTes JKHBJII (4 nmpenapara), 1 MEAUIIMHCKUE M3CITNA (10 mo3uuMit), ¥ IO NaHHBIM,
TpeCTABIECHHBIM aIMAHUCTPAIMAMH MyHHIUTIABHBIX patioHoB JICHUHIPAACKOH 0bJacTH
(25 anrek, y KOTOpHIX OTCYTCTBYyeT IIMpOKas pO3HMYHAA cetb (dapmannum,
MHMBHYyaTbHbIE IPEANPUHAMATEIN).

Bcero B 2024 roay (o coctostHuio Ha 01 .09.2024) noaroToBIEHO 2 OTYETA.

3) OmnepaTUBHBI MOHHTOPUHI PO3HHYHBIX LE€H Ha JIKApCTBEHHbIC Ipenaparsi,
MEIUIMHCKEE W3IeIHs U HATMYMA MX B OPraHM3allisaxX TOProBid B paMKax MCIONHCHHA
Vxasa IIpesunenta Poccuiickoii denepanuu

MOHHTOPHHT OCYIIECTBIAICA 1 pas B monroja Ha OCHOBaHHMH IMONIYHKTOB r), 1)
nyukta 1 Ykasa [Ipe3unieHTa Poccuiickoii ®enepanuu ot 16.03.2022 Ne 121 «O mepax
N0 O6eCHeueHHIO COIMAIbHO-OKOHOMHUYECKOH CTaOHUIBHOCTH MW 3aIUUTHl HACCICHUS
B Poccuiickoii @enepanumny» (CIyxeOHbIA JOKYMEHT OT 18.03.2022 Ne 2-3383/2022).

MOHUTOPHHT TIPOBOIMTCS NO HaHHBIM 13 CeTEBBIX PO3HMMHBIX opraHusanui
(JIOT'TI «Jlendapm», OOO «PKA®APM Hepan, OO0 «Anteuynas cetb O3y,
00O «36,6» U IIp., B COCTaB KOTOPBIX BXOAMT 240 anTeK) ¥ MO JIaHHBIM, IPEACTaBICHHBIM
aMHAHUACTPAIUAME MYHHIUNANbHBIX PalOHOB Jlenunrpanckoit obmacta (30 anrek,
y KOTOpHIX OTCYTCTBYeT IIHpOKas PpO3HMYHAs CeTh (bapmanuy, HHIMBHIyaJIbHBIC
npeAnpuHUMAareny), 1o Tepednio (39 no3unmiit), Bkmouaromemy JKHBJIII)
(29 mnpenaparoB), JEKapcTBa, KOTOphIE HE SIBIISIOTCA XHBJIII (4 upenapara),
MeIUIMHCKUE u3aenus (6 mo3uuui). '

Bcero B 2024 roxy (1o cocrosiHuio Ha 01.09.2024) noaroTosneH 1 oT4erT.



Ilpu mpoBeJeHMH aHamM3a JaHHBIX MOHHTOPHHIOB HapylLIeHu# IOopsaKa
1eH000pa3oBaHusi, a HMEHHO MPEBBIIEHHUS NpeJelbHBIX ONTOBAIX Han0aBOK IIpH
GOpMHpOBaHUH IIeH Ha JIEKapCTBEHHbIE NPENapaThl, BKIIOUCHHLIC B nepeuens JKHBJIII,
na Teppuropum JIeHWHrpajcKkod 00NacTH, YCTaHOBICHHBIX IIPHKa3OM JIesPTK
oT 30.09.2021 Ne 111-n1 «O6 ycTaHOBJIEHHH NpeAeNIbHBIX pasMepOB OIITOBBIX Hag0aBOK U
npefebHBIX PasMEpOB PO3HHYHBIX Han0aBoK K (aKTUYECKMM OTIIyCKHBIM IE€HaM,
YCTAaHOBJICHHBIM IIPOU3BOAMTEISIMH JIEKAPCTBEHHBIX IIpENapaTos, Ha JeKapCTBEHHEIE
npenapaTsl, BKIIOYEHHbIE B TIEPEYEHb JKH3HCHHO HEOOXOMUMBIX U BaXKHEMIIHX
JIeKapCTBEHHBIX MNpenapaToB, Ha TEPPUTOPUH JleHMHIpaackoit 00IacTH», U NOCTaBKH
NeKapCTBEHHBIX MpENaparoB, BKIIOYEHHBIX B ICPEHCHDL XXHBJIII, ¢ dakTndecko
OTIIYCKHOH LEHOM IPOU3BOIAUTEIS, NpeBbILIAIOIIEH 3aperuCTPUPOBAaHHYI0 TNPEACILHYIO
OTIIyCKHYIO IIeHY, HE BBISBJIEHO.

