MHHUCTEPCTBO 3IPABOOXPAHEHUSI CMOJIEHCKOM OBJIACTH

ITPUKA3
Neo

O6  yrBepxienun  [Iporpammel
IPOUIAKTHKH PUCKOB
NpUYMHEHUsT  Bpeaa  (ymiepOa)
OXPaHAEMBIM 3aKOHOM IICHHOCTSIM
1pu OCYIICCTBIICHUH
PCIHOHAJILHOTO  TOCYJIAPCTBCHHOIO
KOHTPOJIS (Haj13opa) 3a
[PUMCHEHUEM 1CH Ha
JICKapCTBCHHBIC peraparhl,
BKJIIOYEHHBIC B [1EPEYCHD KU3HEHHO
HCOOXOJIMMBIX U BayKHCHUIIINX
JICKapCTBCHHBIX ~ IIPENapaToB, Ha
teppuropun CMoJIeHCKOW oOJiacTu
Ha 2026 roxu

B mensx  npeayupexgicHus  HapymICHMHM  IOPWJIMYCCKMMM  JIMIIAMH U
WHJIMBULYQIBHBIMU TIPCUIIPUHUMATEIIMU 00s13aTCNIBHBIX TPCOOBAHMIN, OIICHKA KOTOPBIX
SBJSICTCA  TIPCJIMETOM  PEIMOHAJIBHOIO  I'OCYJIAPCTBEHHOTO  KOHTpoJisi  (Haj(3opa),
yCTpaHCHMs NPUUUH, (PAKTOPOB U YCIOBHH, CIOCOOCTBYIOIMX HAPYIICHUSAM YKa3aHHBIX
TpeOOBaHMi, B COOTBETCTBMM ¢ uHacThio | crarem 8.2 DejepaibHOrO  3aKOHA
or 26 jaexabps 2008 roma Ne294-d3 «O 3ammre 1paB  OPHJMYCCKHUX JIMIL W
WH/IMBUJIYaJIbHBIX 1IPEAIIPUHUMATEIICH 1IPH OCYIICCTBICHUH IOCYAapPCTBCHHOTO KOHTPOJIS
(HaJ30pa) M MYHHUIMIIAILHOIO KOHTPOJL», rocrtaHoslcHus [lpaBurenscrsa Poccuitckoi
Denepannm ot 25.06.2021 Ne 990 «O6 yrepsxkiaenun [IpaBui pazpaboTku U yTBEPKIICHMSI
KOHTPOJbHBIMU  (HAA30pPHBIMM)  OpPraHaMM  1pOrpaMmbl  HPOPUIAKTHKA  PHUCKOB
IpuYMHCHUA Bpega (yniepOa) OXpPaHsACMBIM  3aKOHOM  IICHHOCTSAM», PYKOBOJICTBYSCEH
[Tosoxennem o Munucreperse 3jipaBooxpaHetns CMOJICHCKONH 00.1aCTH, YTBCPAJICHHBIM
nocranosiieHueM IIpasurenserea Cmosienckoin odmactu ot 10.10.2023 No 13,

IIpHUKa3BblBaIo:

1. Yreepiurs upuitaracmyto [porpamMmmy npoduinaktuku puckoB HPUYUMHCHUS BPC/1a
(ymepba) oxpaHseMbIM 3aKOHOM LCHHOCTSM 1IPHM  OCYHICCTBICHHH PEIHOHAJIBLHOIO
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rOCYJIAPCTBCHHOIO  KOHTPOJIs  (Haj30pa) 3a UPUMCHCHMEM I1ICH HA JICKAPCTBCHHbBIC
npernaparbl, BKJIKOYEHHBIC B IICPCUYCHb JKU3HCHHO HCOOXOIMMBIX ¥  BaKHCHIIMX
JICKapCTBEHHBIX IIperaparon, Ha reppuropun Cmosienckon obactu na 2026 roj.

2. Pa3MecTuTh HACTOAMI IIpuKa3 Ha OQUIMaJIbHOM caiite MuHHCTEpCTBA
3apaBooxpaneHus CMoJICHCKOM 00s1acTv B MH(POPMAIMOHHO-KOMMYHHUKAIIMOHHOH CETH
«MuTepuer».

