IIPABUTEJIBCTBO MAPHM 2JI PECIIYBJIMKBIH
PECIIYBJIHUKHA MAPUM JJI BUKTEPKE

IMNOCTAHOBJIEHHUE IHYHYAJI

oT 12 depamsa 2025 r. Ne 28

r. Homxap-Omna

006 yrBep:xaenun Iopsaaka obecneyenus JieKapcTBEHHBIMH
npenapaTaMi, MeAHNHHCKHMH H31eJHAMH
H CNeNHAJIN3HPOBAHHLIMH NPOAYKTAMH
Jieue0OHOro MATAHHUA OTACJbHbIX
KaTeropui rpaxaaH

B cOOTBETCTBHM C IyHKTOM 5 4actd 1 cratbu 29 U dacTeio 2
cratbu 80 demepamsHoro 3akona or 21 HosOps 2011r. Ne 323-P3
«O0 ocHOBax OXpaHBl 370poBbA rpaxpaH B Poccuiickoii dDenepanumn»
INpaButenscTBO Pecnybnuku Mapuii O1 10OCTaHOBI A€ T:

1. VrBepauth npunaraembiii ITopsaok obecrieueHus 1eKapCTBEHHBIMU
npernaparaMy, MEAWLIMHCKUMM HM3JEIUAMM M CIIELMAIU3UPOBAHHBEIMU
HpOIYKTaMH JIeueOHOr0 NUTaHUS OTAENBHBIX KaTErOpUH IpaXKIaH.

2. KOoHTpOIIb 32 UCIOTHEHHEM HACTOALIECTO IIOCTaHOBIIEHHS BO3JIOKHUTh
Ha MMHHCTpa 3]ipaBooxpaHenus Pecry6nuku Mapuit O

IIpencenatens HpaBH :

Pecny6iuxu Ma 10.3aiines

000156 ==



YTBEPXJIEH
nocraHoBienueM IIpaBuTenscTBa
Pecriybmku Mapnii On

or 12 ¢eBpamsa 2025 r. Ne 28

MOPSIAOK

oGecnevyeHNs JIeKAPCTBEHHBIMH NpeNapaTaMu,
MeINIMHCKHMH U3IeJTHSMH U ClIeNMATU3HPOBAHHBIMH
NPOAYKTAMH Jie4eOHOro MUTAHHA OTAEJNbHBIX
KaTeropui rpa:kaan

1. Hacrosmuit  Ilopsamox paspaboTran B Iensax  OpraHu3aiyf
obecrniedeHHsI JIEKapCTBEHHBIMU IIperiapaTaMy, MEJUUUHCKAMHU H3AETUIMHU
U CIHEeUUATU3UPOBAHHBIMU MNPOAYKTaMH JIeueOHOTO IHTaHUS OTAENbHBIX
KaTerOpuil rpaxnaaH, BKIIOYeHHBIX B Ilepeyens rpynnm HaceneHuUs
W Kareropuii 3aboneBaHuWii, npu amOyJaTOPHOM JIEYEHHH KOTOPBIX
JIEKApCTBEHHBIE IIpelaparbl MW MEIMLIHMHCKHE U3JeNusd  OTILyCKaloTCs
II0 penentaM Bpauedl OecIIaTHO, YTBEPXKIAEHHBIH MOCTaHOBICHHEM
[IpaButensctBa Poccuiickoit ®enepanuu ot 30 mrona 1994 r. Ne 890
«0 rocyIapCTBCeHHON ITOJIZIEPIKKE pa3sBUTHS MEAALMHCKON
IPOMBIIIJIEHHOCTH U YJIydIIeHUuM OOecledeHNs HaceJleHHs U yJpekIeHHi
3MpaBOOXPAaHEHHsT  JIGKAPCTBEHHBIMH  CpeACTBAaMH ¥ U3JACIHUIMH
MEIMLIMHCKOTO HAa3HA4YeHHs», M B COOTBEICTBHM C IPOrpamMMoi
rOCYJAapCTBEHHBIX  FapaHTHii  OecIlaTHOTO  OKa3aHWUsd  TI'paxkJaHam
MeJUIMHCKOH momon B PecmyOnuke Mapuit On Ha TeKymuid roj
U IUTAHOBEIN IepHoj (Zajlee COOTBETCTBEHHO - OecruiaTHoe ofOecreueHue
JIeKapCTBEHHBIMU npernapaTaMu, MEIUIITHCKUMH W3NENUSIMU
U CHOELMalM3UPOBAaHHBIMH MpOAYKTaMH JedeOHoro mnmraHus, llepedeHs
IPyII HaceJIeHHs U KaTeropuii 3aboeBanmii).