Pasnen I1. Ilesan u 3aga4H peajii3alilii NporpaMmal npoHIAKTHKHA

TpodunakTika PUCKOB TNPHYNHEHHS Bpela (ymepba) OXpaHSEMBIM 3aKOHOM
nenHocTaM, ocymectusemas JIeHPTK B mpouecce perdoHalbHOro rocylapCTBEHHOTO
KOHTpOJis (Haa30opa) 33 MPUMEHEHHUEM LIeH Ha JIEKapCTBEHHBIC IIpenapatel, BKJIIOUECHHBIE
B nepedens JKHBJII, HanpaBiena Ha JOCTHXEHHE CIEAYIOMHNX OCHOBHBIX nenei:

- CTUMYJHpPOBaHHE HOGPOCOBECTHOTO COONIOCHHS 00s3aTeNbHBIX TpeOOBAHUM
OpraHM3alMAMY, OCYLIECTBIISIOIIMMA peryIupyeMble BUABI nesTenbHOCTH B cbepe
peau3aluy JeKapCTBEHHbIX NPEeNapaToB, BKIOYCHHBIX B IEPCUCHb JXHBJII;

- yCTpaHeHHe yCIIOBHii, IpUYHH U (PaKTOPOB, crIocOOHBIX IIPUBECTH K HapyIIEHUIO
OpraHM3alUsAMH, OCYIIECTBISIOMMMHU pPETyIHPyeMbIe BUIBI IesTeNbHOCTH B cdepe
pealu3alMM  JIEKapCTBEHHBIX IIPENapaToB, BKIIOYCHHBIX B nepeueds JKHBJILL,
06s53aTeNBHBIX TpeboBanuii U (WIK) MPUIMHEHHIO Bpeaa (ymepba) oxpaHseMBIM 3aKOHOM
IEHHOCTSM;

- co3jaHHe YCIOBHH IUId IOBEACHHS COIACpXNAHUA 06s13aTeNIbHBIX TPeOOBaHUM
¥ pEKOMEHJaUuii 1Mo HX COONIONEHHIO 1O CBEIACHHS KOHTPONMPYEMBIX JHIl B chepe
IIpUMEHEHH IIeH Ha JIEKapCTBEHHBIE ITpenaparkl.

Jins MOCTHOKEHHs YKa3aHHBIX LieNiell nepen JIenPTK crtosT cienyroliie OCHOBHBIC
3aayH:

1) BriABNIEHNE (HAKTOPOB PHUCKa MPUYMHEHUs Bpea (ymep6a) oxXpaHsAeMbIM 3aKOHOM
leHHOCTAM, MpPHYHH M YCIOBHH, CIOCOOCTBYIOUMX HAPYINEHHIO 00s13aTeNbHBIX
TpeGoBaHuii, OIpEACIeHHe CIOCODOB YCTPaHCHHS MM CHIDKCHHA PHUCKOB H HX
peanu3anys; '

2) peryjsipHBlii  aHamu3  00s3aTENBHBIX TpeboBaHHMI ¥  NPUHATHE  MEp
0o OBeClIeueHHI0 WX BIHSAHHS Ha YPOBEHb 0€30MacHOCTH OXpaHAEMBIX 32KOHOM
LleHHOCTel KOMIUIeKca 06s3aTesbHbIX TpeOOoBaHHH, COOMIONCHHE KOTOPBIX COCTABIET
NpeIMET roCyAapCTBEHHOrO KOHTPOJIA (nan3opa);

