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MpunynHaTa, KoATO Hanara n3paboTeaHeTo Ha NpoekT Ha Hapenba 3a nameHeHne un
nonbnHeHne Hapenba Ne 39 o1 2007 r. 3a NpuHUMNNTE N U3UCKBaHMATa 3a [obpaTa
ancTpubyTopcka npakTMka e HeobXxoAMMOCT OT pellaBaHe Ha npobnemn ¢ Nnpa3HoTa
OTHOCHO MocseanunTe, KoraTto Npu N3BbPLUBAHETO Ha BeEpUPUKaLMATa Ha NeKapCcTBEeHUTEe
MPOAYKTN NMMa OCHOBaHMe fa Cce CHYUTa, Ye ONakoBKaTa e noArnpaBeHa, Uin Korato
npoBepKaTa Ha rnokasaTtennTte 3a 6e30MacHOCT Ha IeKapCTBEHMA NPOAYKT NoKas3ga, 4e
MPOAYKTHT MOXXe fa He e aBTeHTM4YeH. B pe3ynTaT Ha TOBa Bb3HUKBA U KAapaHTUHUPaHe
(3aabp>KaHe) Ha Te3n OMNakKOBKM B aNTEKUTE, KaTO BMNOC/eAcTBMe cnedBa bpakyBaHeETO UM.

C npoekTa ce npeanara To3u BbNpoc Aa 6bhe peleH, KaTo NpuTexaTenmTte Ha
pa3peLleHne 3a TbProBusa Ha eapo C JIEKAPCTBEHM NPOAYKTU Aa Ca 3aA4bJ/IXKEHM B CPOK [0
10 oHW ga npyemMaT AOCTaBEeHUTE OT TAX JIEKAPCTBEHN NPOAYKTM OT NpUTeXXaTesmTe Ha
pa3pelleHne 3a TbproBus Ha ApebHO C IeKapCTBEHW NPOAYKTU UK OT ApYri
npuTexXaTesn Ha paspelleHne 3a TbProBus Ha eapo, AOCTAaBUAN Te3U JIEKAPCTBEHN
NPOAYKTW, NP U3MNbJIHEHME Ha onpefesieHn yC/I0BuS.

danwmenTe NeKapCTeeHU NPoLoYKTN Ca 3Ha4YMMa 3arsjaxa 3a 34paBeTo Ha YoBeKa un
HaBJIM3aHETOo MM Ha Na3apa Boau Ao 3aryba Ha pgosepue B Nyb6/IMYHOTO 34paBeona3BaHeETO.
Te3n NpoAYKTU CbAbpXKAT cybCcTaHAapTHN Ny panwmBmn CbCTaBKW, HE CbAabpXKaT
aKTMBHU BeLLeCTBa WIN CbObPXaT CbCTaBKU WV aKTUBHM BeLleCcTBa, KOUTO ca
HenpaBWHO WM NOrpeLwHo Ao3npaHn. PerynatopHaTta pamMmka 3a bopba ¢ panwmsute
NleKapCTBeHU NPoayKTU ce ocHoBaBa Ha AupekTtuBa 2011/62/EC o1 8 toHu 2011 roavHa,
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BbBe)XJalla MepKN 3a nNpefoTBpaTsABaHe HaBJ/IN3aHETO Ha PaIWNPULMPaHN JIEKapCTBEHM
MPOAYKTU B 3aKOHHUTE Bepurun 3a pasnpoctpaHeHune. enermpaH pernameHT (EC)2016/161
Ha EK oT 2 okTomMBpu 2015 rognHa BbBede cUCTEMa 3a cepuanamnsauma n sepudnkaumns Ha
JIeKapCTBEHUTE NPOAYKTU MO JIEKAPCKO npennucaHne, KOATO Aa rapaHTupa, 4e
NleKapCTBEeHUTE NPOAYKTU Ca aBTEeHTUYHU. CinTaHo oT 9 pbespyapu 2019 r. Ta3sm cuctema
PYHKLNOHNPA e(heKTUBHO Ha TeputopuaTa Ha EC, pecnekTuBHO bbarapusa. Cbc
Cb3[laBaHeTO Ha Ta3u cuctemMaTa, UAEHTUPULNPAHETO N YOOCTOBEepsABaHETO Ha
aBTEHTUYHOCTTA Ha NNIeKapCTBEHUTE MPOAYKTWN Ce rapaHTUpaT 4Ype3 LuAN0CTHa NpoBepKa
Ha BCUYKW JIeKapCTBEHU MPOAYKTU C HaHeCceHW NnokasaTenu 3a 6e30nacHOCT, AOMbJIHEHA
OT MpoBepKa OT CTpaHa Ha TbProBUMTE Ha eAp0 Ha HAKOW JIeKapCTBEHW NPOAYKTU, KOUTO
Ca M3JI0)KeHU Ha PUCK OT hanwmndpurumnpaHe.