2. becimatHoe  ofecriedeHHWe  JIEKapCTBEHHBIMH  IIpenapaTami,
MEAUIMHCKUMH M3ACIMSAMU M CICHUAIW3UPOBAHHBIMU  IIPOAYKTaMU
Je4eOHOr0 IHUTAaHUA  OCYIIECTBISIETCS IPU  OKa3aHWHW  IEePBUYHOM
MeIMKO-CAHUTAPHOM IOMOIMM B aMOYJIaTOPHBIX YCIOBHUSX MENUIMHCKHMHU
opraHm3aramu Pecriybmuknm Mapuii On, HaxoAdmuMucs B BeICHUU
MunucrepcTBa 31paBOOXpaHECHUS Pecrrybnuku Mapuii On
(manmee cOOTBETCTBEHHO - MEIUIIMHCKUE OpraHu3aliud, MUHHCTEPCTBO).

3. becriatHoMy  oOeclied4eHHIO JIEKapCTBEHHBIMHM IIpelapaTaMy,
MEAWIUHCKUMH HM3IENUSIMA W CHEHHANM3UPOBAHHBIMH  ITPOAYKTaMH
neyeOHOro MUTAHMUS IOAJIEXKAT I'paXKaaHe, OTHECEHHBIE K IPYIIe HaceJeHHs



U uMelolue 3aboneBaHus, NOMMEHOBaHHbBIe B [lepedHe rpynmn HaceleHHS
U Kateropuiéi 3abojieBaHMi, 3a HCKIIOYEHHWEM OTIENBHBIX KaTeropui
IpaXJaH, KOTOPBIM IPENOCTaBISIETCS Mepa COLHAIBHON MMOANEPKKA
mo  OecrutaTHOMY  ofecCliedyeHHIO  JIEKapCTBEHHBIMH  [IpemnapaTamu
[0 perenrtaMm Bpauedl B COOTBETCTBHU C IocTaHoBiIeHHeM IIpaBuTenncTBa
PecrryObmuku Mapuii On ot 10 uroHs 2022 r. Ne 269 «O6 yTBepxaeHUH
Ilopsinka mpenocTaBleHHUS Mep COLMANBHON MOIIEPKKH IO OecriaTHOMY
obecrieueHUIO0 JE€KapCTBEHHBIMH IpelapaTaMM IO pelentaM Bpadei
OTAENBHBIM KaTerOpHsIM rpaxaan» (Jajee - rpaxjaHe).

4. Undopmaryisi 0 TpaxjaHaX COJEPXKHUTCI B TIOCYOapCTBEHHOM
napopmManMoHHOII cucreMe B cdepe 3ApaBoOxpaHeHHS PecmyOnuku
Mapuii On (zanee - THC3 PecrryGmaxu Mapuii D), KOTOpast B TOM HHCIIe
3arpyXaeTcsi B Hee TIIOCPEICTBOM HHTETPaliMid C TIOCYJapCTBEHHOM
nHpopManuoHHON cucreMoii «EnuHasg 1eHTpanu3oBaHHas IuUQpoBas
miarpopma B COIMANBHOH cdepe» Uepe3 CHCTEMY MEXBEIOMCTBEHHOTO
aneKkTpoHHOro B3ammogeuictBus ¢ Orgenennem @OHJAa NEHCHOHHOTO
U COLMaNIbHOrO crTpaxoBaHus Poccuiickoi ®enepanuu no PecnyGiuke
Mapuii Om.

5. MenuiyHCKMEe oOpraHW3alli¥ €XEerofiHo, He no3aHee 1 WIONA
TeKymiero rojaa, GopMUPYIOT M IpPEACTaBISIOT B MHHHCTEPCTBO TOIOBBIE
3a8BKM Ha  JIGKapCTBEHHbIE MpenapaThl, MeAWULUHCKHE  H3IeNHA
U CHelHaIu3upOBaHHbIe IPOAYKTHI Je4eOHOro MATaHUSA Ha OYEpemHOM ToJ
(manee - romoBble 3asBKH), CHOPMUPOBAHHEIE HAa OCHOBaHHH HH(OPMAIIMH
o rpaxxganax, conepxameiica B [ IC3 Pecrry6nuku Mapuit Oun.