3) noBBlIEHHEe YPOBHS NPABOBOH TI'PaMOTHOCTH H ¢opMUpOBaHHE OJHUHAKOBOI'O
TOHMMaHUs 06s3aTelbHBIX TPeOOBaHMIl B COOTBETCTBYIOLIEH cepe y BCEX yIacTHHKOB
KOHTPOJIbHOI (HaI30pHOMN) AeATENBbHOCTH,;



4) orleHKa COCTOSIHUS TIOJKOHTPOJILHOM cephbl M BBIABIECHHE 3aBUCHMOCTH BHJIOB,
GOpM M MHTEHCHMBHOCTH NPOQIIAKTHYECKUX MEPOIPUITHH OT THIOB AUDdepeHIanuu
ITOAKOHTPOJIBHBIX CyOBEKTOB, MPUCBOEGHHBIX KaTeropui pucka (KjiaccoB OaCHOCTH).

Paznean I1I. Ilepeyens npodpuaaKTHYECKHUX MEePONPHATHH,
CpoKH (MepHOAHYHOCTH) UX NIPOBEAECHHA

B pamkax npodunakruueckoit gesirensHoctd B 2025 roxy JIenPTK nnanupyercs
IIPOBEAEHHE CIEAYIOMHNX NPO(GUIAKTUYECKUX MEPOINPHUATHH B OTHOLUEHHH OpraHM3allui,
OCYLIECTBIJISIIOIINX  pEeryJupyeMble BHABl IeSTENIBHOCTM B cdepe pealu3aluy
JIeKapCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX B nepedeHs JKHBJIIT:

- UHGQOPMHPOBAHUE;

- 060061IeHHe TPaBONPUMEHUTEIBHON NPAKTHKH;

- 00BsIBIIEHUE IPEAOCTEPEKECHHUS;

- KOHCYJIbTHPOBAHHE;

- npopUIAKTUYECKUH BU3HT.

HNudbopmupoBanne  opraHusanuii, OCYIIECTBISAIONUX  PETYJIUPYEMBI  BHI
JEeATEeNFHOCTH B cdepe peanu3alMy JIEKapCTBEHHBIX IIPENapaToB, BKIIOYEHHBIX
B mnepeueHs JKHBJIII, mo Bompocam coOmofeHUsl 00s3aTeNbHEIX TPeOOBaHUMN
OCYIIECTBIIIETCS B TOpSAKE, YCTAaHOBIEHHOM CTaTheli 46 @enepalbHOrO 3aKoHA
Ne 248-®3 «O rocymapcTBEHHOM KOHTpoJie (Han30pe) U MyHHIUNAILHOM KOHTPOJIE
B Poccuiickoit ®enepauun» (nanee — @enepanbHelii 3akon Ne 248-D3).

Joknan, coepxauuii pe3yiabTaThl 06001eH s IPaBOIIPUMEHUTENBHON IPaKTHKH,
FOTOBUTCS He mo3nHee 1 MapTa roja, ClELYIOLIEro 3a OTYETHBIM I'OJOM, YTBEPXKIAeTCs
npencenarenem JlenPTK nubo 3amectutenem npexcenarens JlenPTK mo 12 mapra u
pasMmelnaeTcss Ha  OGHUIMAIBEHOM calite JlenPTK B nH(pOpMaIMOHHO-
TEJEKOMMYHUKaIIMOHHOM cetn «HTepHEeT» He no3aHee 3 AHEH CO AHS ero yTBepKACHHUsI.
Jloknaza, coaep)kaumii pe3ynbrarsl 00OOOLIEHHMS HNPaBOINPUMEHHTENBHON IPaKTHKH,
IIOArOTaBINBAETCS HE peXXe OJHOIO pasa B rojl.

