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COBET 10 TOMEONaTUn»
I'eHepajibHas npoKypaTypa

Poccuiickoii @enepaunu Kapneery A.A.
ya. B. imutpoeka, 15a Bapmasckoe miocce, 1. 5, kopr. 5,
Mocksa, Poccun, I'CII-3, 125993 T. MOCKB&, 1 1‘71 05
M.ZOU Ne74/1-217-2017
Ha Ne

B nomomnenue k otety ot 24.03.2017 Ne 74/1-217-2017 ma Bame obpamenue o
nonmymeHHbIX Kommuccueii mo Ooppbe ¢ JpkeHaykoil U (anbcudukanmell HaydHBIX
uccienosanuii npu Ilpesnpuyme Poccuiickoif akageMnu HayK HapylIeHHAX IIpH
paspaboTke u npuHsTHH Memopanmyma Ne 2 «O JmkeHay9HOCTH FOMEONAaTHIY COOOIIAlo,
uro I'eHepambHO#W mpokypatypoii Poccuiickoii Menepanmuu  npoaHaTH3MPOBAHEL
HOpPMaTHBHbIE IPABOBBIE aKThl B cepe OXpaHbI 3[0POBbS H OOpAIleHHs JTeKaPCTBEHHBIX
CPE/CTB, PEryIUpYIOLIHe BOMPOCH! IPUMEHEHHUS TOMEONATHYECKUX METOIOB JICUEeHHS.

PesynbTaTel nokasanm, 4to AeficTByIomMe HOPMATHBHBIE aKThl B PACCMATPHBAEMOI
cepe MO3BOJIAIOT UCTIONB30BATh YKA3aHHBIE METOBI B IIPAKTHIECKON MeIUIHHE.

B vactHocTy, B mynkTe 15 crathu 4 MenepansHoro 3akoHa ot 12.04.2010 Ne 61-D3
«O6 obparennn JeKapcTBEHHBIX cpeacTBy (nanee — 3akon Ne 61-D3) naHo onpeaeseHue
TOMEONATHYECKOro JICKapCTBEHHOIO Ipenapara, Kak Hpernapara, MpOM3BENeHHOro WIN
M3rOTOBJICHHOTO M3  (hapmaneBTHYeCKOH cyOcTaHUMM Wik (apMaleBTHUECKHX
cybcTaHuMA B COOTBETCTBHM C TpeGOBaHMSAMH OOMIMX (papMaKOMEHHbIX CTaTell K
TOMEOTaTHYECKHM JIEKAPCTBEHHBIM MperaparaM MM B COOTBETCTBUH C TpeOOBaHUAMH
(hapMakoren CTpaHbl IPOM3BONUTEISI TAKOTO TIpENapara.

3axoHoM Ne 61-D3 Ha MPoOU3BOUTENEH YKA3AHHBIX IPENApaToB BO3IATAIOTCS TAKHE
Ke 00s3aHHOCTH B chepe oOpalleHHs JIEKapcTB, KaK M Ha IPOM3BOLMUTENEH HMHBIX
NpenaparoB, B TOM 4YHCJIe [10 MPOBEJACHUIO JOKIMHHYECKHX HCCIIeJOBAHUM, SKCIIEPTU3B,
rOCy/lapCTBEHHO! pErucTpanuy npenaparoB. [IpoH3BOACTBO, XpaHEeHHEe M peaTn3alis
TOMEONAaTHYECKUX  JICKAPCTBEHHBIX  IIPENapaToB  MOJUISKUT JIMIEH3UPOBAHUIO B
COOTBeTCTBHH C [lONIOKEHHEM O JIHIIEH3UPOBAHMM MPOM3BOJACTBA JIEKAPCTBEHHBIX
CPEACTB, yTBEPXKACHHBIM IocTaHoBjeHHeM [IpaButensctBa Poccuitckoit ®Penepanynu ot
06.07.2012 Ne 686.