3amecTurelib npeaccaarciis Hpa}s UTCJILCTBA

CMmoseHCKO 00J1aCTH — MUHUCTP
3jpaBooxpaneHus CMOIICHCKOM oOsacTn l/ﬁ_ﬁﬂ. Maxkaposa




YTBEPXJIEHA
lIpuKa3zoM Munucrepcrsa
3/[paBOOXPAHCHUS
CmoJicHCKO# 00J1acTH

oT No

INPOI'PAMMA
NpopUIAKTHKH PHCKOB IIPHYHHEHHUs Bpe/ia (Yiuep06a) oxpaHsieMbiM 3aKOHOM
UEHHOCTHM IPH OCYIECTBJICHHH PErHOHAJBHOIO rOCY/1apCTBEHHOI0 KOHTPOJIs
(Haa30pa) 32 NPUMEHEHHEM [eH HA JIeKAPCTBeHHbIE MpenapaThl, BKJIKYEHHbIC B
nepevyeHb }KU3HEHHO HEOOXO0AMMBbIX U BAa’KHEHIIHX JIEKAPCTBEHHBIX IIPenaparoB
Ha reppuropun Cmouienckoi odsacru na 2026 roj

|. Anajimruueckas 4acThb

[Iporpamma 1npoguiIaKTHKM PUCKOB TNPUYMHCHHUS Bpeja (yuiepba) oxpaHseMbIM
3aKOHOM LIEHHOCTSIM IIPH OCYILCCTBJICHUM PCIMOHAIILHOIO I'OCYJAapPCTBCHHOIO KOHTPOJIS
(Haa30pa) 3a IPUMEHEHHUEM [ICH Ha JICKAPCTBEHHBIC IIPerapaThl, BKIFOYCHHBIC B IICPCYCHD
JKH3HECHHO HCOOXOAMMBIX M BaXKHCUIIMX JICKAPCTBCHHBIX IIPEIapaToB (Jajiee — epeyYcHb
JKHBJIIT) na rteppuropun Cmosenckoit obiactu Ha 2026 roj (Jrasiee — I[lporpamma),
YCTAHABJIMBACT 1IOPSAJIOK HPOBCICHUS LIPOPHIAKTUUCCKUX MCPOLPUSITHI, HAIIPABICHHBIX
Ha IPCAYHPEKIACHUC HAPYUICHMH 00s3aTc/IbHBIX TpcOOBaHUM, COOJIIOJICHHUEC KOTOPBIX
OLIEHUBAETCs I1IPU  OCYIIECTBICHUM PErHOHAJILHOIO T'OCYJI@pPCTBEHHOIO HaJ30pa 3a
IIPMMCHCHHUEM LICH Ha JICKAPCTBEHHBIC 1Iperiaparhbl, BKItoucHHbIC B 1iecpeuchb KHBIIN, na
Tepputopun CMOIJICHCKON obutacTu (Jlajice — PernoHAIBHBIH IOCY/IAPCTBCHHBIN HAJ30p 3a
npumeneHnuce tucH Ha JKHBJIIT) B coorBercTBum ¢ Mdejiepaibibiv 3akorHom o1 31.07.2020
Ne 248-03 «O rocyapCTBEHHOM KOHTPOJIC (HAA30pC) M MYHHIHMIIAJILHOM KOHTPOJIC B
Poccuiickoit @ejiepauuny» (Janee — dejepainbubiil 3aKoH No 248-D3).

KoHTpoJibHBIM  (HAI30pHBIM)  OPIraHOM, YIOJHOMOYCHHBIM Ha OCYHICCTBIICHUC
PErMOHAJILHOIO TOCYAApPCTBEHHOIO KOHTPOJIsl (Haj30pa) 3a I1IPUMCHCHHMCM I1ICH Ha
KHBJIT ssisercs MunucreperBo 3jipaBooxpancuusi CMoJICHCKOH o0siactu (jrajiee
MUHHUCTEPCTBO).

JIOJDKHOCTHBIMHU JIMIAMH, YIIOJIHOMOYCHHBIMU Ha OCYIICCTBJICHHUEC PEIHMOHAIBLHOTO
roCyZ1lapCTBEHHOIO Haj3opa 3a upumencnuem nen na KHBIIT (yasiee - JroipkHOCTHBIC
JIMLA), SIBIISIKOTCS

- LIEPBBIM 3aMECTUTCIIb MUHHUCTPA, 3aMCCTUTEIIL MUHUCTPA;

- JIOJKHOCTHBIC JiMIla  MHUHHMCTEPCTBA, JIOJDKHOCTHBIM — PCIVIAMCHTOM  KOTOPBIX
yCTaHOBJIEHA O00SI3aHHOCTH 110 OCYHICCTBJICHHUIO PCIHOHAILHOIO TI'OCY/I@aPCTBCHHOIO
KOHTpOJISt (Haa30pa).