B cootBerctBMM co craTheit 49 ®@epepanpHoro 3akoHa Ne 248-D3, B ciydae
ganuunus y JIlenPTK cBeneHuit 0 roTOBAIIUXCS HapyIeHHMAX 00A3aTENbHBIX TpeOOBaHMN
OpraHM3allUsAMH, OCYLIECTBISIOIIMMH peryJMpyeMble BUIBI JAEATENBHOCTH B cdepe
peanu3aliy JIEKapCTBEHHBIX IIpenaparoB, BKIOYeHHbIX B mepedenb JKHBJIII, nnu
NpU3HaKax HapylieHHil o0s3aTenbHBIX TpeOOBaHMH M (MIM) B Cliydae OTCYTCTBHS
HOITBEPXKIEHHBIX JaHHEIX O TOM, UTO HapylleHHe 00s3aTeNbHbIX TpeOOBaHu MPHUHHUIIO
Bpen (ymepl) OxpaHsSeMbIM 3aKOHOM ILIEHHOCTSAM MO0 CO3[allo Yrpo3y NpHYHHEHHS
Bpena (ymep0a) oxpaHseMbIM 3akoHOM IeHHOcTsM, JIeHPTK Oyner oOBABIATE
KOHTPOJMpPYyeMOMYy JiMOy B cdepe NpHMEHEHHs HEH Ha JIEKapCTBEHHBIE IIperapaThl
IpeNoCTepEKEHHEe O HENOMYCTHMOCTH HapylleHUs oO0s3aTeNbHbIX TpeboBaHMH U
npeiaraTh IPUHATH Mepsl o obecnedeHuIo cobnoaeHns 00s3aTeIbHBIX TPEOOBaHUH.

ITopsimok OOBABIIEHUS NPENOCTEPEKEHHsT U IOAaYH BO3PaXEHHUS B OTHOLUIECHHH
npenoCcTepeXeHus: ompeneneH crarbeit 49 @epnepanbHoro 3axkoHa Ne248-03 nu
COOTBETCTBYIOIIMM IIOJIOXKEHHEM O FOCYIapCTBEHHOM KOHTpoJie (Haa3ope).

JIenPTK nmnpoBoauTcsi KOHCYITHPOBaHHE OpraHu3alui, OCYILECTBISIOUINX
peryiupyeMble BHIABI IEATEIBHOCTH B cepe pealin3aluu JIEKApCTBEHHBIX IIpenaparos,



BKMIOYeHHEIX B nepedenb JKHBJIII, B nuceMeHHO (opMe IpH HX IHCbMEHHOM
o6pamenuy 1ubo B yCTHOI GopMe 1o TenedoHy, MOCPEACTBOM BHAECO-KOH(PEPEHI-CBA3H
MIM Ha JIMYHOM TIpUeMe Yy YIOJHOMOYEHHOro JOJ/DKHOCTHOrO JMIa, B XOm4e
OCYIIECTBIIEHUS! KOHTPOJIBHOTO (HaX30pHOT0) MEPONIPUATHS, MPOPHUIAKTAUECKOTO BU3UTA
HJTH ITyOJIMYHOI0 MEPOIIPUSATHSL.

JIOJDKHOCTHEIE JIMIA OCYIIECTBIISIOT KOHCYIbTHPOBAHKUE, B TOM YHCJIe MHCHBMEHHOE,
IO CJIEAYIOIIMM BOIIpOCcaM:

a) IpuMeHeHue o0s3aTesIbHBIX TpeOOBaHUM, COAEpKaHHEe M MOCIENCTBUS UX
HU3MEHEHHS;

6) HeoOXOQMMBIE OpPraHU3alIOHHBIE U (MIIH) TEXHUYECKHE MEPOIPHSATHS, KOTOphIE
IO/DKHBI ~ pealn30BaTh KOHTPONHpyeMble JHLla B  cdepe INpPHUMEHEHHs IeH
Ha JIeKapCTBEHHbIE TpenapaTsl It COOMIONCHHS HOBBIX 0053aTeNbHbIX TpeOoBaHMH;

B) OCOOEHHOCTH OCYINECTBJIEHHS] PETHOHAILHOINO TOCYJAapCTBEHHOTO KOHTPOJIA
(man3opa).