Vcnonp3oBanue MeToa roMeonmaTHH B MPaKTUYECKOM 3IPaBOOXPAHEHHH ObLIO
paspelieHo TPUKAa3O0M MepBOro  3aMmectuTens MuHHCTpa 3IpaBOOXpAHEHUS U
MeIMLUHCKOM mpombliuieHHOCTH Poccuiickoit ®enepaumnu Ilaperopommesa A.J[. ot
29.11.1995 No 335 «O6 WCIONB30BaHMH MeTOJa TIOMEONATHH B IPAKTHIECKOM
3[paBoOXpaHeHun» (manee — npuka3 Ne 335) B mensx JansHeHIIEro coBepIIeHCTBOBAHUS
MCCIeIOBaHMs JaHHOro MeTona. Ha3BaHHBIM mpuka3oM yTBepxkIeHbl IlojoxeHue o
Bpaye, UCMOJL3YIOIEM roMeonatuueckuil Meton; Ilpasuna ortmycka romeomaTHueckux
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JIEKAPCTBEHHBIX ~ CpelCTB; TpeOoBaHMS K  3allONHEHMIO MEIMIMHCKOH  KapThl
aMOysaTopHOTo 6OJIBHOTrO BPa4oM, HCIOJIB3YFOIINM TOMEONATHYECKHI METOI.

KpoMe Toro, neicTByeT 3HayMTENbHOE YHCIIO npuka3zoB Mun3npasa Poccun
(nanee Taxxke — MHHHCTEPCTBO), PEryJIMpPYIOUIHX BOIPOCH! H3COTOBJIECHHS, OTIIyCKa U
[IPUMCHCHMS TOMEONIaTHYCCKUX TnpenaparoB: oT 27.07.2016 Ne 538u «O6 yTBepkaeHHH
[lepeyrs HanMMeHOBaHMI JEeKapCTBEHHBIX (OpPM JIEKapCTBEHHBIX IIpenaparoB JIs
MEIULUHCKOTO MNPUMEHEHHA», KOTOPBIM YTBEPXKICHBI CIELHAIBHBIE  (OPMEI
FOMEONAaTHYCCKUX JICKapCTBEHHBIX mpenapatoB; or 21.09.2016 No 7251 «06
YTBEPKICHUM  AIIMHHUCTPATHBHOrO pernameHTa MHHHCTEpCTBa 3paBOOXpaHEHHUs
Poccuiickoit  ®enmepauni 1o npenoCTABIEHUIO FOCYIapCTBEHHOW  YCIOyrd TI0
TOCYNapCTBEHHOH PErHCTPAlMM  JIEKapPCTBEHHBIX MPENapaTtoB Ul  MeIMIHHCKOrO
npumeHeHus»; ot 21.09.2016 Ne 724n «O6 yTBep)aeHHH TpeOOBaHMl K HHCTPYKLIUH 110
MEZIMIIHHCKOMY TPUMEHEHHIO JIEKApCTBEHHBIX [PENapaToB» H JIp.

Ilpukazom Munucrepcrtea or 29.12.2012 Ne 1705u yTBepkaeHbl [IpaBuia
OpraHu3alMy U JACSTCIbHOCTH OTIACNCHUS MEIULUHCKOM peabUIMTAllMd MeIHIHHCKOI
OpTaHH3alMH, OKAa3bIBAIOMIEH MEAULMHCKYI IOMOIL B aMOyJaTOPHEIX YCIOBHSX,
KOTOPBIMH PEKOMEHAYETCA B CTPYKTypaX TaKMX OTHeJeHHIl MpeiyCMaTpUBaTh KaOHHET
rOMEOIIaTHH.

Takum oGpasom, npuMeHeHHe roMeonaTHy IeHCTBYIOMIMM 3aKOHO[aTeIbCTBOM He
3alpeIleHOo U yperyIupoBaHo COOTBETCTBYIOIIMMH HOPMATHBHBIMHU JOKYMEHTAMH.

Ipunsteii Komuccueii no Gopsbe ¢ mkeHaykod wu banbcudukarnmeit HaydHbIX
ncenenosanuit  mpu  Ilpesumuyme PAH  Memopaugym Ne 2 «O JDKE€HAy4YHOCTH
FOMEONATHH» HE SBIACTCS HOPMATHBHBIM aKTOM, OOS3aTENbHBIM K HCIIOTHEHHIO.

[lonoxxenns Memopanyma HOCAT peKOMeHAaTe bHbI XapaxTep, Iie U3JI0KeHa MO3UIINS
OTZENbHBIX YYEHBIX.
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