IPABUTEJIBCTBO OMCKOM OBJACTH
ITOCTAHOBJJEHMNMNE

23 mas 2025 roma | No 267-n

r. OMmcx

O Mepe COUMANBHON MOISP)KKH 110 KOMIEHCALUH PacX0h0B, TOHECEHHBIX
rpaXIAHMHOM Ha CAaMOCTOSTENbHOE NPHOOPETEHUE NEKAPCTBEHHOTO
npenapara, MEJULUHCKOrO U3eHs U CIeaTu3uPOBaHHOIO
OPOAYKTA JeueOHOro MMTAHUs 33 CBOM cUeT

B coorBerctBuu ¢ myHkTamu 1, 2 crateu 13 Kogmekca Omckoi obmactu
O CONMAIBHON 3aIIMTE OTHENBHBIX Kareropuii rpaxuan IlpaBurensctBo OMCKoi
00JacTH MOCTAHOBISAET: |

1. YcTaHOBUTH OTHENbHBIM KaTeropusM TIpaXkAaH Mepy COLUaNbHOU
HNONIEeP)KKM IO KOMIIEHCAlMM pacxXoloB, IIOHECEHHBIX TIpaXJaHUHOM Ha
CaMOCTOATENIbHOE TIPUOOpEeTeHNe JIeKapCTBEHHOTO Ipenapara, MEeIUIMHCKOTO
U3ENNsA U CIENUaM3MPOBAHHOIO MPOAYKTa JIeueOHOro NMUTaHWs 3a CBOW Cuer
(nanee — Mepa CONUATBHON HOJIEPIKKH).

2. YrBepauth npunaraeMsii I10psoox IpeJocTaBieHns Mepbl CONHUaTbHOMN
NOAJICPKKH.

3. Hacrosiiee MOCTaHOBJIIGHWE PACIPOCTPAHAETCS Ha IPABOOTHOLICHUS,
BosHuKIIHe ¢ 1 stHBaps 2025 rona, u neiicTByer mo 31 aBrycra 2025 rona.

I'y6eprarop OmMckoi 0bnacTy, \%
Ilpencenarens IIpaBurtenscraa ‘

Owmckoif obnacT B.IT1. Xouesxo



IIpunoxenue
K ItocTaHoBieHUIO [IpaBuTenscrBa OMcKo# obnacTa
oT 23 mag 2025 rona Ne  267-m

TTOPAIOK
IIPEAOCTABIICHUA MCPbL COITHAIBHOM NOAACPKKH 110 KOMIICHCAITHU pacxoa0B,
IIOHCCCHHEIX I'PAXAaHHHOM Ha CaMOCTOATEIIEHOC HpI/IO6pCTeHI/Ie JIEKAPCTBCHHOI'O
IIpernapaTta, MeJUIUHCKOI'O U311 U CIIENNUaIN3NPOBAHHOI0 ITPOAYKTA
71e4eGHOro IUTAHMS 34 CBOM cUeT

1. Hactostmmii Ilopsmok ycTaHaBiIMBaeT NpaBWiia IIPEeIOCTABICHHUS MEpPHI
COLMANBHOHN IOAEPIKKHY 10 KOMIIEHCALIUU PacX00B, IIOHECEHHBIX PaKTaHUHOM,
CBEICHHS O KOTOPOM BKJIIOYEHHI B PpETHOHANBHEIN cerMeHT ®emepaapHOro
perucrpa TpaxAaH, HMEOIMX IIPaB0O Ha obeclieueHue JeKapCTBEHHBIMU
IIpenapaTamMy, MeIUIUHCKUMHU U3ETUAME U CIeIUalU3UPOBAHHBIMU TPOXyKTaMU
neuebHOrO NUTAHWS (Janmee — IIperaparhl, H3IETUs, MNPOINYKTHI) 3a CUeT
OXOKETHBIX acCCUTHOBaHUM (QenepansHoro OromxeTa U OIOIKETOB CYOBEKTOB
Poccuiickoit ®enepanun (Ianee — peTHOHABHBIN CErMEHT), Ha CaMOCTOATENLHOE
npuobperenue INpemnapaTa, W3LENHs, MPOAYKTa 3a CBOM cueT (mamee — Mepa
COLMATBHOM ITOIIEPIKKH).