KOHCYNbTHpOBaHKE OCYILECTBILSIETCS B COOTBETCTBHH CO CTaThell 50 DenepalibHOTO
3akoHa Ne 248-®3 U MonoXXeHHeM 0 TOCYAapCTBEHHOM KOHTpOJIe (Haa30pe).

B Tteuenne 2025 roma JIeHPTK mnnanupyeT OCYINECTBISTH NPOGUIAKTHYECKHE
BHU3UTH B IIEPBOM, BTOPOM, TpPeTheM H ueTBepToM KBapTanax 2025 roma, mo Mepe
HEOOXONUMOCTH, B OTHOIIEHMH OpraHM3aluii, NPHUCTYNHBUIXX K OCYIIECTBJICHHUIO
pEryJIMpYEMBIX BHUIOB JESATENLHOCTH B C(hepe peanusaliy JIeKapCTBEHHBIX MPENapaTos,
BKIIIOUEHHBIX B nepevensb JXHBIIII, He nmo3aHee YyeM B T€YEHHE OQHOIO roja ¢ MOMEHTa
Havajia TakoH eI TeIbHOCTH. ,

JIOJDKHOCTHOE ~ JIMIIO  OPOBOAUT  NpoGMIaKTHUecKHil  BU3MT B (opme
npodunakTHyeckoit 6ecensl 0 MECTy OCYIIECTBIIEHHS NESATENbHOCTH KOHTPOJIMPYEMOTO
nuna B cepe MpHUMeHeHHUs [IeH Ha JeKapCTBEHHEBIE MPENapaThl, IH00 ¢ HCIOIb30BaHHEM
BUIEO-KOH(EPEHI-CBS3U. B Xxone NMpodUIaKTHUYECKOr0 BH3UTAa KOHTPOIMPYEMOE JIHIO
B chepe TpHUMEHEHHs LEH Ha JIeKapcTBEHHBIE Ipemnapatsl HHGOPMHDYeTCs
10 CJIEAYIOIINM BOIIPOCaM:

a) cofiepkaHie TPUMEHSEMBIX K JEATeIbHOCTH KOHTPOJMPYEMOro juua B chepe
IpHMEHEHHs 1IeH Ha JIEKApCTBEHHBIE Npenaparthl Ju60 NpUHaJIeKaluM eMy 00beKTaM
KOHTpOns (Han30opa) HOBBIX HOPMAaTHBHBIX MPAaBOBBIX aKTOB, YCTaHABJIHMBAIOIIUX
o6s3aTenbHbIe TpeOOBaHUs, BHECEHHbIE H3MEHEHNA B JCHCTBYIOIIHE HOPMAaTHBHBIC
IpaBOBbIE aKTHl, @ TAKXKE CPOKH M MOPAIOK BCTYIJICHUS HX B CUILY;

6) npuMeHeHHe CIOXKHBIX U (uiiK) Hanbollee 3HAYMMBIX 0643aTeNbHBIX TpeOOBaHNH,
a Take 00s3aTeNbHBIX TpeOOBaHMil, MO KOTOPHIM OTMEYEHBI CIy4YaH HX MacCOBOIO
HapylleHuss JH0O TIOCNIENCTBHsl HapyIIEHHs KOTOPBIX BICKYT CEpPbe3HYIO Yyrposy
OXpaHsSIeMbIM 3aKOHOM IIE€HHOCTSIM. '

ITpoJOKUTENIBHOCT TPOBEACHHs] 0053aTebHOr0 MPO(UIAKTHYECKOrO BHU3HTA
HE MOJKET MpEBHIIATh OANH pabo4unii I1€Hb.

