MUHUCTEPCTBO 3IPABOOXPAHEHMSI
MOCKOBCKOM OBJIACTH

PACIIOPSIZKEHHUE
JZ1M.2623 Ne YL P

r. Kpacsoropck

O0 yTBep:KIeHNH NOPS/IKA OPpraHu3anuu obecnedeHus B MocKkoBcKoi 00/1acTH
OTACJbLHBIX KATErOpHH rpaskIaH IeKapCTBEeHHBIMH NpenapaTaMu, MeTUIIHHCKUMH
H3/1eJIMAMH, CNIeNHAJTH3HPOBAHHBIMH NPOIYKTAMH J1e4e0HOro MUTAHHUS IPH
aMOyJIaTOPHOM JIe4eHHHU

B cootsercTBHM ¢ mprkazom MunucTepceTBa 3apaBooxpanerus Poccuitckoit @eneparmu
ot 24.11.2021 Ne 10931 «O6 ytBepxnenun [IpaBus OTIIyCKa JIEKAPCTBEHHBIX IIPENapaToB s
METUIIHCKOTO IPUMEHEHUS anTEeYHBIMH OpraHU3alMsSIMU, WHTABU/Ty alTbHBIMH
NPENIpPUHAMATEIMH, MMEIOIMMMY JHLIEH3HI0 Ha OCYIIECTBIEHHE (DapMaleBTUIECKOU
OESITEMBHOCTH, MEIUIMHCKAMK OpPraHMU3alHMsIMH, HUMEIOIKMMHU JTHIEH3UI0 Ha OCYIIECTBJICHHE
(hapmaleBTHYECKOM  NEATENBHOCTH, ¥ HMX  OOOCOONEHHBIMU  IOApa3ieleHUsIMU
(amOynaropusimMu, QENbOMIEPCKUMH U (DeNbAEPCKO-aKyIIEPCKUMH ITyHKTaM¥, UEHTPaMH
(oTmenenusmu) oOuield BpaueOHOM (ceMeHHOH) MPaKTHKH), PACIOIOKEHHBIMH B CENBCKHX
TIOCENEHMsX, B KOTOPBIX OTCYTCTBYIOT alTeUHBIE OpraHu3allvu, a Takke [IpaBun OTmycka
HapKOTUYECKUX CPENCTB M IICUXOTPOIHBIX BEIIECTB, 3apPErHCTPUPOBAHHBIX B KayeCTBE
JeKapCTBCHHBIX IIPENaparoB I MEIUIMHCKOIO MPHMEHEHUs, JIEKAPCTBEHHBIX IPeraparoB
ANl MEIUIMHCKOrO MPHUMEHEHHs, COAEPXKAMX HApKOTHUECKHE CPENICTBA M IICHXOTPOIHbIE
BEILECTBA B TOM ymcie [Iopsinka OTITycKa alTeyHbIMH OpraHU3allsIMi HMMYHOOHOIOTHIECKUX
JICSKapCTBEHHBIX TMIPEMaparoB», IpHKasoM MUHKCTEpCTBA 3ApaBoOXpaHeHust Poccuiickoi
@enepauun o1 24.11.2021 Ne 10941 «O06 ytBepxnenuu [Topsiaka Ha3HAYEHUS JEKAPCTBEHHBIX
mpenaparos, (OpPM pPELENTYypHBIX OINaHKOB Ha JIGKApCTBEHHBIE Tmperaparsl, [lopsjika
OQOpMIIEHMs YKa3aHHBIX ONAHKOB, MX yd4era W XpaHeHus, (HopM OJaHKOB pPELEMTOB,
CoziepyKalInX Ha3HAYEHUE HAPKOTHYECKUX CPECTB HITH IICUXOTPOIHEIX BemecTs, [lopsaka ux
U3rOTOBIIEHMSA, DPACIpENE/IeHMs], DPEruCTpalliy, yueTa W XpaHeHHs, a Take IIpaBui
oopMiIeHHs OJIaHKOB pPELENTOB, B TOM YHCIE B (OpPME 3JIEKTPOHHBIX IOKYMEHTOBY,
nogmykraMu 12.10, 12.11 nynxrta 12 Tlonoxenus o MUHUCTEPCTBE 3ApaBOOXPAHEHUS
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MockoBckolii 00IacT, YTBEP)KIEHHOro mnocraHosieHueM IlpaBurenscrsa MOCKOBCKOMH
obnmacty ot 17.10.2007 Ne790/28 «O6 yteepxnmenum Ilomoxkenus o MunucTepcTBe
3paBooXpaHenrss MOCKOBCKOM o0macTi», M B LEIIX CBOEBPEMEHHOIO O0O0ECIEeYCHHS
OT/ENBHBEIX KATEropuil TpakOaH JIeKapCTBEHHBIMH IIperapaTaMi, 3aperHCTPUpPOBaHHBIMU
Ha Tepputopun Poccuiickoit @enepaliiyd B COOTBETCTBHY C TPeOOBaHMAMHU 3aKOHOIATENIECTBA
Poccuiickoli @epepanuy, MEIMUMHCKMMHM H3NEIMAMH, & TaKKe CHCHHaIU3HPOBaHHBIMU
NPOIYKTaMH JIe4e0HOr0 MUTaHKs NPy aMOyJIaTOPHOM JICYEHHUHN:

1. VIBepmuTh mnpuiaraeMeiii MOPSIIOK OpraHu3aluy obecrnedenuss B MOCKOBCKOH
001aCTH OTIEIBHBIX KaTerOpHHM IpakKiaH JIeKapCTBEHHBIMHM IIperaparaMy, METHIHHCKHUMU
W3NENASIMH, CIENUATU3UPOBAHHEIMU NIPOLYKTAMHU JieyeOHOro MUTaHWsA NpH amMOylIaTopHOM
neuenuu (manee - [lopsmok).

2. MequIMHCKUM OPTraHu3allMsIM, OKa3bIBAOIIMM IEPBHYHYIO MEIHUKO-CAHHTAPHYIO
IOMOIIL B pamkax MOCKOBCKOH OONacTHOH MporpaMMbl TOCYNApCTBEHHBIX IapaHTHH
OECIUIATHOIO OKa3aHus TPpakIaHaM METUIMHCKOM MOMOLIY Ha OdepeHOH (UHAHCOBLIA TOI U
Ha IUIAHOBBIM NEPHOJ, TOCYIAaPCTBEHHOMY OIOLKETHOMY Y4peskaeHuro MocKOBCKOM 00macTu
«MocobnMencepBrcy OOECTIEUNTh  BBITIONHEHHE [lopsiika, YTBEPXKAEHHOTO ITYHKTOM |
HaCTOSIIETO PaclOPsHKEHHSI.

3. VIpaBleHUIO OPraHU3allMOHHON M IOKYMEHTAlMOHHOHM paboThl MuHHCTEpCTBA
31paBooxpanenust MockoBckoit obnactu (bansibepauna A.1O.) obecrieunTs:

1) obuumanbHOE OMyOIMKOBaHHE HACTOSILIEro pacrnopskeHws Ha MHTepHeT-moprane
I[MpagutensctBa MOCKOBCKO# 00acTH (WWW.mMOSreg.ru);

2) pasMellleHre HACTOSIIEro pacnopsbKeHHs Ha oduUIualbHOM caiite MHHHCTEPCTBA
3paBooxpaHeHns MOCKOBCKOM 06NacTd B HH(OOPMAIMOHHO-TEJICKOMMYHUKAIIMOHHOH CeTH
«MHTepHeT;

3) HampaBJIeHHe KONHMM HACTOANIEro pacmopsbkeHus B IIpokyparypy MOCKOBCKOH
obmacty B TeueHHe S5 pabounx JHEH cO IHs ero PETUCTPaIHK;