2. I1paBo Ha IIpeocTaBICHNE MEPEI COLMAIBHON MOIEPIKKH HMEIOT:

1) rpakaHe, WMEIOINMe IIPaBO Ha  IOJIyYeHHE  TOCYIapCTBEHHOM
COIIMATbHOM IIOMOIIX B BHJAE COLMANBHOM yCIyrm 1o oOecCIeueHHIO
B COOTBETCTBUMM CO CTaHAapTaMH MEJMIMHCKOM NOMOIIHA HeOoOXOIUMBIMHI
JIEKapCTBEHHBIMH IIpeNapaTaMy A MEJMIMHCKOIO IPUMEHEHHS II0 pelentaM
Ha JIEKapCTBEHHBIE IIpelapaTsl, MEIUIUHCKUMHU H3[EeNUSIMH II0 pellenTaM
Ha MEIWIMHCKAE U3IeNusd, a TaKkkKe CICIHUATU3NPOBAHHEIMA IIPOLYKTAMHI
JedeOHOro IUTaHWS NS JeTel-WHBaNWAOB, YKa3aHHBIE B cTaThax 6.1 m 6.7
®enepanbHOro 3axoHa «O rocyIapCTBEHHONM COIUAIBHOH ITOMOILNY;

2) rpaxxgaHe, crpajarone 3a00IeBaHUSMY, BKIIOUEHHBIMH B II€PEYEHb
YKU3HEYTPOXKAIOIMUX M XPOHWYECKUX IPOTPECCUPYIONMX penkux (opdaHHBIX)
3a00NeBaHu, IPABOAAMNX K COKPALIEHUIO IIPOJODKUTEIBHOCTH JXU3HY TPaXKIaH
WY WX MHBAJIAAHOCTH, KOTOPBIM IIPEAOCTABISIOTCS IOCYAapCTBEHHbIE T'apaHTHH
B Bujie oOecliedeHus JIeKapCTBEHHBIMU IIpellapaTaMy M CIeIHaIn3UPOBAHHBIMU
IIPOTyKTaMU JIieueOHOTO TUTaHMUS;

3) rpaxiaHe, HMEIONIMEe IpaBO Ha obecledeHHe JIeKapCTBEHHBIMHU
IpenapaTaMy ¥ MEIWLIUHCKHMHU H3JENAIMH B COOTBETCTBUH ¢ [lepewneM rpym
HaceleHWss W KaTeropuil 3aboneBaHWi, IpH aMOYyTaTOPHOM JIEYEHHH KOTOPBHIX
JIEKapCTBEHHBIE CPENCTBA M M3IENNSI MEIULIHMHCKOTO Ha3HAYEHUSI OTIIYCKAOTCS
o0 pelentaM Bpaded OecmuatHo, u IlepedHeM Tpymm HaceNeHus, P
aMOylIaTOpHOM JIEUCHWH KOTOPBIX JIEKApCTBEHHBIE CPEACTBA OTIYCKAIOTCS
[0 pemenTaMm Bpaded c 50-mpOIIEHTHON  CKUIKOH €O CBOOOMHBIX IIEH,
YTBEPXICHHLIME TocTaHoBleHreM llpaButensctBa Poccuiickoit ®enmepanuu
oT 30 wmronst 1994 roma Ne 890 «O rocynapCTBeHHOH IOANEPIKKE PA3BUTHA
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MEIMHCKOH IPOMBIIUIEHHOCTH M YIyYIIEHWH OO€eCHeYeHus HacelCHUS
U yUpeXIeHUH 3IpaBOOXPaHEHMS JIEKapCTBEHHBIMH CPECTBAMU H H3JETHAMU
MEIUIHHCKOTO Ha3HAYEHUAN.