Ilepeuenp pomxHOCTHBIX 1ML JIeHPTK, ynonHOMO4YeHHBIX  Ha IpOBEAEHHE
NpOoQUIAKTAYECKHX MEpONPHUATHII B OTHOIIEHHWH OpraHu3alud, OCYIIECTBISIOMIUX
peryjaupyeMble BHIBI IESTEJBHOCTH B cepe pealM3allid JIEKapCTBEHHBIX Ipenaparos,
BKJIIOYEHHBIX B nnepeueHs JKHBJIIT:

1) npencenarens JIehPTK;

2) 3amecturenu npencenarens JIlenPTK;




3) HauanbHuky nenaprameHToB JIeHPTK;

4) gayansuuky otnenoB JIeHPTK u ux 3amecTUTENH;

5) nauansHUKH ceKkTopoB JIEHPTK;

6) rocynapcTBeHHble rpaxkaaHckue ciryxaiye JIeHPTK Bemymeit i crapiuei rpynn
IOJDKHOCTEHM KaTeropuy «CHENHATNCTR 0TAeNnoB 1 cekTopos JlenPTK.




MeponpusiTus Mo NpopHIaKTHKe HAPYIIEeHHH 00513aTeJLHBIX TPeOOBaHHIA,
peanunsyemslie JIenPTK B 2025 roay

Ne HaumeHoBaHHe Cpox .
peanu3anuu OTBeTCTBEHHBIH HCIIOJHUTEb
n/n MepONPHATHA :
MepOoNnpHUATHS
1 2 3 4
1 | Ocymiectsienue B Teuenne rona Cotpyznuuku JIenPTK
HH()OPMUPOBaHUS (o Mepe
TOPUAMIECKHX JIHIL, Heo6X0AMMOCTH)
HHIUBUIYaJNbHBIX
npeAlpuHUMAareei
mo BompocaMm coOmoAeHuUs
00s13aTeNIbHBIX TpeOOBaHUH
2 | O6o6mmenne Mmapt 2025 roga Corpynuuku JIeHPTK
MPaBOIIPUMEHUTENBHOR
IPaKTUKU
3 | O6wsBaenue npegocrepexxennii | B Teuenne roga | CoTpyaHHKH OTAeNa KOHTPOJS 3a
(no mepe resamu ¥ Tapucdamu JIeHPTK
HeoOXOIMMOCTH)
4 | KoHCynbTHpPOBaHHE B Teuenue rona Cotpyauuku JIeHPTK
(o mepe
HEe0OXOAUMOCTH)
5 | IIpodunakTuyecKkue BUUTEI 1-4 xBapTabl Cotpynuuku JIeHPTK

2025 rona




Pa3znen IV. Iloka3zaTesin pe3yJIbTATHBHOCTH H

3((PpeKTHBHOCTH NPOrpaMMbl NPOPHIAKTHKH |

Ne HaumeHoBaHHEe MepONPHATHS Cpoxk OTueTHBIH
n/n peanu3anuH NnoKasarejib
MepONPHATHSA
1 2 3 4
1 | OcymectBnenne nHpopMHUpOBaHUS B Teuenue roga BBITIOJTHEHO
KOHTPOJIMPYEMBIX JIUIL B cdepe (o Mepe
TIPUMEHEHUS IIEH Ha JIEKapCTBEHHBIE HeOGXO0IUMOCTH)
Ipemnaparsl o BorpocaM coOIoIeHHS
o0s3areNIbHbIX TpeboBaHuH
2 | O6o0Ienne NpaBoNnpUMEHUTENBHOM mapt 2024 roga BBIIIOJIHEHO
IIPaKTHKH
3 | OObsBleHHE IPENOCTEPENKEHHM B Teuenue rona BEINIOJIHEHO
(o mepe
HEeOOXOJUMOCTH)
4 | KoHcynbTHpOBaHHE B teuenue roaa BEIIOJIHEHO
' (1o mepe
HeoOXO0TUMOCTH)
5 | IlpodunaxTuyeckue BUUTH B Teuenne rona BEHINIOJTHEHO

(o mepe
HEOOXOIUMOCTH)