Tonosrie 3asBKku opMupyroTcs B coOTBeTCcTBUM ¢ [lepeunem rpymm
HAaceNeHUs M KaTeropuii 3abolleBaHMiI M II€peYHEM JIEKApPCTBEHHBIX
IpenapaTroB, BKIIOYEHHBIX B IMEpeYeHb IKU3HEHHO HEOOXOAMMEIX
Y BayKHEHUINX JIEKapCTBEHHBIX MPENapaToB A MEAULIMHCKOTO PUMEHEHMS,
yIBEpKACHHBIA pacnopspkeHueMm lIpaButenbctBa Poccuiickoit Pepeparu
ot 12 okta6ps 2019 r. Ne 2406-p.

6. Exeromnas mnoTpeOHOCTP B  JIEKapCTBEHHBIX  Ipemaparax,
MEIUIMHCKUAX HM3IENUSIX M CHEIMAIM3HPOBAHHBIX IPOAYKTaX JIedeOHOro
NHUTaHM Ha o4epeHON roj (Zanee - exxerofHas noTpedbHocTs) hpopMupyercs
MuHKCTEpCTBOM €XEeTroAHO, B CpoK 10 1 aBrycra TeKymmero roja,
Ha OCHOBA3HMH INPEICTaBICHHBIX MENWIMHCKHUMH OpPTaHU3alMIMH T'OJXOBEIX
3a5BOK.

7. MunuctepctBo B cpok a0 31 mexaOpsi Texymiero roja ¢ yd4eTom
eXeromHoi morpe6HOCTH B Ipeaenax OIOMKETHBIX AaCCHTHOBAHMIA,
IpelyCMOTPEHHEIX B 3aKOHe O pecnybnukaHckoMm Oropkete PecmyOmumku
Mapuii On Ha COOTBETCTBYIOIMI (MHAHCOBBIM roJi M IUIAHOBBIM MEPHO,
B cooTBeTcTBHU ¢ DenepanbHbM 3aKoHOM OT 5 ampenst 2013 r. Ne 44-03
«O KoHTpakTHOH cucTreMe B cdepe 3aKymok TOBapoB, pabOT, YCIyT
a1 obecriedyeHHss TOCYJapCTBEHHBIX M MYHHIMNAIBHBIX  HYXI»
OCYIIECTBIISIET 3aKyNKY:



a) IeKapCTBEHHBIX IpenapaToB, MEIUITTHCKUAX H3enui
Y CIeIAIM3UPOBAaHHBIX POJYKTOB JIeUeOHOro MUTaHus;

0) ycIIyr YIIONHOMOYEHHOM OpraHM3ali IO INpUeMKe, XpaHEHHUIO,
IOCTaBKE [JO AalTeYHbIX OpraHM3alii M OTHYCKy JIeKapCTBEHHBIX
IpenapaToB, MENUIMHCKUX H3IETUH M CIeUHaTM3UPOBAHHBIX IMPOIYKTOB
ne4eOHOro NUTaHWA, YKa3aHHBIX B IOJIYHKTE «a» HACTOAINEro ITyHKTa,
TrpaXAaHaM dYepe3 anTedyHble OpraHu3aluy (Jajnee - YIOJIHOMOYEHHas
OpraHu3aIms).