3.B ciydae HeobecredeHHs IPaXJaHHHA HEOOXOIMMBIMH IIpeliapaTaMy,
W3ENHSIME, IPOAYKTAMH TIPY HEBO3MOXKHOCTH IIepepaclpeneNieH s IpenapaTos,
w3nesmii, HPOAYKTOB W3 IPYTHX AaNTEeYHBIX OPraHM3alWil MM MEeIUIHHCKHX
OpraHM3aIiii, HEBO3MOXXHOCTH OTIyCKa TIpenaparoB, H3AeInH, IPOIYKTOB
IO NPUYMHE WX OTCYICTBHSA B ANTEYHBIX OPraHU3aIMiIX MIM MEAUIMHCKUX
OpraHM3alMAX, HMMEOLIMX JHLIEH3HMIO Ha OCYIIECTBIeHHE (apMareBTHIeCKou
JEATENBHOCTH, ¥ HX 000COOIEHHBIX MOpa3ieeHuIX (BpadeOHbpIX aMOynaTopusix,
depaIIepCKIX 3APABIYHKTaX U (QENbANIEpCKO-aKyIIePCKUX MyHKTaX, HEHTpax
(ormenenmsx) obmiel  BpadeOHOH  TpakTUKK  (CeMeiHOH MeIUIUHEL)),
PACIIONOKEHHBIX B CEIBCKHX HACEJEHHBIX IyHKTAaX, B KOTOPBIX OTCYTCTBYIOT
arnTeyHble OpraHM3alldM, ¥ I[IOCIENYIOIEro CaMOCTOATENHHOIO NPHOOpeTeHIM
MM  IpEeNaparoB,  W3jACIHH, TPOAYKTOB 32  CBOM  CHUCT,  PacXoJpl
Ha TNpuobpeTeHMe IpemapaTa, H3Jlelus, NPOIYKTa 3a CBOH CYeT TaKOMy
IPaXIAHWHY KOMIIEHCHPYIOTCS MUHHCTEpCTBOM —31paBooxpanenus OMCKoH
ob6mactu (namee — MUHHUCTEPCTBO).

4.Mepa COIMAIBHON IOMIEPKKM IPETOCTABISETCA IPU  COOIIFOACHUY
CIIEAYIOIINX YCIIOBHUI:

1) HamMeHOBaHWE ¥  [JO3MPOBKA  CAMOCTOATENBHO  IPHOOPETCHHOTO
JIEKApCTBEHHOTrO MperapaTta JOIDKHBI CTPOrO COOTBETCTBOBATH BBHIIMCAHHOMY
Ha perentypHoM Onamke dopmbr Ne 148-1/y-04(xr) penenty (manee — pewenT)
(mpu OGpaIIeHny 3a KOMIIEHCAlMeH pacXooB, ITOHECEHHBIX Ha NPHOOpeTeHue
JIEKapCTBEHHOTO IIperapara);

2) KONMYECTBO ~ CaMOCTOSTENBHO  HPHUOOPETEHHOIO  JICKapCTBEHHOIO
Ipemapara He IO/DKHO IIPEBHINATH KOJNMYECTBA JIEKapCTBEHHOIO IIperapaTa,
YKa3aHHOTO B perente (Ipy oOpallleHny 32 KOMIEHCAIMeH PacXo/0B, IOHECEHHBIX
Ha IpHOGpETEHHE JIEKapCTBEHHOTO IPENapara);

3) mpemapar, W3Heide, HPOAYKT JOIDKHBI  OBITH  OTEYeCTBEHHOIO
npomsBofcTBa (UpUM HAINYMM B TPAXKIAHCKOM  000pOTe  HECKONBKHX
HAaUMEHOBAaHMI  IIpemaparoB,  M3JENuH, IPOAYKTOB  OTEYECTBEHHOIO
F MHOCTPAHHOTO IIPOU3BOICTBA);