OO0BEeKTaMH PErMOHAIBHOIO I'OCYJIAPCTBCHHOIO HAJ[30pa 3a 1PUMCHCHHUEM IICH HA
AKHBJIIT (rance - oOBbeKTHI Haj130pa) SIBJISIIOTCS OpraHu3aliiyd ONTOBOH W PO3HUYHOM
TOPIOBJIM JICKAPCTBEHHBIMHU IIpeliapaTtaMi, allTCUHBIC OPIraHU3alMM, WHIMBUYaJIbHBIC
LIPEAIPUHUMATEIIM, MMEIOIIME JIMIICH3MIO Ha (apMalCcBTHUCCKYIO  JICSTCIBHOCTD,
MEJHMIMHCKHUE OpraHu3aliy, MMCIOIIUC JIMIICH3MIO HA (hapMallCBTUUYCCKYIO JICATCILHOCTD,
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¥ uX 000coOJICHHBIC 110j(pa3jiciicHusi (amOysaTopuu, (eibICPCKUE U (PEIIbALICPCKO-
aKyLICPCKUC IIYHKTBI, LEHTPbI (OTjcicHus) oOmeH BpadeOHOM (CEMCHHOM) IPaKTHKN),
PacCIIOJIOKCHHBIC B CCJILCKMX HACCJICHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT alITCYHBIC
OpraHu3alui.

[Iepeuensr JKHBIII — execrojno yrsepxkjacmpiii [lpaBureiibctBom Poccuiickoit
Denepanuy  1I€PEYEHL JICKAPCTBEHHBIX 1IPEHAPATOB JUIS MCIMIMHCKOIO I1IPUMCHCHMSI,
o0CCIICUMBAIOIIMIA  IIPHOPUTETHBIC  HOTPCOHOCTH  3JPaBOOXpAHEHUS B LEIsX
NpOoQUIAKTUKK W JledeHMs] 3a00JICBAHMI, B TOM 4Hclie 1PeodIa/laionmx B CTPYKType
3abosieBacmocTu B Poccuiickoit dejiepaninn.

OxpaHsieMblC 3aKOHOM IICHHOCTH B COOTBCTCTBYIONICH [10JIKOHTPOJILHON cdepe
pETYJINPOBAHUS:

-KU3Hb M 3JI0POBBC TpaxJaH B yacTu oOecrcucHus MX OC3011aCHBIMU U
JOCTYIIHBIMH JIEKAPCTBEHHBIMHU 1IpelIapaTaMu, CBSA3aHHbIC C OTCYTCTBMEM B 000poTE HA
Teppuropun CMOJICHCKON 00J1acTH JICKAPCTBCHHBIX 1IPCIIAPATOB, 1ICHA HA KOTOPLIC
IIPOU3BOUTCIICM HE 3aPEIrUCTPUPOBAHA;

- [I[paBa B 4acTH JIOCTYIIHOCTHM MU BO3MOMKHOCTH HH(MOPMHUPOBAHHOCTH O IICHAX B
Cmonenckoit  obJacTh  Ha  JICKAPCTBCHHBIC —[IPCHAPATHI, BKJIIOYCHHBIC B I1ICPCUCHD
JKHBJI, a Takxke B yactu JIOCTYHHOCTH JUIst HIOHMMaHust (Mccra, (hopmbl, BU@) caMoid
uHpOpMalun O 3aperucTpupoBaHubix B Poccuiickoit  dejepanuu  1pEiCIbHBIX
OTIIYCKHBIX LICHAX IIPOU3BOJIMTCICH HA JICKAPCTBCHHBIC IIpCIIapaThl, 00 yCTAHOBJICHHBIX B
CMmouteHckOH 00JacTH 1IPEJIC/IBHBIX pa3Mcepax OITOBBLIX HaI0ABOK M (MJIM) 1PCIACIbHBIX
pasMepax pPO3HHUYHBIX HAJI0ABOK K YCTAHOBJICHHBIM IIPOU3BOJIMTEISIMU JICKAPCTBCHHbIX
npernaparoB  (GpakTUYCCKUM  OTIIYCKHBIM  IICHAM HA JICKAPCTBCHHBIC — IIpClIapathl,
BKJIIOUCHHBIC B 1iepeucHs JKHBIIIT;