4) HanpaBjieHHe KOIMM HACTOSILErO paclopsyKeHHsT BMeECT€ CO  CBEACHHAMHU
00 MCTOYHHUKAX €ro 0MUIMATBHOrO OyOIUKOBaHUs B YpaslieHue MUHHCTEPCTBA IOCTULIUH
Poccuiickoi ®enepaiuu 10 MOCKOBCKOH 001acTH B 7-THEBHBIA CPOK II0CTIE THS NEPBOIO €ro
O(QUIHATLHOTO OIyONMKOBaHUS UL BKIIOYEHHS B (QENepalbHbIi PErMcTp HOPMAaTHBHBIX
IIPaBOBBIX aKTOB cyOBexTOB Poccuiickoi Denepanuu.

4. KoHTpOJF 32  BBIIOJIHEHHEM  HACTOAIIETO  PACHOPSDKEHHS  BO3JIOXKHTH
HA 3aMeCTUTeNd MUHUCTPA 3/ipaBooxpanenus MockoBckolt o6nacta Makcumosa MLA.

MuHUCTD 31paBOOXpPaHEHHA
MOCKOBCKOH 00J1acTH A .M. CanaHmwok



VYTBEPXJ/IEH

pacnopsbKeHHEM

MuHHCTEPCTRA 30PaBOOXPAHEHHS
MockoBcko# 001acTH

oT 17102023 Ne 34L-p

NOPAIOK
opraauszanun obecnedenusi B MoCKOBCKOH 00.1aCTH OTAENLHBIX KATerOpui rpaxiaH
JIEKAPCTBEHHBIMH NpenapaTaMy, MeAHIHHCKHUMH U3/1eIHAMH,
CHenHaTH3HPOBAHHBIMH POJIYKTAMH
JIe4eOHOro NUTAHNA NPH aMOy/1aTOPHOM JIeYeHHH

1. Hacrosmmii TOpSNOK PpEryjiupyeT BOIPOCHI OpraHM3alul  OOecredeHHs
B MoCKOBCKON OOIaCTH OTAENBHBIX KaTErOpUil rpa)KiaH JeKapCTBEHHBIMH IIpenaparaMu,
3aperuCTPUPOBAaHHBIMH Ha Tepputopun Poccuiickodi @enepauiu B COOTBETCTBUH
¢ TpeboBaHMAMHU 3aKOHOaTeNbCTBa Poccuiickoi Penepanuy, MeTUIMHCKAMU U3ICTUSIMHY,
a TaKKe CreLdaIU3UPOBAHHEIMY [IPOAYKTAMHE JTe9e0OHOTO MUTaHUA (Janee COOTBETCTBEHHO
- Ipenapatsl, H3IeIus, IATaHue) Ipy amOynaTopHoM edeHuH (nasee - [lopsnok).

2. K OTHENBbHBEIM KaTeropusiM TPaXIaH OTHOCSTCS TpakKIaHe, UMEIoIIME IpaBo
Ha obecledeHye MpernapaTaMy, W3IENUsIMY, [MTaHUEM 3a CHeT OIOMIKETHBIX
accurgoBaHmii henepaapHOro OromKera U OromKera MOCKOBCKOM 00IacTH 13 YHUCIa:

KaTeropuii, ykaszanHbix B craresx 6.1 u 6.7 ®enepansroro 3akoxa ot 17.07.1999
Ne 178-®3 «O rocynapcTBeHHOM COLUAIBHON ITOMOLIMY;

rpynn HaceleHWs, BKIIOYeHHBIX B [lepedeHb TpyNn HaceleHHMs MW KaTeropui
3a00JIeBaHu#i, IpyU aMOyTaTOPHOM JIeYEHHH KOTOPHIX JIEKAPCTBEHHbIE CPEACTBA M M3
MEIULUMHCKOrO HasHaueHWs OTINYCKaloTCs [0 pelenTaM Bpadeld  OecriaTHo,
yTBEPXKIEHHBIH TocTaHoBnenueM [IpaBurenscrsa Poccutickoit @enepaumu ot 30.07.1994
Ne 890 «O rocymapCTBEHHON NOIAEPIKKE Pa3BUTHS MEIULUHCKOH INPOMBIIUIEHHOCTH
W yaIydmieHud — oDecliedeHus  HaceleHMs W Y4YpeXKIeHMH  3ApaBOOXpaHCHHS
JIeKapCTBEHHBIMH CPEICTBAMH U W3ENUSIMH METUIIMHCKOIO Ha3HAYEHUS;

