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(13 perrenyst DKCIIepTHOTO COBETA II0 COBEPIIIEHCTBOBAHMIO
3aKOHOJaTeAbCTBa B cpepe KOMILIeMEeHTAPHOM MeAVILIVIHEI
Kommurera mo oxpane 3g0posbs I'ocygapcrBerHon dymer PD)

«O nopsake NpuMeHeHHsT
roMeonaTHYEeCKHX MpenapaToB»

Hacrosimee nmceMo — mpefHasHaYeHO i MHQOPMHMPOBAHMS  CHEHHUAIMCTOB U
PYKOBOIUTENEH JICUEOHBIX YUPEIKICHHIA.

9 ¢espans 2017 roga cOCTOSIOCH PaCHIMPEHHOE 3acelaHHE JKCIEPTHOTO COBETA IO
COBEPIIEHCTBOBAHUIO 3aKOHOAATENIBHOIO PETyIMPOBaHHS B chepe KOMIUIEMEHTAPHOM MeIUIMHbI
Komutera mo oxpane 310poBbs I'ocynapcreennont [ymbl. OnuH U3 paccMaTpHBacMBIX BOIIPOCOB
KacaJics IPUMEHEHHUS TOMEOIIaTHIECKHX TIPENApaToOB B MEAUIHHCKOMN PaKTHKE.

Hcnonb3oBaHue  MeToja  rOMEONATHM B NPAKTHYECKOM  3JPaBOOXPAHEHHH
YTBEPXKIEHO IIPUKa30M MuHuctepcTBa 3IpaBOOXPAHEHHUS U MEIULUHCKON
npomeiiieHHocTHd P® ot 29.11.1995 Ne 335 «O6 uCIOIB30BaHMM MeETOJa TOMEONATHH B
NpaKTHYECKOM  3/paBOOXpaHEHHW». JlaHHBIM mpuKa3oM yTBepikaeHsl IlonoxeHue o Bpaue,
MCIOJIB3YIOIEM TOMEONaTHUeCKUH MeToA, IIpaBuia oTmycka roMeonaTH4ecKux JIeKapCTBEHHBIX
cpencTs, TpeboBaHMs K 3alONHEHUIO MEIMIMHCKONH KapThl aMOyJaTopHOro GOJBHOTO BPadoM.
HCIOJIb3YIOIUM I'OMEONAaTHYSCKHI METO.

Onpenienienie  roMeonaTHYeckoro Mpemapara yTBepxkaeHo M. 15 cr. 4 dexepanbHOro
3akoHa ot 12.04.2010 Ne 61-®3 «O6 obpaleHnH IeKapCTBEHHBIX CPEJICTBY, KOTOPBIi OMpeIesseT
€ro Kak JICKapCTBEHHBIN Ipenapar, NPOU3BEIEHHBIH MM H3TOTOBJIEHHBIA U3 (hapMaleBTHYECKOI
cybcTannuu umM (apMareBTHYECKMX CyOCTaHIUA B COOTBETCTBUM C TpeOOBaHUSIMH OOIIHX
(hapmaxoneHHbIX CTaTel K rOMEONaTHIECKUM JIEKAPCTBEHHBIM MPEIapaTaM MM B COOTBETCTBHE C
TpeboBaHMAMH (QapMaKOIer CTPaHbI IIPOU3BOMTEINS TAKOTO TIPENapara.

QenepanbHeiM - 3akoHOM Ne 61-03 Ha mNpoM3BOAMTENEH  yKa3aHHBIX IpenaparoB
BO3JIAralOTCs TaKue ke o0sA3aHHOCTH B chepe oOpalleHus JIeKapeTB, KaK M HA MPOM3BOAUTENEH
MHBIX ITIpeNapatoB, B TOM 4YHCJE IO MPOBEJCHUIO JOKIMHMYECKHX HCCIIENOBAHHUH, SKCIEPTH3HL,
rOCyIapCTBEHHOH PETUCTPALUH [IPEnapaTos.

lIponsBoncTBO, XpaHeHHe W peanu3alis FOMEONATHYECKHX JIEKAPCTBEHHBIX MpenapaToB
NOICKUT TaKUM K€ TPeOOBAHHMSAM II0 JIMIEH3UPOBAHUIO B COOTBETCTBHH ¢ IIOJIOXKEHHEM O
JMICH3UPOBAHUM IIPOM3BOJICTBA JICKAPCTBEHHBIX CPEJCTB, YTBEPKIEHHBIM IIOCTAHOBJICHHEM
[IpaBurenscTBa Poccuiickoit ®enepanuu ot 06.07.2012 Ne 686. :