- ¢cBO0O/IbI B 4aCTH BO3MOYKHOCTH CPABHEHUSI HA IIPUOOpETaeMbIC JICKAPCTBEHHbBIC
rpernaparbl OTIIYCKHBIX PO3HHUYHBIX IICH M IIPCJIC/IbHBIX OTIIYCKHBIX PO3HHUYHBIX IICH Ha
HYTOT  Hpeuapar, a TakkKe BO3MOXKHOCTH BbOOpa JICKAPCTBCHHBIX  LIPEIapaTon
OIIPEJICJICHHBIX TOPIrOBBIX MapOK;

- 3AKOHHBIC MHTEPECHl I'PAXK/IaH B 4acTu (PUHAHCOBOIO (CTOMMOCTHOIO) BbLIOOpA
HEOOXOJAMMBIX JICKAPCTBCHHBIX I1IPCIApaToB B allTCHHBIX opranuzanusx CMOJICHCKOH
obJlacTu;

- HOJLJICPKAHUE  OOIICCTBEHHON  HPABCTBCHHOCTHM B 4acTH  HCJOIYLICHHS
IIPUYMHCHUS BPE/Ia OXPAHSICMBIM 3aKOHOM IICHHOCTSIM;

- obecrieueHre  YCTAHOBJIICHHOIO HOPSIKA OCYIIECTBIICHHUS T'OCYJIAPCTBCHHOI'O
Ha/130pa B 1I0JAKOHTPOJILHOM (110,1HAJ130pHON) cdepe.

Ha 2026 roj yrBepx/eH lepedeHb OOBEKTOB HaJ30pa, B OTHOLICHUH KOTOPBIX
MUHHCTECPCTBOM  OCYILICCTBIISICTCSE  PEIMOHAJILHBIM  I'OCYJAAPCTBCHHBIM — HAJ30p 34
npumenenueM 1en  Ha JKHBJIIL, Bkirowaer opranuszamuu, pacnojOKEHHBIC —HA
tepputopun CMOJICHCKON 00J1aCTH, @ TAK)KC MHOTOPOJIHUE OpraHU3aIluM, 110/1pa3)ICIICHUS
KOTOPBIX PaclioyIOKeHb! Ha Teppuropun CMOJICHCKON 00J1acTh.

Ha odunmansnom caire Munucrepersa B MHGOPMAIHOHHO-KOMMYHUKALHOHHOU
cetu «Murepuer» (nanee — cerb «Uurepuer») (http://zdrav-smolensk.ru/) paszmenicn
IepeYeHb HOPMATHBHO-1IPABOBBIX aKTOB, COJICpKALMK  00s3aTe/bHbIC TpeOoBaHMs,
OIICHKA COOJIIOJICHUSI KOTOPBLIX SIBJISICTCS 1IPCIMCTOM PCIMOHAIBLHOIO 1'0CY/I[APCTBCHHOIO
Haa30pa.
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OOsi3arenbHble  TpeOOBaHMS B COOTBETCTBHM C  yacTsMu  2-3  cratby 63
@enepanpHoro 3akona or 12.04.2010 Ne 61-d3 «O06 obparieHun  JICKapcTBEHHBIX
cpeactsy» (jance - O3 Ne 61-D3):

- cobimojiene  npasuin  GOpPMUPOBAHMS  ONTOBBIX  OTITYCKHBIX  IICH  Ha
JICKapCTBEHHBIC [IperapaThl, BKJIoYeHHbIC B 1iepedcHs KHBJIIT;

- codiojcHue  upaBui  (POPMUPOBAHMS  PO3HHYHBIX — OTIYCKHBIX IICH  Ha
JICKapCTBCHHBIC IIPCIIaparhbl, BKJIOYCHHbIC B 1icpeucub AKHBJIII,

- cobuntozieHne TpeboBaHUsI B 4aCTH PA3MCHICHUSI B alITCUYHBIX OPraHU3alusX JUis
CBCJICHMS BCCX 3aMHTCPCCOBAHHBLIX JIMIL B CBOOOJHOM JIOCTYIIC, JIOCTYITHOH JUIsi
BOCHPHUATHs (POPME, aKTyalIbHOM (OOHOBJICHHOM 110 MEpe 011yOJIMKOBAHMS) HH(MOPMALIMK:

1) 0 3aperucTpupOBaHHbBIX IPCJICIBHBIX OTIYCKHBIX IICHAX IIPOM3BOJMTCIICH Ha
JICKapCTBCHHBIC 1IpeIaparhbl, BKIKOUCHHbLIC B LicpeucHn KHBJIIT,