KaTeropui, yKa3aHHBIX B IyHKTe 3 crarthu 1, myHkTax 2 ¥ 5 crateu 18 3axoHa
Mocxkosckoii odnacta Ne 36/2006-03 «O couuanbHON MOANEPKKE OTAENBHBIX KaTerOpui
rpaxxaad B MOCKOBCKOH 00/1acTh»;

AL, CTPANAroIKX 3a001eBaHUIMHE, BKIIOYSHHBIMY B IEPEYEHD JKU3HEY TPOIKAFOIIIX
¥ XPOHHMYECKHMX IPOTPECCHPYIOIIMX peAKuX (opdaHHBIX) 3aboneBaHWy, NPUBOSIIIMX



K COKDAIlEHHWIO MPOJODKHTENBHOCTH JKM3HM Tpax[aH WIHA HMX WHBAIMAHOCTH,
yTBEpXIeHHEIN mocTanoBieruem IIpapurtenscTBa Poccuiickol @enepaunu ot 26.04.2012
Ne 403 «O nopsake Benmenus DenepanbHOr0 pErucTpa JIMI, CTPAFAROIIHAX
KU3HEYTDOKAIOIIMMHA M XPOHUYECKUMY I[IPOTPECCHPYIOIIMMHI DPEIKHMH (Op(aHHBIMK)
3a00JIeBaHUsAMM, MPUBOMSIIAMHA K COKPALLEGHHIO MPOAOIDKHTENBHOCTU JKM3HM I'PaKJIaH
WM MX MHBAIHIHOCTH, ¥ €T0 PErHOHAILHOTO CerMeHTay (ayiee - MallieHT).

3. MenuIMHCKHE OPraHU3alliy, OKAa3bIBAIOIIWE IEPBHUYHYIO MEIMKO-CAHHTAPHYIO
IIOMOIIE B paMKaX MOCKOBCKOH 007acTHOH NporpamMMbl TOCYAapCTBEHHBIX TrapaHTHH
OecIIaTHOrO OKa3aHWs TPAXKIaHaM MEAMIMHCKOH MOMOINM Ha odepefHOH (QHHAaHCOBBIH
rojl ¥ Ha INIaHOBEIA MEpHO (Iaiee - MeIUIMHCKUE OpraHU3alli1):

1) OpraHM3yIOT BBIMKMCKY PELENTOR Ha Ipenaparsl, U3[eNus, [IMTaHue B Ipeneiax
3asBIIEHHOM  MEOUIIMHCKOM  opraHu3zaluedl  noTpeOHOCTH, B COOTBETCTBHH
C 3aKoHOaTeNnsCcTBOM Poccuiickoii Penepanyy;

2) npd BpPEeMEHHOM OTCYTCTBHM IIpeNaparoB, H3IENUH, NUTaHHA, B TOM YHCIE
B Clly4ae HeoOXOQUMOCTH Ha3HAYeHUs NIperapaToB, H3ACIHH, IMTaHus CBEPX 3asBICHHON
MeIUIUHCKON OpraHu3aluei moTpeOHOCTH (BHOBB BBIBICHHBIM NALMEHT, YCTAHOBIICHHE
IMarHo3a, W3MEHEeHHWe CXeMBl JIeUeHHs), OPraHH3yloT NoA0Op aHaJOroBOH 3aMEHEI,
ATBTEpPHATHBHONW Tepamuy JHOO OpPraHu3yrT oOecleyeHHe IpenapaTaMu, H3IeNMsIMH,
NHMTAHWEM OTNENBHBIX KaTeropwil TIpakKOaH B YCIOBHSAX CTallHOHapa (JHEBHOTO
CTaIloHapa);