Taioke, Pemennem Coeta EBpasuiickol sxoHOMHUYECKOM kKoMuccud oT 3 HosiOpst 2016 1. N
78 "O IlpaBunax perucTpanii M OSKCHEPTU3Bl JIEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKOTO
IIPUMEHEHHS" YTBEPKACHBI NIPaBUJIa PETUCTPAllMd I'OMEONATUYECKUX IIPENapaTroB, JEHCTBYIOIINE
Ha TEPPUTOPUU BCEX CTpaH - YYaCTHUKOB EBpasuiiCKOro SKOHOMHYECKOTO COI03a. YKa3aHHOE
pelleHre aeT ONpeeieHne U MOAPOOHO AETANTU3UPYET MPOLEAYPY M OCOOEHHOCTH IKCIEPTHU3BI
rOMEOIAaTHYECKUX JIEKAPCTBEHHBIX NIPENapaToB.

Kpowme Toro, B HacTosIee BpeMs ACHCTBYIOT NpuKa3bl Mun3npasa Poccun, perynupytomiue
BOTIPOCHI U3TOTOBJIEHUS], OTITYCKA U IIPUMEHEHUS TOMEONIaTHUECKUX MTPENapaToB:
or 27.07.2016 Ne 538 «OO6 yrtBepxkaenun IlepeyHss HaWMEHOBaHHWH JIEKApCTBEHHBIX
dbopM  JeKapCTBEHHBIX  IIpenaparoB Ui  MEIMLIMHCKOTO  IPUMEHEHHUs»,  KOTOPBhIM
YTBEpKIEHBI creabHble GOPMBI TOMEONATUYECKUX JIEKAPCTBEHHBIX IIPENapaToB;
or 21.09.2016 Ne 7251 «O0  yTBepXKAEHMH  AJMHHHUCTPATUBHOTO  perjaMeHTa
MunucrepctBa  3ApaBOOXPaHEHHUS Poccuiickoi ®Oenepanyu o MPEIOCTaBICHUIO
roCyJapCTBEHHOU YCIYTH 1o rocyJapCTBEHHON perucTpanun JIEKapCTBEHHBIX
[IPENapaToB Js METUIIUHCKOTO IIPUMEHEHHUS);
or 21.09.2016 Ne 7241 «O6  yTBepkIeHHMH TpeOOBaHUH K  HHCTPYKIHH IO
MEIULIMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHBIX NIPENApaTOB)
or 29.12.2012 Ne 1705 O6 yrBepxnaenuu [IpaBun opraHuzamuu #  JESTEIBHOCTH
OTJENIEHUs MEIUIMHCKOU peabunuTanuu MEIUIUHCKOMN OpraHu3alu,
OKa3bIBAIOILEH MEIULUHCKYIO IIOMOILb B amMOyJIaTOpHBIX YCIIOBHSIX,
pPeKOMEHIyIoUMi B CTPYKTypax  TakMX  OTAENEHHH  mpeaycMaTpuBaThb  KaOWHET
rOMEOTIaTHH.

[Ipu 5TOM, BHINYIIEHHBIA OTAECTBHOW TpyNmo yacTHeIX guil Memopanaym Ne 2 «O
JDKEHAYYHOCTH TOMeonaTum», NpuHsaTeii KoMuccuel no 6opnbe ¢ mkeHaykoi u danbcupukanuei
Hay4HbIX uccienoBanmii mpu [Ipesunuyme PAH, ne ocnosan Ha neiictByromem 3aKOHOIATENBCTBE,
He sensemcs opunuanpHoi noszummeit PAH u tem Gonee ne umeem 06s3aTesIbHOTO XapakTepa.

JlanHas Tmo3uIds ToATBepKaaeTcs [eHepanpHOUW mpokyparypoir P® B mmceme Ne
74/1-217-2017 ot 25.04.2017 r., B KOTOPOM NpOaHAIM3UPOBAaHbl YKa3aHHbIE BBIIIE UCTOUYHUKH U
TIOSICHSIETCS], YTO «IIPUMEHEHHE FOMEONaTUy JAEHCTBYIOIMM 3aKOHOAATEILCTBOM HE 3alpPELIEHO U
yPEryJIMpPOBaHO COOTBETCTBYIOIIUMH HOPMATUBHBIMH JOKYMEHTAMUY.

Ha ocHOBaHHMH BBIIIEYKa3aHHOTO CcoOOIIaeM, 4YTO JAEHCTBYIOIIEE 3aKOHOJATENbCTBO
Poccuiickoit @enepanuu donyckaem UCIOIB30BaHUE TOMEONATUYECKUX JIEKAPCTBEHHBIX CPEJICTB B
cdepe 30paBOOXPAHEHUS.
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