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Ha3Ha4YeHUN peLIenTYPHbIX TEKapCTBEHHbIX NpenapaToB>

MWHUCTEPCTBO 3[JPABOOXPAHEHUA POCCUNCKOW ®EQEPALIUN

NMACbMO
oT 23 maa 2025 r. N 15-4/1/2-10255

B cootBerctBumn ¢ pexomenaanuamu Komurera Coera denepanuiu no cCouuaibHON MOJUTHUKE IO
utoram "kpymioro croia" Ha Temy "JlucmaHcepusanus KaK OCHOBAa COXPAaHEHUS PENPOAYKTHBHOTO
3II0POBbS KEHIIIMH B KOHTEKCTE PeaTN3allii HOBBIX HAITMOHAIBHBIX MPOEKTOB" (muchmo oT 18.04.2025 N
3.8-09/1480@) mpocuM JOMOJHUTEIBHO HMH(OPMHUPOBATH AKYIIEPOB-THHEKOJIOTOB O TOM, 4YTO
KOMOMHUPOBAaHHBIE OpajbHble KOHTPALECNTHUBBI SIBJISIOTCS PELENTYpHBIMU Ipernaparamu, 4To TpelyeT
BBIMMCKU PELENTa MpHU UX Ha3HAYCHUH, a TAKXKE O HEOOXOIMMOCTU OO0S3aTeIbHOTO pPelIeHUs BpaueOHON
KOMHCCUU MIPH Ha3HAYEHUH JIEKAPCTBEHHBIX MPENapaToB JAHHOHN I'PYyMIbl BHE MOKa3aHUN HWHCTPYKLHUHU IO
MEAMIMHCKOMY IIPUMEHEHHUIO.

[Tpukazom Munsnpasa Poccun ot 24.11.2021 N 1094n "O6 ytBepknenun [lopsiaka HazHAaYeHUS
JICKApCTBEHHBIX TpenaparoB, (opMm penentypHbIX ONaHKOB Ha JIEKapCTBEHHbIE Ipemaparsl, llopsnka
opopMJICHUSI yKa3aHHBIX OJAHKOB, MX y4eTa W XpaHeHHs, (opM OJIAHKOB PEIENTOB, COIEPIKAIINX
Ha3HAUYCHUC HAPKOTHYCCKUX CPCACTB WU TICUXOTPOIIHBIX BCIICCTB, Hopﬂmca HUX H3TOTOBJICHUA,
pacnpezeneHus, perucTpalliy, yuerta U XxpaHeHus, a Takxke [IpaBun odopmieHns OlMaHKOB peLENTOB, B
TOM 4YHCJIE B (bopMe SJICKTPOHHBIX ,Z[OKyMeHTOB" ONpCACIICHO, YTO HA3HAUCHUC JICKAPCTBCHHBIX
MpernaparoB Al MEIUIMHCKOTO MPUMEHEHHs (fajiee - JIEKapCTBEHHBIE Mpernaparbl) OCYLIECTBISIETCS
JeyamuM BpadoM, (erpAmepoM, akylIepKkod B ciydyae BO3JIOKEHHS HAa HHMX ITOJIHOMOYHMH Jedalero
Bpaya, IpU OKa3aHUM MEIULHUHCKOM TOMOIIM B MEIWLMHCKHX OpraHU3alusiX IO MEXKIYyHapOIHOMY
HCMMAaTCHTOBAHHOMY HAWMMCHOBAHWUIO, a IPU €ro OTCYTCTBHUU - T'PYHIIMPOBOYHOMY WM XUMHUUCCKOMY
HAaUMEHOBAHMIO.

OTHeceHne JIEKapCTBEHHOTO Ipenapara K pelenTypHbIM WM Oe3pelenTypHbIM JICKapCTBEHHBIM
mpernaparaM OCYIIECTBISETCS MpPH pPErUCTpallid JeKapcTBeHHOro mpemnapara (myHkT 5 [lpaBun
OIIpeIeIICHUS KaTEerOpHuil JIEKapCTBEHHBIX IPENnapaToB, OTIIyCKaeMbIX 0e3 pelenTa u 1o perenty Pemenus
Komnernn EBpasuiickoit sxoHOMuYecko komuccuu oT 29.12.2015 N 178). YcmoBus st oTmycka
JIEKapCTBEHHOI'O Tpernapara OTpakeHa B MHCTPYKIUU 10 MEIUIMHCKOMY NMPUMEHEHHIO JIEKAPCTBEHHOTO
npemnapara.

Haznauenue, oneHka >(QQEeKTUBHOCTH U O€30MaCHOCTH JIEKAPCTBEHHBIX IPENaparoB BXOIUT B
TPYyAOBBIC 00S13aHHOCTH Bpada-aKymiepa-ruaexosiora (mpukas Muntpyna Poccun ot 19.04.2021 N 262H).

Pemenue nmo Ha3HaYeHUIO ¥ 0(OPMIICHHIO Ha3HAUYEHUS JIEKAPCTBEHHBIX MIPENapaToB, HE BXOAAIINX B
CTaHAapThl MEIMIMHCKOM IIOMOIIM WJIM HE IPENyCMOTPEHHBIX COOTBETCTBYIOUIEH KIMHUYECKOU
pekoMeHganueld, JTuO0 1O TOPrOBBIM HAMMEHOBAHUSAM TNPUHUMAETCS BpaueOHON  KOMHCCHEH
MEIMIUHCKOM  OpraHu3anuy Ipyd  HAIMYUM  MEIUIMHCKMX  IOKa3aHMH  (MHAMBHUIyalbHas
HEMEePEeHOCUMOCTh, IO KM3HEHHBIM IIOKa3aHUSAM) M (UKCHUPYETCSs B MEIUIMHCKOM JOKyMEHTaluu
NaIMEeHTa U B XKypHaje BpadeOHONW KOMHCCHU.

B cootBerctBumn co crarweii 14.4.2 "Komekca Poccuiickoit denepanu 00 aIMUHHCTPATUBHBIX
npaBoHapymeHusx" ot 30.12.2001 N 195-®3 3a nHapyuieHue MOpsSAKa PO3ZHUYHOH TOPrOBIU
JEKapCTBEHHBIMM  IIpenaparamMM  IPeIyCMaTPUBAETCSl  OTBETCTBEHHOCTh B BHJAE  HAJIOKEHUS
aJIMMHHUCTPATUBHOTO ITpada Ha rpaXKiaH B pa3Mepe OT MOIyTopa ThICSY O TpPeX Thicad pyoiei; Ha
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JTOJDKHOCTHBIX JIMI] - OT TSATH THICAY 10 JECATH THICAY pyOseil; Ha IOPUAMYECKUX JIMI[ - OT JBaJIaTH
TBICSIY IO TPHUALIATH THICSY PyOIIeH.

3amecturens MuHucTpa
C.B.ITTAT'OJIEB
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