3) "e mo3aHee 2-X pabo4ux JHEH ¢ MOMEHTa MOMy4YeHHUs UH(pOpMalyM, YKa3aHHOH
B moamyHkre 2 nyukra 4 [lopsaka, IpUHUMAOT MEphl A OpraHM3alMy MeTUIIMHCKOH
[IOMOIIM TauueHTy (mepeodOopMIISIOT pellenT B Ciiydyae HEeOOXOAMMOCTH, IPHITIAIIAIOT
NanyeHTa Ha TIPHEM TS IIPOBEASHUS KOPPEKIMH Kypca JIeUYEHHUs).

4. TocynapcTBeHHOE OromKeTHOE yHpEeXKIeHUE MockoBckoit obactu
«MocobnmencepBucy (aatee - MocobimencepBuc):

1) opranu3zyeTr B COOTBETICTBHM C 3aKoHojarenscTBoM Poccuiickod @enepanuu
OTIIYCK TIPENapaToB, W3ICTHM, NMUTAaHHUS OTASNbHBIM KaTeTOpHAM IpaXKIaH IO pelenTam
Bpada ((enpamepa);

2) HampaBisieT  MOCPEACTBOM  MEKBEJOMCTBEHHON  CHCTEMBI  3JIEKTPOHHOIO
noKyMeHTo000poTa MOCKOBCKOH 00sacTé HH(OpMAIMIO, YKa3aHHYIO B IIOANYHKTE 3
nyHkTa 5 Ilopsnka, B MEIMIMHCKYIO OpTraHM3allWiO, BBINHMCABIIYID DELENT, B UENIX
TMpUHATHS Mep Ui olecmedeHus JeyeOHOro mpouecca, a Takke B MHHHCTEPCTBO
31paBooxXpaHeHuss MOCKOBCKOM 001acTH.

5. Anreunsle oprarusanul Mocobiamencepsuc:

1) B coydae BpEeMEHHOrO OTCYTCTBHS Iperapara, H3[ENus, [UTaHUs alTe4HbIe
opranu3anud MocoOJIMeACepBUC OCYIIECTBISIOT OTIYCK IIpenapara, M3IEius, TUTaHWA
B TeYEHHE CpPOKa NEeHCTBUS peLienTa.

[Tocne BcTedYeHns CpoKa NeHCTBYS pelenTa pelenT CHUMAaeTCd ¢ 00CIyKUBaHu;



(%]

2) Opy OTKa3e MAlMEeHTa OT IOJYyYeHHss MMEIOIIErocs B anTedHOl OpraHu3alliH
Ipernapara B paMKax MEXKIYHapOIHOTO HeTaTeHTOBAaHHOTO HaMMEHOBaHHs, CHHUMAOT
perenT ¢ obCIyXUBaHus ¢ cocTaBleHHeM AKTa 00 OTKas3e B IOIy4EHHHM JIEKAPCTBEHHOTO
npemnapara, GpopMa KOTOPOIr0 YCTaHABIHUBACTCs JIOKAIBHBIM akToM MocobaMencepBuc.

3) Ip4 OTCYTCTBHMM BBIMMCAHHOIO IO PELENTy IperapaTa, W3ENus UM IUTaHHSI
¥ HEBO3MOXKHOCTH OpPraHH30BaTh OOECIeUeHHe UM IallMeHTa B CPOK, He IIPEeBBIIIArOLIHHA
10 xanennmapHeIX OHEH, CIEMYIOIIMX 3a IOHEM IpHeMa pelenTta Ha oOCIyXHBaHHE,
naGopMupyeT 06 3TOM pyKoBoautens MocobiamencepBuc.