4) Ha maTy nproOpeTeHNs IpakJaHUHOM Iperapara, U3Neius, IpoayKTa:

- CBeleHUS O TPAKAAHWHE NODKHB OBITh BKIIOYEHH B PETMOHAIBHBIH
CEerMeHT;

- 3agBKAa MEAMIMHCKOM OpraHuW3alli¥ Ha 3aKylKy [pernapara, H3JIeNns,
IIPOAYKTa IPUHATa MUHKHCTEPCTBOM;

- CpOK JefiCTBUS pelenTa He UCTeEK;

- Ipemapar, W3Jeiue, MPOXYKT OTCYICTBYET B AlTeYHbIX OpraHW3alusiX,
PaCIONIOKEHHEIX Ha TeppuTopuH OMCKO# 00JacTH, OCYIIECTBILIIOIMX JIETOTHOE
obecrieueHye IpenapaTaMy, HW3IEIUsIMM, I[POAYKTAMH OTJAENbHBIX Kareropui
TpaX/aH;

- TpaXJaHKH He obecIedeH IIpenapaToM, U3JedeM, IPOIYKTOM COINacHO
HA3HAYECHMUIO JISYaIero Bpaya.
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5. B 1mensx mpeiocTaBiIeHNs Mephl CONUABEHON ITOMIEPIKKI IPaXK TaHUH WITH
ero 3aKOHHBIM IpeaCTaBUTENb oOpallaeTcs B MUMHUCTEPCTBO C 3adBIEHHUEM
mo ¢opme, ycTaHaBIuBaeMod MMUHHCTEPCTBOM, K KOTOPOMY IIPHIArarOTCs
CleAyIoIue JOKYMEHTEL:

1) IOKyMeHT, YOOCTOBEPSIOIMM JHYHOCT: TpaKJaHWHA (WL HeTei
10 14 et — cBUAETENBCTBO O POXKIECHUN peOeHKa);

2) CBHAZIETENBCTBO 00 YCBIHOBJICHUN, BBIJTAHHOE opra’amy,
OCYIIECTBISIIONIMME  TOCYJAPCTBEHHYI0 PErUCTPAllMIO  aKTOB TIPaXAAHCKOIO
COCTOSHWS, WIH KOHCYJIBCKUMH yupexaeHwiMH Poccuiickoln @enepanuu
(B ciydae eciM B CBHAETENBCTBE O POXKIEHMH PEOEHKA COXPAHEHBI CBENCHUS
0 GHONOTHYECKHX POAUTENX, yKa3aHHbIe B 3aIlICH aKTa O POXKAECHUN peOeHKa);

3) perenr;
4) OpUruHAJIEI TUIATEXHBIX TOKYMEHTOB;
5) MOKyMeHT, TIOITBEPK NAIOIIHUH pPETUCTPAIHIO B cucTeMe

UHIUBAAYaIBHOrO (IEPCOHU(PUIMPOBAHHOIO) YUETA.

6. JIOKyMeHTBI, yKa3aHHble B IONIyHKTaX 1 (B YacTH CBHIETENHCTBA
0 poxneHMH peOeHKa, 3a HCKIIOYEHHEM CBHIETENLCTB O TIOCYIAPCTBEHHOM
PErNCTPAIi aKTOB TI'PaXTAaHCKOIO COCTOSHHS, BBIIAHHBIX KOMIIETCHTHBIMU
opraHamMyi WHOCTPaHHOTO TOCYIapCTBa, M MX HOTapHallbHO YIOCTOBEPEHHOTO
IepeBoja Ha PYCCKU A3BIK), 5 IyHKTa 5 Hacrogmero Ilopsaaka, mpencTaBistoTcs
TPAKIAHWHOM 10 COOCTBEHHOM HMHMIMaTHBe. B ciyyae ecinu yKasaHHbBIC
IOKYMEHTHI He IPenCTaBIeHbl, MHUHUCTEPCTBO 3alpalllMBAET COOTBETCTBYIOIINE
CBeJIeHMs IIOCPEICTBOM OCYIIECTBICHUSI MEKBEIOMCTBEHHOIO HH(POPMAIMOHHOTO
B3aMMOJIEHCTBIS B COOTBETCTBUU C 3aKOHOIATEIHCTBOM.