C HaCTOSLLOTO NpeasioXXeHne ce NpPeoaosisiBa Npa3HoTaTa B CJly4anTe, B KOUTO Npu
N3BbpLUBAHE Ha BepUPUKaLMA Ha NeKapCTBEHUTE NPOAYKTU OT CTPaHa Ha TbProBLUTE Ha
npebHo C NekapCTBeHM NPOAYKTU, MpoBepKaTa Ha NokKasaTenmTe 3a 6€30MacHOCT Ha
JIeKapCTBEHUA MPOAYKT MNOKa3Ba, Ye onakoBKaTa e NnoAnpaBeHa, Uin KoraTo nposepkaTa
Ha Nnoka3aTenuTe 3a 6e30MNacHOCT Ha JIeKapCTBEHMS NPOAYKT NOKa3Ba, Ye NpoayKTbT
MOXXe [l1a He € aBTEHTUYEH.

LlenTa Ha NpeasoxXeHns NpoeKkT € yCbBbpPLUEHCTBaHe Ha NoA3aKOHOBaTa HOpPMaTUBHA
ypenba 4ypes persaMeHTUpaHe Ha pef, No KOUTO TbprosumTe Ha ApebHO C neKapCTBEHM
NPOAYKTUN AN APYTY NPUTEXATENN Ha pa3peLleHneTo 3a TbProBms Ha eapo C
NIeKapCTBEHM NPOAYKUT LWe MOoraT Aa BpbllaT, @ TbProBUUTE Ha eapo We ca 3a4b/IKEHN
0a npuemMaT OOCTaBEeHUTE OT TAX JIeKapCTBEHU MPOAYKTU, KOraTo NMpu U3BbpLUBaHE Ha
BepudpmKauma nMa oCHoBaHME fa ce C4YUTa, Ye ONMakoBKaTa e noAanpaseHa, Uan KoraTto
npoBepKaTa Ha NokasaTenuTe 3a 6e30MacHOCT Ha JiekapCTBEHMSA NPOAYKT NOKas3Ba, 4ye
NPOAYKTBT MOXE [a He e aBTeHTu4YeH.M3BbpluBaHaTa OT TbProBuUMTE Ha e4po NpoBepKa
Ha aBTEHTUYHOCTTA Ha NeKapCTBEHUTE NMPOAYKTN MOXXe Aa 6bae n3BbpluBaHa C eAHaKbB
pe3ynTaT Mo BCAKO BpeMe Mexay NpueMaHeTo Ha JIeKapCTBEHMSA NPOAYKT OT Tbhproeeua
Ha e4po M MO-HATaTbLWHOTO My pa3npocTpaHeHne. O4akBaHUTe pe3ynTaTu oT
npensio>KeHns NPOeKT € Cb34aBaHEeTO Ha HOPMATUBHN YCJ/IOBUS N pel KakBu AENCTBUSA LLe
6baaT U3BBLPLLUBAHM N OT KO CybekTn BbB BepuraTa Ha JleKkapCcTBoCHabaosasaHeTo, B
cly4anTe, B KOUTO MMa OCHOBaHME Aa Ce CYMUTa, 4Ye ONaKoBKaTa e NoAnpaBeHa, Wan Korato
npoBepKaTa Ha NnokasaTenuTe 3a 6e30MacHOCT Ha JiIeKkapCTBEHMSA NPOAYKT NOKa3Ba, 4e
NPOAYKTBT MOXE [a HE € aBTEeHTUYEH.