8. HazHaueHne neKapCTBEHHBIX IpenaparoB, MEOUIIMHCKUX H3Aeui
¥ CIEeLHATU3UPOBAHHBIX MPOAYKTOB JIEUEOHOTO MUTAHMS OCYIIECTBISAETCS
JeHanmyM BpadoM, ¢enpaumiepoM, akymIepKOod B ciaydae BO3JOXEHHA
Ha HHX IIOJHOMOYMI Jl€dallero Bpada IpH OKa3aHUM NEepBHYHON
MeIUKO-CaHUTApHOU IIOMOIIH B amMOyIaTOpPHBIX YCIOBHAX
B MEIMLMHCKHUX OpraHM3alliiaX, BHIOpAaHHBIX OTAEIBHBIMH KaTeropUsMHU
rpaXAaH JUisl  OKa3aHWsd IEepPBHUYHOM MEIUKO-CAaHWTApHOW  IIOMOIIH,
B COOTBETCTBHM C IpuKasoM MUuUHHCTEpCTBa  30paBOOXPAHEHUS
U conuaisHoro passutus Poccuiickoit ®@enepanyu ot 12 despans 2007 r.
Ne110 «O mopsake HazHaueHUs M BBIIKMCHIBAHHUS  JIEKAPCTBEHHBIX
HpenapaToB, W3AEIUN METUIIMHCKOr0 Ha3Ha4YeHHUs U CIEeLHaIn3UpOBAHHBIX
IPOJyKTOB nede6Horo OUTaHWD, IIPUKa30M MunucrepcTBa
3apaBooxpaneHus Poccuiickoit @eneparmu ot 24 HosOps 2021 r. Ne 1094n
«00 yTBepxxaenun Iopsaka HazHaueHUS JeKapCTBEHHBIX IIpenapaToB, GopM
pelenTypHBIX OJaHKOB Ha JieKapcTBeHHble Ipemaparsl, Ilopsaxa
ohopMIIeHHS YKa3aHHBIX ONaHKOB, UX ydeTa U XpaHeHus, ¢opM OnaHKOB
PeLenToB, cCollepXalliX  Ha3HadeHWe  HApKOTUYECKUX  CPEACTB
HITA TICHXOTPOIHEIX BeliecTs, [lopsanka WX HM3roTOBIEHUs, paclpelelIeHus,
peruCTpalliy, ydera W XpaHeHWs, a Takxe [IpaBun odopmieHus OnaHKOB
PELENTOB, B TOM YHUCiie B GOpMe 3JIEKTPOHHBIX IOKYMEHTOBY.

HasnaueHne JexapCTBEHHBIX IIPENapaToB, MEAMLMHCKIX H3IEIUN
U CIENHATA3UPOBAHHBIX MPOXYKTOB JIedeOHOTO MUTAHUS OCYIIECTBISIETCS
Ha OCHOBaHMM HWHGOpMamuu O TIpaxJaHaX, cofepxameiica B ITHC3
Pecrry6nuxu Mapuii Ot

9. OTnyck JIeKapCTBEHHBIX IPENapaToB, MEAUIMHCKUX HU3AEIUU
U CICUHAIM3UPOBAHHEIX MPOAYKTOB JIe4eOHOTO ITUTAHMS OCYIIECTBIIIETCS
anTeYHBIMU OpraHu3alusiMH, OIIpeEIEHHBIMU YIOJTHOMOYEHHOH
OpraHm3aiyieii, @B  COOTBETCTBMM C  IIpuKasoM  MuHucTtepcTsa
sapaBooxpanenus Poccuiickoit @eneparyu ot 24 Hos6ps 2021 r. Ne 10931
«O0 ytBepxknmenmu IlpaBUn OTIycka JIEKapCTBEHHBIX IIpeliapaToB
Il MEOUIMHCKOTO  NpHMEHEHWs  aNTeyHbIMU  OpraHH3alisIMy,

WHAWBUIAYAJIGHEIMH  NpPEANpPUHAMATESIMM,  MMEIONIMMM  JIMIEH3HIO
Ha OCYIUECTBICHHE (apMalleBTHISCKOH NeSTeNIbHOCTH, MEIUIHMHCKAMU
OpraHH3aIysIMH, UMEIOIINMHU JIVLIEH3UIO0 Ha OCYIIIECTBIIEHHUE

(hapManeBTHIECKOH eI TeNbHOCTH, U MX 000CO0IEHHBIMY NOAPa3AeIEHUIMU
(amOynmaTopusamu,  ¢denpamiepckuMH U (erIpAmepCcKOo-aKyIepCKIMHU



IyHKTAMH, IeHTpaMu (OTAeNieHusMH) oOmel BpayeOHOH (cemeliHOM)
IPaKTUKW), pPACIOJIOXEHHBIMH B CEIbCKHX IIOCENEHHUsX, B KOTOPBIX
OTCYICTBYIOT alTeYHble OpraHM3aliy, a Takke [IpaBmi oTmycka
HApKOTHYECKUX CPENCTB M IICHXOTPOIHBIX BEIIECTB, 3aperuCTPUPOBAHHBIX
B Ka4yecTBe JIEKApPCTBEHHBIX INpenapaToB M MEIUIMHCKOrOo NpPUMEHEHU,
JIEKapCTBEHHBIX MPEnapaToB Ui MEJUIUHCKOTO MIPUMEHEHHS, COepKAITUX
HAapKOTHYECKHE CpeJCTBa M IICHXOTPOIIHbie BeIIeCTBa, B TOM YHCIE
Iopsimka OTIycKa anTeYHBIMH OpraHW3alusMH HMMYHOOHOJOTHYECKHUX
JIeKapCTBEHHEIX MPETapaTOB.