7.B nensx mOpeoCTaBlIeHMS Mephl COLMAIBHON IOANEPKKHA OT HMMEHH
rpaXJaHNHa MOXET 00OpaTHUThCA €ro INPeACTaBUTENb, KOTOPBIA MOMOJHUTETHHO
K JOKYMeHTaM, IIpeqyCMOTpeHHbIM IIyHKTOM 5 HacTosmero Ilopsixa,
TIpE/ICTaBIISACT:

1) TOKyMEHT, YIOCTOBEPSIOIIHA TUYHOCTE IPEICTABUTEIS,

2) JOKYMEHT, YIOCTOBEPSIOIIUM IIOTHOMOYHUS IIpeNcTaBUTE N (IIOATMHHIK
MMM KONMIO  JOBEPEHHOCTH,  3aBepeHHYI0  (3aCBUIETENHCTBOBAHHYIO)
B YCTaHOBJIEHHOM 3aKOHOIATEILCTBOM IIOPSIIKE).

8. I'paxkmaHe MOTYT HpeICTaBUTL 3afABICHHE U JOKYMEHTEHI, yKa3aHHbBIC
B IyHKTax 5, 7 Hactosmiero Ilopsnka, B QopMe 3JIEKTPOHHEIX JOKYMEHTOB
(OMIMCAHHEIX 3JIEKTPOHHON ITOIHCHI0) B COOTBETCTBUY € 3aKOHOIATENBCTBOM.

3asgBinenre W JOKYMEHTBHI, IPEACTaBIseMBIE B  COOTBETCTBHUH
¢ myHKTamu 5, 7 Hacrosmero ITopsaka, MOryT OBITh HalpaBieHbl B MUHUCTEPCTBO
yepe3 OpraHu3alyyl II0YTOBOM CBA3M. B 3TOM ciydae MOAIHHHOCTE IIOJNIUCH
IpaKaHiHA Ha 3asBICHUH, a TAKXKE IpUiaraeMble K HEMY KONUH JOKyMEHTOB
IOJDKHBI OBITH TIOATBEPXKICHBI B YCTAHOBICHHOM 3aKOHONATEIBCTBOM MOPSIKE.

9. 3asBiieHNe perucTprpyercss MUHUCTEPCTBOM B [IeHb €r0 NpeICTaBIeHUI
TPOKIAHMHOM C YyKa3zaHWeM HoMepa M Jarel perucrpamum. llom jgHem
IIpeACTaBIeHns TpaKIaHUHOM 3asfBICHUI B HacTosAweM llopsnke moOHMMaeTCs
JEHs ero Ju4HOoro oOpaimieHus B MUHHCTEpCTBO C 3asBIIEHUEM, a TakKe NEHb
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IOCTyIUIEHH B MMHHCTEPCTBO 3afBJIEHMS OT TIpaXJaHHHA B IOPAIKE,
IIpe Iy CMOTPEHHOM ITyHKTOM 8 HacTosmero Ilopsaka.

10. PeiieHrie O IIPEOCTABIEHWH MEpPH COLMANBHOM NORIEPKKH Jmbo
00 oTKa3e B ee NPEIOCTaBICHUM IIPUHHMaeTcs MUHHMCTEPCTBOM HA OCHOBAHUU
pellleHrss KOMWCCHM, COCTaB M IIOPANOK pabOTHl KOTOPOM yTBEpIKIAIOTCA
MunucrepcTBoM, B Gopme pacmopsbkeHus B TedeHue 30 paboumx IHEH co THA
obpameHys TpaXKJaHWHA, B IpefeNax OFO/PKEeTHBIX ACCHTHOBAHMM OOJAaCTHOIO
GromKera, MPEXyCMOTPEHHBIX MUHHUCTEPCIBY B TeKylleM (HHAHCOBOM TIOIY
Ha TIpeJOCTaBIIeHIe MepPBI COLMAIBHOM MOAMEPIKKH.