Mpenno)xeHaTa HOpMaTMBHA NPOMSHA, C KOSATO Ce Cb3aBa 3a4b/KeHNe 3a TbpropuuTe
Ha eApo Aa NpuemMaT AOCTAaBEHUTE OT TAX JIeKapCTBEHM NPOAYKTU, 33 KOMTO NMpoBepKaTa
Ha nokasaTenuTe 3a 6e30MacHOCT NoKa3Ba, Ye OMakoBKaTa e rnoAnpaBeHa, UK KoraTo
npoBepkaTa Ha NokasaTesnnTe 3a 6€30MacHOCT Ha JlIeKapCTBEeHUS NPOAYKT NOKa3Ba, Ye
NPOAYKTHT MOXXE [la HEe € aBTEHTMYEH, e Cb3Aake AOMbJHMTENHA FrapaHumMs 3a cna3BaHe
Ha MpaBunaTta 3a Oobpa AncTpmbyTopcka NpakTMKa u NnpeaoTBpaTsaBaHe Ha HaB/IN3AaHETO
Ha anwmnuumMpaHn N1eKapCTBEHM NPOAYKTW B 3aKOHHATa Bepura Ha AOCTaBKa.

MpensnoXXeHUAT NPOEKT HAMA A AoBeAe A0 NPSAKO U/UAN KOCBEHO Bb3AENCTBUE BbPXY
ny6an4yHUTE PrHaAHCKM. PMHAHCOBO Bb3AENCTBUE MOXKE [@ Bb3HUKHE 3a NputexxatenuTte
Ha paspelleHne 3a TbProBMs Ha eapo, B Cy4ai, Ye No HaasnexHusa pen 6bae fokasaHo, 4ye
CbLNTE Ca AOCTABUAN NOAMNPABEHN ONAKOBKW OT AaZleH JIeKapCTBEH NPOAYKT UMK CbLUMTe



He Ca aBTEHTUYHW. B TakuBa cny4am Te3nm cybekTu e Tpsabea noa npeanpmemaT AeNCTBUS
MO YHNLLOXXaBaHETO Ha TaKbB TUM JIEKApCTBEHN NPOAYKTK No peda Ha Hapenba Ne 4 oT
2018 r. 3a ycnoBuATa 1 pefa 3a YHULLO0XXaBaHETO Ha JIEKAapPCTBEHUTE NMPOAYKTU.

Cnen n3BbpLIEH aHaNM3 3a CbOTBETCTBME C MPABOTO Ha EBpoONenckns Ccbio3 ce yCTaHOBMN,
Yye obLiecTBEHUTE OTHOLWEHMS, MpeaMeT Ha NpoeKTa Ha Ta3u Hapenba, He ca
pernameHTMpaHn B EBPONENCKOTO 3aKkoHoaaTencTeo. YpenbaTta Ha obuiecTBeHnTe
OTHOLWLEHNSA, NpeaMeT Ha NpoekTa Ha Hapenba, e BbNPOC Ha HAaUMOHAJIHO pelleHne un e oT
KOMMETEeHTHOCTTa Ha OTAENIHUTE ObPrKaBu YNeHKU. ToBa Npomn3Tnya oT pa3nopeanbaTa Ha
4yn. 168, nap. 7 ot lorosopa 3a (pyHKLMOHUPaHEe Ha EBPONENCKMSA Cbio3, KOATO NpeaBuxna
N3KJII0YMTEsSIHA KOMNETEHTHOCT Ha Obp>XXaBUTe YJEeHKM Mo onpeaesigsHe Ha 3[4paBHaTa UM
MOJINTUKA N OpraHnU3npaHeTo U NpefoCTaBAHETO Ha 34PaBHU YCNYIrY U MeOULNHCKN
FPUVXXN.
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