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MuHucTepcTBO 31paBooxpaneHns Poccuiickoit ®eneparui, paccMoTpeB 3anpoc
DAC Pocenn ot 16.08.2013 NeAK/31960/13 no Bompocy perucTpanuu Ha TEPPUTOPUU
Poccuiickoit ®enepanmyl JEKapCTBEHHBIX IIPENapaToB B paMKax MEXIYHapOIHOTO
HETNIAaTeHTOBAaHHOIO HAMMEHOBAaHWS «ApPTHKauH+OnuHebpHH» (PacTBOp IS MHBEKLIHI
B o3upoBke 1:100 000), a Takxe UX B3aUM0O3aMeHSIEMOCTH, COOOIIaeT cieaymoliee.

B coorsercrBuy co cratbedt 13 DenmepansHoro 3akoma ot 12 ampems 2010 r.
Ne 61-D3 «O6 obpaiieHuu JEKapCTBEHHBIX CpeicTB» (nanee — MDeepalbHBIN 3aKOH
Ne 61-@3) nekapcTBEHHbIE TIPENapaThl BBOLITCS B IPakIaHCKHH 060pOT Ha TEPPUTOPUHU
Poccuiickoit ~ Qenepali, ecnd  OHH  3apPerUCTPUPOBAHBl  COOTBETCTBYIOIUM
YIIOJIHOMOYEHHBIM (e AepaTbHBIM OPTaHOM HUCIOIHUTENHHOM BIACTH.

OenepaibHbIM 3aKkoHOM Ne 61-O3 Takke OIpeIeNeHO, YTO MEXIYHAPOLHOE
HENAaTeHTOBaHHOE HAaMMEHOBAaHWE  JIEKADCTBEHHOTO CpeJCTBA — HAMMEHOBAaHUE
(hapmaneBTHYECKOH  CyOCTaHLMM, pPEKOMEHIOBaHHOe BceMHpHON  opraHusanueit
3ApaBooXpaHeHus. OTHOMY MEXIyHApOJHOMY HEIaTeHTOBAHHOMY HAMMEHOBAHMIO
JIEKApPCTBEHHOIO CPEJICTBA MOTYT COOTBETCTBOBATH HECKONBKO DPAa3IMYHBIX TOPTOBBIX
Ha3BaHWH, KaXI0€ U3 KOTOPHIX MOXET OBITh 3aIUINEHO TOBAPHBIM 3HAKOM.

B 4actHOCTH, MO HaHHBIM ['OCYRapCTBEHHOro peectpa JIEKAPCTBEHHBIX CPENCTB
JIEKapCTBEHHbIE Ipenaparsl IMOJ TOPrOBHIMM HaMMEHOBaHHMsAMH AprtuxauH J[®D,
Anspakaun CII, Y6ucresun ¢opre, ApTukauH ¢ ajpeHammHoM Qopre, CenraHect ¢
anpeHanuHoM, llutokapTuh, IlpumakavH c¢ agpeHanunoMm, Aptuxkaun MWHUBCA,
Yiprpakau® JI-C dopre 1 Aptidpun GopTe COOTBETCTBYIOT OXHOMY MEXTyHAPOTHOMY
HeNIaTeHTOBAaHHOMY HaWMEHOBaHUIO «ApTUKaHH+ONuHeGpHH» (pacTBOp AJIs MHBEKIHI B
nosuposke 1:100 000).

Crenyer  OTMETHTB, 4YTO TepaneBTHYeCKUid 3¢hdekT IpH NpHMEHeHHH
JIeKapCTBEHHBIX IIPENapatoB B pPaMKax OJHOTO MEXIYHApPOJHOIO HENAaTeHTOBAHHOI'O
Ha¥MEHOBaHHS C OANHAKOBOH JTO3MPOBKOW aKTUBHOTO BEIIECTBA B OIHOM (hopMe BBIIyCKa
IpH UX HUCIOJH30BaHUHM NPU OJHUX M TEX XK€ NOKA3aHUAX K IMPUMEHEHHIO, Ha OJHOM
rpynne OONBHBIX 6e3 HeOOXOAMMOCTM IONYYeHHs Tepallid B  CTAIJHOHAPHBIX



Te4e6HO-NIPOPUIAKTHYECKITX YHPEKACHUAX IPH Nepexofie ¢ OxHOI JI€KapCTBEHHOL
(OpMBI Ha PYTyIO comocTanuM,

IIEPEHOCHUMOCTH M TepaneBTHYECKOro a¢dexra y manpenta, PelieHue o 3aMeHe oxHOro
JICKapCTBEHHOTO  mpernapata  Ha APpYyroi  npuHHMaercs JeJalluM  Bpayom
T1e4e0HO-IPODHUIAKTHIECKOTo YUPEXKACHUS.

Ilo Bompocy pasmuumii g bopmMynupoBke  moxazanmis K IIpUMeHeHHIO,
Conepxamuxcs B pasnene «Ilokasanus k UPHMEHEHHIO» MHCTPYKLHH 10 [IPUMEHEHHIO
JICKapCTBEHHBIX  NpemapaTtoB B paMKax  MexmyHapomHOro HEITaTeHTOBAaHHOTO
HaHMEHOBaHUs «ApTHKaHH+9nHHe(prH» B JIeKapCTBeHHOH (opme pacTBop mis
HHBEKIMH C JO3UpoBKoii 1:100 000 coobIaeM, YTo ykasaHHbIe pasmi4us popmymuposok

B nHexotopeIx HHCTPYKUUSX 110 IPUMEHEHHIO IEKapCTBEHHBIX IIPENapaToB B paMkax
YKa3aHHOM KOMOMHanuu npuBenieH Oolee IO ApOOHEIH TICPEYEHb  COCTOSHMIA, IpH
KOTOpPBIX BO3MOXXHO INpHMeHeHHe IIpenapara, KoTopele, ONHaKO, MOANAfaIT mox
OUpEAeNeHNe «MHQUIBTPAIHOHHA | IIDOBOTHUKOBAs aHECTE3Us» HE sgBasgercs
paclIMpeHueM noka3zauuii k IIPUMEHEHUIO.

Ilo Bompocam B3aHMO3aMEHAEMOCTH JTeKapCTBEHHBIX [IpeénapaToB coobImaem, 4to B
HacTosmee Bpems MuHuzapaBom Poccuyu pa3paboTaH u BHecen g IlpaButenscrBoO
Poccuiickoii Denepanyu KOMIIJIEKCHBIH 3aKOHOIIPOEKT o COBEPIICHCTBOBAHHIO
3aKOHOZATENBCTBA B cepe obpalteHms TIEKAPCTBEHHBIX CPENCTB, B TOM YHCIe no
BOIIPOCY B3aHMO3aMEHIEMOCTH JIEKapCTBEHHBIX IIPeIIapaTos.

HaHusIii 3aKOHOIIPOCKT IPEeNyCMaTPUBAeT BHECEHHe H3MeHeHni B Qenepansuriit
3akoH Ne 61-®3 B yacty BBECHUS MOHSITHUS «B3aHMMO3aMeHsieMBbIe JIeKapCTBEHHbBIE
HpeNapaTel», a TaKXe YCTaHOBJICHHS nopsanka (opMupoBanus wu BEIICHUS TepeyHs
B3aMMO3aMEHSAEMBIX JIEKaPCTBEHHBIX T[IpENaparos.

W.H. Karpamausu

ITanoBa
627-24-00, 2511