B Teuenne 3 pabounx qHEH CO MHSA NIPUHATHSA PELISHHUH, IIPEIYCMOTPEHHOTO
ab3ameM INepBLIM HACTOSILETO ITyHKTa, MUHMCTEPCTBO HAIPABISET TPaXAaHUHY
yBeJOMIICHHE O IPUHATOM pelleHHH B (OpMe JJIEKTPOHHOrO JOKyMEHTa
(LOAMMCAHHOTO YCWJICHHOM KBaIM(QHUIMPOBAHHON 37NEKTPOHHONH MOINUCHIO)
B COOTBETCTBHM C 3aKOHOJATEIBCTBOM ¥ (WIM) NOKYMEHT2 Ha OyMaKHOM
HocuTene (0 BEIOOPY TpaXIaHUHA).

11. OcHoBaHMAMH [ OTKasa B TIPEJOCTaBIEHHM Mephl COLMAIBHON
TIOJIICPIKKHA SIBIIIOTCS:

1) HenpezicTaBneHye (IpefCTaBlIeHAe HE B MOJHOM 00beMe) JOKYMEHTOB
B COOTBETCTBHH C IIyHKTaMH 5 — 7 HacTosmero Ilopsaka;

2) HecoOMIOIEHNE ONHOTO W3 YCIOBHH, IPeXyCMOTPEHHBIX IYHKTOM 4
Hacrosmero Ilopsaka;

3) orcyTCTBHE IMpaBa HA IPENOCTABICHHE MEPHI COLMANBHOMW MOIICPKKH
B COOTBETCTBUM ¢ HacTosmuM Ilopsakom;

4) BpisBlieHWEe B  JOKyMEHTAaX, IPEACTABICHHEIX B  COOTBETCTBUH
c mnymkramu 5, 7 wmacrosmero Ilopsmka, HeNOCTOBEpHOH WHpOpPMALVH,
IPOTHBOPEYAINIX WY He COOTBETCTBYIOIIMX JPYT APYTY CBEACHUN;

5) oTcyTcTBHE  OIODKETHBIX  acCHIHOBaHME  obmacTHoro  Orojpkera,
IpeTyCMOTPEHHBIX MUHHCTEpCTBY Ha IIPENOCTaBICHME MEPHl COLMATIBLHOU
TTO/IJIEPIKKH.

12. Mepa colaibHOH NOATEPKKH IPEJOCTaBIIeTCA B pa3sMepe 3aKymOIHON
II€HE] HA TIpenapar, u3jeire, IpoRyKT. [Ipy aToM pasMep NperoCTaBIsseMON MEpPHI
COLMAIBHOM ITOIIEPKKH HE MOXKET IIPEBBINIATE:

1) 30 ThICSTY pyOitei;

2) pasMep JOKYMEHTAIBHO HOATBEPKACHHBIX PACXOJ0B, IOHECEHHBIX
IPaXXIaHHHOM Ha CAMOCTOSATENIFHOE IIPHOOpETEHNE NperapaTa, U3aelus, IPOayKTa
3a CBOI CUeT.

13. Belmiata JEHEXHBIX CPEeACTB OCYIIeCTBISETCS dYepe3 KpeAUTHEIE
oprafmsanuy (IyTeM IIEPEYUCIEHHS JEHEXHBIX CPEICTB Ha YyKa3aHHBIH
IPKIAHKHOM B 3asBI€HMH O0aHKOBCKHM CYeT) B TEYEHHME MECAIA, CIEIYHOLIEro
3a MecsAIeM, B KOTOPOM IIPHHSTO PeIleHNe O IIPeOCTaBICHHN MEPhI COLUAIBHOM
MONIEPKKH.
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