2) 00 ycranosiaeHHbIX B CMOJICHCKOH 00J1aCTH LPCUCIbHLIX pa3Mcpax OlTOBBIX
HaJ10aBOK M (MJIM) LpPCJCIbHBIX pa3Mepax pPO3HUYHBIX HaJ0aBOK K YCTAHOBJICHHBIM
[IPOM3BOJMTCIIAMM JICKAPCTBCHHBIX IIpcuapaToB (akTHYCCKUM OTIIYCKHBIM IICHAM Ha
JICKapCTBCHHBIC IIpeIaparsl, BKIKOUEHHbIC B riepeucnnb KHBJIII,

3) 0 pa3mepe Hasora Ha JI0OaBJICHHYIO CTOMMOCTE;

- coOII0ICHUE  3alIpeTa Ha peallM3alMIo JICKAPCTBCHHBIX 1IPCLIAPATOB  11CPCUHs
AKHBJIIT  06e3  rocyjlapcrBCHHOW — peructpanuu  1HPCUCHbHBIX  OTIYCKHBIX  IICH
IIPOU3BOJAUTEIISI B COOTBCTCTBUU C 4acThiO 4 ctaThk 61 M3 Ne 61-D3;

- coburojieHre TpeOOBaHMST K HAIMYUIO U TOPSJIKY 110 O(DOPMIICHHIO IIPOTOKOJIOB
COIJIACOBAHMs 1I€H IIOCTABKMA Ha JICKAPCTBCHHBLIC 1IPCIAPATHI, BKJIIOUCHHBIC B 11CPCUCHD
JKHBJIIT B coorsercTBuu ¢ nnocranonicnuem [pasureincrsa Poceuiickoit dejiepanmu o1
08.04.2025 Ne 462 «O rocysapCTBCHHOM pPCI'YJMPOBAHMM IICH HA JICKAPCTBCHHBIC
npernaparsl, BKJIOUYeHHbIC B niepedeHs AKHBJII .

[lepeyeHr HOPMATMBHBIX IIPABOBBIX AKTOB IIOJUICPKMBACTCS B AKTYaJILHOM
COCTOSSHUM B (hopmare, 00CCICUMBAIONICM IIOMCK 110 YKa3aHHOMY IICPCHHIO M CI'O
KOIIMPOBAHME, BMECTE C TEKCTaMHM (CChUIKAMHM HA TEKCThI) HOPMATHBHBIX 1IPABOBBIX AKTOB.

2. e m 3a1aun peanu3anny IporpaMmmel IpOGUIAKTHKH

[{essimu peanu3zarinu 1iporpamMmmbl HPOPUIIAKTUKH SIBJISIIOTCSI:

- HPCAYHPEKICHUC HAPYIICHUI 00s3aTC/IbHBIX TPCOOBAHUIT B 110JIKOHTPOJILHOM
cthepe o01EeCTBEHHBIX OTHONICHUH;

- IPCJOTBPALICHUE PHCKA [PUYMHCHHS BpC/la M CHHIKCHHC YPOBHs yuicpda
OXPaHsICMbIM 3aKOHOM IICHHOCTSIM BCJIC/ICTBUC HAPYIICHUN 00s13aTCIILHBIX TPCOOBAHMIA;

- YCTPAHCHHE CYIICCTBYIOIIMX M IOTCHIMAIBLHBIX YCJIIOBHH, IIPUYUH U (AKTOPOB,
CIIOCOOHBIX IIPUBECTH K HAPYHICHUIO 00s3aTCIIbHBIX TPCOOBAHMM ¥ IIPUYHHCHHUIO BPC/IA,
OXPaHICMbIM 3aKOHOM IICHHOCTSIM;

- GOPMHUPOBAHMEC  MOJCJICH  COLMAIBHO  OTBCTCTBCHHOI'O, JIOOPOCOBECTHOIO,
IIPABOBOTO MOBEJICHUSI 0OBEKTOB HAJ[30pa;

- HOBBILICHUE 1IPO3PAYHOCTH CUCTCMbI KOHTPOJIbHO-HA[30PHOM JICATCIILHOCTH;

- CO3JIaHUC YCJIOBHH JUIsL JOBCJCHUS 00s3aTC/IbHBIX TPCOOBAHHUH JI0 110/ {HAA30PHBIX
CyG'bCKTOB, HOBBINICHHC X HH(bOpMHpOBaHHOC'l“H O CI'IOCOﬁEIX CO6JIIO,L[CI]HH
00s13aTeIIbHBIX TPEOOBAHUIA.












